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2  Schedule of Pharmaceutical Benefits – June 2026 

 

Fees, Patient Contributions and 
Safety Net Thresholds 
The following fees, patient contributions and safety net thresholds apply as at 1 June 2026 and are included, where applicable, 
in prices published in the Schedule — 
 

Dispensing Fees: Ready-prepared $8.88 

 Dangerous drug fee $5.50 

 Extemporaneously-prepared $10.92 

 Allowable additional patient charge* $2.79 

   

Additional Fees (for safety net prices): Ready-prepared $1.48 

 Extemporaneously-prepared $1.91 

   

Patient Co-payments: General $25.00 

 Concessional $7.70 

   

Safety Net Thresholds: General $1748.20 

 Concessional $277.20 

   

Safety Net Card Issue Fee:  $12.78 
  
* The allowable additional patient charge is a discretionary charge to general patients if a pharmaceutical item has a dispensed 
price for maximum quantity less than the general patient co-payment. The pharmacist may charge general patients the 
allowable additional fee but the fee cannot take the cost of the prescription above the general patient co-payment for the 
medicine. This fee does not count towards the Safety Net threshold. 
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Brief Summary of Changes 

 

Summary of Changes 
These changes to the Schedule of Pharmaceutical Benefits are effective from 1 June 2026. The Schedule is updated on the first 
day of each month and is available on the internet at www.pbs.gov.au. 

General Pharmaceutical Benefits 
Additions 
Addition – Item 

15354D ACALABRUTINIB, acalabrutinib 100 mg tablet, 56 (CALQUENCE) 

15356F ACALABRUTINIB, acalabrutinib 100 mg tablet, 56 (CALQUENCE) 

15360K ACALABRUTINIB, acalabrutinib 100 mg tablet, 56 (CALQUENCE) 

15359J ADRENALINE (EPINEPHRINE), adrenaline (epinephrine) 150 microgram/0.15 mL injection, 0.15 mL pen device 
(Jext Jnr) 

15355E ADRENALINE (EPINEPHRINE), adrenaline (epinephrine) 300 microgram/0.3 mL injection, 0.3 mL pen device 
(Jext) 

15361L VENETOCLAX, venetoclax 10 mg tablet [14] (&) venetoclax 50 mg tablet [7] (&) venetoclax 100 mg tablet [7] (&) 
venetoclax 100 mg tablet [14], 1 pack (Venclexta) 

15357G VENETOCLAX, venetoclax 100 mg tablet, 120 (Venclexta) 

15358H VENETOCLAX, venetoclax 100 mg tablet, 120 (Venclexta) 

Addition – Brand 
14711G Mila, NB – DROSPIRENONE + ETHINYLESTRADIOL, drospirenone 3 mg + ethinylestradiol 30 microgram tablet 

[21] (&) inert substance tablet [7], 28 

14725B Mila, NB – DROSPIRENONE + ETHINYLESTRADIOL, drospirenone 3 mg + ethinylestradiol 30 microgram tablet 
[21] (&) inert substance tablet [7], 3 x 28 

10445R Febexic, CR – FEBUXOSTAT, febuxostat 80 mg tablet, 28 

13519M Febexic, CR – FEBUXOSTAT, febuxostat 80 mg tablet, 28 

10104T FERIVO, XT – FERRIC CARBOXYMALTOSE, iron (as ferric carboxymaltose) 500 mg/10 mL injection, 10 mL vial 

10104T Ferric Carboxymaltose-Teva, TB – FERRIC CARBOXYMALTOSE, iron (as ferric carboxymaltose) 500 mg/10 mL 
injection, 10 mL vial 

10104T Ferrive, AF – FERRIC CARBOXYMALTOSE, iron (as ferric carboxymaltose) 500 mg/10 mL injection, 10 mL vial 

11702X FERIVO, XT – FERRIC CARBOXYMALTOSE, iron (as ferric carboxymaltose) 1 g/20 mL injection, 20 mL vial 

11702X Ferric Carboxymaltose-Teva, TB – FERRIC CARBOXYMALTOSE, iron (as ferric carboxymaltose) 1 g/20 mL 
injection, 20 mL vial 

11702X Ferrive, AF – FERRIC CARBOXYMALTOSE, iron (as ferric carboxymaltose) 1 g/20 mL injection, 20 mL vial 

8535F Gliclazide Sandoz MR, SZ – GLICLAZIDE, gliclazide 30 mg modified release tablet, 100 

14740T Gliclazide Sandoz MR, SZ – GLICLAZIDE, gliclazide 30 mg modified release tablet, 100 

10211K ARZESTRA, LJ – MIFEPRISTONE (&) MISOPROSTOL, mifepristone 200 mg tablet [1] (&) misoprostol 200 
microgram tablet [4], 1 pack 

2122Q Morphine Phebra, FF – MORPHINE, morphine hydrochloride trihydrate 2 mg/mL oral liquid, 200 mL 

5237P Morphine Phebra, FF – MORPHINE, morphine hydrochloride trihydrate 2 mg/mL oral liquid, 200 mL 

2123R Morphine Phebra, FF – MORPHINE, morphine hydrochloride trihydrate 5 mg/mL oral liquid, 200 mL 
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5238Q Morphine Phebra, FF – MORPHINE, morphine hydrochloride trihydrate 5 mg/mL oral liquid, 200 mL 

10460M POSMED, DZ – POSACONAZOLE, posaconazole 100 mg modified release tablet, 24 

1418P Pharmacor Ticagrelor, CR – TICAGRELOR, ticagrelor 90 mg tablet, 56 

13524T Pharmacor Ticagrelor, CR – TICAGRELOR, ticagrelor 90 mg tablet, 56 

1418P Ticagrelor Dr.Reddy's, RZ – TICAGRELOR, ticagrelor 90 mg tablet, 56 

13524T Ticagrelor Dr.Reddy's, RZ – TICAGRELOR, ticagrelor 90 mg tablet, 56 

1418P Ticagrelor Lupin, GQ – TICAGRELOR, ticagrelor 90 mg tablet, 56 

13524T Ticagrelor Lupin, GQ – TICAGRELOR, ticagrelor 90 mg tablet, 56 

1418P Ticagrelor Viatris, AF – TICAGRELOR, ticagrelor 90 mg tablet, 56 

13524T Ticagrelor Viatris, AF – TICAGRELOR, ticagrelor 90 mg tablet, 56 

1418P Tirela, NB – TICAGRELOR, ticagrelor 90 mg tablet, 56 

13524T Tirela, NB – TICAGRELOR, ticagrelor 90 mg tablet, 56 

1279H TIMOEYE, DZ – TIMOLOL, timolol 0.5% eye drops, 5 mL 

5548B TIMOEYE, DZ – TIMOLOL, timolol 0.5% eye drops, 5 mL 

15048B TIMOEYE, DZ – TIMOLOL, timolol 0.5% eye drops, 5 mL 

2791X Trandolapril Viatris, AL – TRANDOLAPRIL, trandolapril 500 microgram capsule, 28 

13554J Trandolapril Viatris, AL – TRANDOLAPRIL, trandolapril 500 microgram capsule, 28 

2792Y Trandolapril Viatris, AL – TRANDOLAPRIL, trandolapril 1 mg capsule, 28 

13429T Trandolapril Viatris, AL – TRANDOLAPRIL, trandolapril 1 mg capsule, 28 

2793B Trandolapril Viatris, AL – TRANDOLAPRIL, trandolapril 2 mg capsule, 28 

13403K Trandolapril Viatris, AL – TRANDOLAPRIL, trandolapril 2 mg capsule, 28 

8758Y Trandolapril Viatris, AL – TRANDOLAPRIL, trandolapril 4 mg capsule, 28 

13467T Trandolapril Viatris, AL – TRANDOLAPRIL, trandolapril 4 mg capsule, 28 

Addition – Equivalence Indicator 
10445R Adenuric, FK – FEBUXOSTAT, febuxostat 80 mg tablet, 28 

13519M Adenuric, FK – FEBUXOSTAT, febuxostat 80 mg tablet, 28 

10104T Ferinject, XW – FERRIC CARBOXYMALTOSE, iron (as ferric carboxymaltose) 500 mg/10 mL injection, 10 mL 
vial 

11702X Ferinject, XW – FERRIC CARBOXYMALTOSE, iron (as ferric carboxymaltose) 1 g/20 mL injection, 20 mL vial 

10211K MS-2 Step, XH – MIFEPRISTONE (&) MISOPROSTOL, mifepristone 200 mg tablet [1] (&) misoprostol 200 
microgram tablet [4], 1 pack 

2122Q Ordine 2, XT – MORPHINE, morphine hydrochloride trihydrate 2 mg/mL oral liquid, 200 mL 

5237P Ordine 2, XT – MORPHINE, morphine hydrochloride trihydrate 2 mg/mL oral liquid, 200 mL 

2123R Ordine 5, XT – MORPHINE, morphine hydrochloride trihydrate 5 mg/mL oral liquid, 200 mL 

5238Q Ordine 5, XT – MORPHINE, morphine hydrochloride trihydrate 5 mg/mL oral liquid, 200 mL 

1279H Timoptol, MF – TIMOLOL, timolol 0.5% eye drops, 5 mL 

5548B Timoptol, MF – TIMOLOL, timolol 0.5% eye drops, 5 mL 

15048B Timoptol, MF – TIMOLOL, timolol 0.5% eye drops, 5 mL 

Addition – Note 
8697R ADRENALINE (EPINEPHRINE), adrenaline (epinephrine) 150 microgram/0.3 mL injection, 0.3 mL pen device 

(Adrenaline Jr Viatris, Anapen Junior 150, EpiPen Jr.) 

8698T ADRENALINE (EPINEPHRINE), adrenaline (epinephrine) 300 microgram/0.3 mL injection, 0.3 mL pen device 
(Adrenaline Viatris, Anapen 300, EpiPen) 
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Deletions 
Deletion – Item 

15069D CLOPIDOGREL, clopidogrel 75 mg tablet, 28 (Clopidogrel 75 mg (Zentiva, UK)) 

15075K CLOPIDOGREL, clopidogrel 75 mg tablet, 28 (Clopidogrel 75 mg (Zentiva, UK)) 

14861E METHYLPHENIDATE, methylphenidate hydrochloride 18 mg modified release tablet, 30 (Concerta (Switzerland)) 

14874W METHYLPHENIDATE, methylphenidate hydrochloride 27 mg modified release tablet, 30 (Concerta (Switzerland)) 

14858B METHYLPHENIDATE, methylphenidate hydrochloride 36 mg modified release tablet, 30 (Concerta (Switzerland)) 

14853R METHYLPHENIDATE, methylphenidate hydrochloride 54 mg modified release tablet, 30 (Concerta (Switzerland)) 

15024R PRAZOSIN, prazosin 2 mg capsule, 100 (Prazosin Hydrochloride Capsules, USP 2 mg (Novitium Pharma, USA)) 

15044T PRAZOSIN, prazosin 2 mg capsule, 100 (Prazosin Hydrochloride Capsules, USP 2 mg (Novitium Pharma, USA)) 

Deletion – Brand 
8612G Chemists' Own Macrogol with Electrolytes, RW – MACROGOL-3350 + SODIUM CHLORIDE + BICARBONATE 

+ POTASSIUM CHLORIDE, macrogol-3350 13.125 g + sodium chloride 350.7 mg + sodium bicarbonate 178.5 
mg + potassium chloride 46.6 mg powder for oral liquid, 30 sachets 

14408H Chemists' Own Macrogol with Electrolytes, RW – MACROGOL-3350 + SODIUM CHLORIDE + BICARBONATE 
+ POTASSIUM CHLORIDE, macrogol-3350 13.125 g + sodium chloride 350.7 mg + sodium bicarbonate 178.5 
mg + potassium chloride 46.6 mg powder for oral liquid, 30 sachets 

1944H Tritace 1.25 mg, SW – RAMIPRIL, ramipril 1.25 mg tablet, 30 

13582W Tritace 1.25 mg, SW – RAMIPRIL, ramipril 1.25 mg tablet, 30 

Deletion – Equivalence Indicator 
14844G Ozempic, NO – SEMAGLUTIDE, semaglutide 0.68 mg/mL injection, 1 x 3 mL pen device 

14846J Ozempic, NO – SEMAGLUTIDE, semaglutide 0.68 mg/mL injection, 1 x 3 mL pen device 

Deletion – Note 
1480X PRAZOSIN, prazosin 2 mg tablet, 100 (APO-Prazosin, Minipress) 

13400G PRAZOSIN, prazosin 2 mg tablet, 100 (APO-Prazosin, Minipress) 

14844G SEMAGLUTIDE, semaglutide 0.68 mg/mL injection, 1 x 3 mL pen device (Ozempic) 

14846J SEMAGLUTIDE, semaglutide 0.68 mg/mL injection, 1 x 3 mL pen device (Ozempic) 

Alterations 
Alteration – Item Description 

From  

15337F GLYCOPYRRONIUM, glycopyrronium bromide 1% cream, 50 g (Axhidrox) 

To  

15337F GLYCOPYRRONIUM, Glycopyrronium 2.2 mg/actuation cream, 124 actuations (Axhidrox) 

Alteration – Brand Name 
From  

8558K Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 20 mg/0.2 mL injection, 10 x 0.2 mL syringes 

To  

8558K Enoxaject Safety-Lock, CR – ENOXAPARIN SODIUM, enoxaparin sodium 20 mg/0.2 mL injection, 10 x 0.2 mL 
syringes 

From  

8716R Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 20 mg/0.2 mL injection, 10 x 0.2 mL syringes 

To  

8716R Enoxaject Safety-Lock, CR – ENOXAPARIN SODIUM, enoxaparin sodium 20 mg/0.2 mL injection, 10 x 0.2 mL 
syringes 

From  
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8510X Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 40 mg/0.4 mL injection, 10 x 0.4 mL syringes 

To  

8510X Enoxaject Safety-Lock, CR – ENOXAPARIN SODIUM, enoxaparin sodium 40 mg/0.4 mL injection, 10 x 0.4 mL 
syringes 

From  

8639Q Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 40 mg/0.4 mL injection, 10 x 0.4 mL syringes 

To  

8639Q Enoxaject Safety-Lock, CR – ENOXAPARIN SODIUM, enoxaparin sodium 40 mg/0.4 mL injection, 10 x 0.4 mL 
syringes 

From  

8262W Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 60 mg/0.6 mL injection, 10 x 0.6 mL syringes 

To  

8262W Enoxaject Safety-Lock, CR – ENOXAPARIN SODIUM, enoxaparin sodium 60 mg/0.6 mL injection, 10 x 0.6 mL 
syringes 

From  

8640R Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 60 mg/0.6 mL injection, 10 x 0.6 mL syringes 

To  

8640R Enoxaject Safety-Lock, CR – ENOXAPARIN SODIUM, enoxaparin sodium 60 mg/0.6 mL injection, 10 x 0.6 mL 
syringes 

From  

5434B Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 80 mg/0.8 mL injection, 10 x 0.8 mL syringes 

To  

5434B Enoxaject Safety-Lock, CR – ENOXAPARIN SODIUM, enoxaparin sodium 80 mg/0.8 mL injection, 10 x 0.8 mL 
syringes 

From  

8263X Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 80 mg/0.8 mL injection, 10 x 0.8 mL syringes 

To  

8263X Enoxaject Safety-Lock, CR – ENOXAPARIN SODIUM, enoxaparin sodium 80 mg/0.8 mL injection, 10 x 0.8 mL 
syringes 

From  

5435C Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 100 mg/mL injection, 10 x 1 mL syringes 

To  

5435C Enoxaject Safety-Lock, CR – ENOXAPARIN SODIUM, enoxaparin sodium 100 mg/mL injection, 10 x 1 mL 
syringes 

From  

8264Y Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 100 mg/mL injection, 10 x 1 mL syringes 

To  

8264Y Enoxaject Safety-Lock, CR – ENOXAPARIN SODIUM, enoxaparin sodium 100 mg/mL injection, 10 x 1 mL 
syringes 

From  

13688K Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 120 mg/0.8 mL injection, 10 x 0.8 mL syringes 

To  

13688K Enoxaject Safety-Lock, CR – ENOXAPARIN SODIUM, enoxaparin sodium 120 mg/0.8 mL injection, 10 x 0.8 mL 
syringes 

From  

13710N Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 120 mg/0.8 mL injection, 10 x 0.8 mL syringes 

To  
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13710N Enoxaject Safety-Lock, CR – ENOXAPARIN SODIUM, enoxaparin sodium 120 mg/0.8 mL injection, 10 x 0.8 mL 
syringes 

From  

13717Y Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 150 mg/mL injection, 10 x 1 mL syringes 

To  

13717Y Enoxaject Safety-Lock, CR – ENOXAPARIN SODIUM, enoxaparin sodium 150 mg/mL injection, 10 x 1 mL 
syringes 

From  

13729N Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 150 mg/mL injection, 10 x 1 mL syringes 

To  

13729N Enoxaject Safety-Lock, CR – ENOXAPARIN SODIUM, enoxaparin sodium 150 mg/mL injection, 10 x 1 mL 
syringes 

Alteration – Note 
12342N ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Hadlima, Humira, Hyrimoz, 

Yuflyma) 

12364R ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Hadlima, Humira, Hyrimoz, Yuflyma) 

12377K ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Hadlima, Humira, Hyrimoz, 
Yuflyma) 

12399N ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Hadlima, Humira, Hyrimoz, Yuflyma) 

12421R ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Hadlima, Humira, Hyrimoz, Yuflyma) 

12422T ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Hadlima, Humira, Hyrimoz, Yuflyma) 

12425Y ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Hadlima, Humira, Hyrimoz, 
Yuflyma) 

12428D ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Hadlima, Humira, Hyrimoz, 
Yuflyma) 

5281Y ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz) 

5282B ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Abrilada, Amgevita, Hadlima, 
Hyrimoz) 

5283C ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz) 

5284D ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Abrilada, Amgevita, Hadlima, 
Hyrimoz) 

9425C ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz) 

9426D ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Abrilada, Amgevita, Hadlima, 
Hyrimoz) 

9427E ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz) 

9428F ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Abrilada, Amgevita, Hadlima, 
Hyrimoz) 

12394H ADALIMUMAB, adalimumab 80 mg/0.8 mL injection, 0.8 mL syringe (Humira, Yuflyma) 

12447D ADALIMUMAB, adalimumab 80 mg/0.8 mL injection, 0.8 mL pen device (Humira, Hyrimoz, Yuflyma) 

15336E FRUQUINTINIB, fruquintinib 1 mg capsule, 21 (Fruzaqla) 

15344N FRUQUINTINIB, fruquintinib 5 mg capsule, 21 (Fruzaqla) 

11614G GUSELKUMAB, guselkumab 100 mg/mL injection, 1 x 1 mL syringe (Tremfya) 

11032P IXEKIZUMAB, ixekizumab 80 mg/mL injection, 2 x 1 mL pen devices (Taltz) 

11033Q IXEKIZUMAB, ixekizumab 80 mg/mL injection, 2 x 1 mL pen devices (Taltz) 

10425Q SECUKINUMAB, secukinumab 150 mg/mL injection, 2 x 1 mL pen devices (Cosentyx) 

10910F SECUKINUMAB, secukinumab 150 mg/mL injection, 2 x 1 mL pen devices (Cosentyx) 

14972B SECUKINUMAB, Secukinumab 300 mg/2 mL injection, 2 mL pen device (Cosentyx) 

15028Y SECUKINUMAB, Secukinumab 300 mg/2 mL injection, 2 mL pen device (Cosentyx) 
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11613F TILDRAKIZUMAB, tildrakizumab 100 mg/mL injection, 1 mL syringe (Ilumya) 

11616J TILDRAKIZUMAB, tildrakizumab 100 mg/mL injection, 1 mL syringe (Ilumya) 

11725D TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen) 

11730J TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection) 

11741Y TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection) 

11750K TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen) 

12761P TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen) 

12762Q TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection) 

12767Y TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen) 

12768B TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection) 

12792G TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen) 

12806B TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection) 

Alteration – Restriction 
1220F ABATACEPT, abatacept 125 mg/mL injection, 4 x 1 mL syringes (Orencia) 

1221G ABATACEPT, abatacept 125 mg/mL injection, 4 x 1 mL syringes (Orencia) 

11684Y ABATACEPT, abatacept 125 mg/mL injection, 4 x 1 mL pen devices (Orencia ClickJect) 

11693K ABATACEPT, abatacept 125 mg/mL injection, 4 x 1 mL pen devices (Orencia ClickJect) 

13810W ACALABRUTINIB, acalabrutinib 100 mg tablet, 56 (CALQUENCE) 

12342N ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Hadlima, Humira, Hyrimoz, 
Yuflyma) 

12364R ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Hadlima, Humira, Hyrimoz, Yuflyma) 

12377K ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Hadlima, Humira, Hyrimoz, 
Yuflyma) 

12390D ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Hadlima, Humira, Hyrimoz, 
Yuflyma) 

12399N ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Hadlima, Humira, Hyrimoz, Yuflyma) 

12400P ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Hadlima, Humira, Hyrimoz, Yuflyma) 

12421R ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Hadlima, Humira, Hyrimoz, Yuflyma) 

12422T ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Hadlima, Humira, Hyrimoz, Yuflyma) 

12425Y ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Hadlima, Humira, Hyrimoz, 
Yuflyma) 

12428D ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Hadlima, Humira, Hyrimoz, 
Yuflyma) 

12429E ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Hadlima, Humira, Hyrimoz, 
Yuflyma) 

12430F ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Hadlima, Humira, Hyrimoz, Yuflyma) 

5281Y ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz) 

5282B ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Abrilada, Amgevita, Hadlima, 
Hyrimoz) 

5283C ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz) 

5284D ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Abrilada, Amgevita, Hadlima, 
Hyrimoz) 

8737W ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz) 

8741C ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz) 

9099X ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Abrilada, Amgevita, Hadlima, 
Hyrimoz) 
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9100Y ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Abrilada, Amgevita, Hadlima, 
Hyrimoz) 

9425C ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz) 

9426D ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Abrilada, Amgevita, Hadlima, 
Hyrimoz) 

9427E ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz) 

9428F ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Abrilada, Amgevita, Hadlima, 
Hyrimoz) 

12394H ADALIMUMAB, adalimumab 80 mg/0.8 mL injection, 0.8 mL syringe (Humira, Yuflyma) 

12447D ADALIMUMAB, adalimumab 80 mg/0.8 mL injection, 0.8 mL pen device (Humira, Hyrimoz, Yuflyma) 

11437Y BARICITINIB, baricitinib 2 mg tablet, 28 (Olumiant) 

11442F BARICITINIB, baricitinib 2 mg tablet, 28 (Olumiant) 

11443G BARICITINIB, baricitinib 4 mg tablet, 28 (Olumiant) 

11447L BARICITINIB, baricitinib 4 mg tablet, 28 (Olumiant) 

3425G CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia) 

10905Y CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia) 

11322X CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia) 

11325C CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia) 

13106T DAPAGLIFLOZIN, dapagliflozin 10 mg tablet, 28 (Forxiga) 

15257B DAPAGLIFLOZIN, dapagliflozin 10 mg tablet, 28 (Forxiga) 

15300G ELRANATAMAB, Elranatamab 44 mg/1.1 mL injection, 1.1 mL vial (Elrexfio) 

14092Q EMPAGLIFLOZIN, empagliflozin 10 mg tablet, 30 (Jardiance) 

15253T EMPAGLIFLOZIN, empagliflozin 10 mg tablet, 30 (Jardiance) 

12469G GALCANEZUMAB, galcanezumab 120 mg/mL injection, 1 mL pen device (Emgality) 

12478R GALCANEZUMAB, galcanezumab 120 mg/mL injection, 1 mL pen device (Emgality) 

3426H GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi) 

3428K GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi) 

11372M GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL pen device (Simponi) 

11375Q GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL pen device (Simponi) 

11614G GUSELKUMAB, guselkumab 100 mg/mL injection, 1 x 1 mL syringe (Tremfya) 

12576X INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL syringe (Remsima SC) 

12577Y INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL pen device (Remsima SC) 

13062L INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL pen device (Remsima SC) 

13067R INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL syringe (Remsima SC) 

11032P IXEKIZUMAB, ixekizumab 80 mg/mL injection, 2 x 1 mL pen devices (Taltz) 

11033Q IXEKIZUMAB, ixekizumab 80 mg/mL injection, 2 x 1 mL pen devices (Taltz) 

14135Y MAVACAMTEN, mavacamten 2.5 mg capsule, 28 (Camzyos) 

14117B MAVACAMTEN, mavacamten 5 mg capsule, 28 (Camzyos) 

14137C MAVACAMTEN, mavacamten 10 mg capsule, 28 (Camzyos) 

14139E MAVACAMTEN, mavacamten 15 mg capsule, 28 (Camzyos) 

14111Q RISANKIZUMAB, risankizumab 150 mg/mL injection, 1 mL pen device (Skyrizi) 

14142H RISANKIZUMAB, risankizumab 150 mg/mL injection, 1 mL pen device (Skyrizi) 

10425Q SECUKINUMAB, secukinumab 150 mg/mL injection, 2 x 1 mL pen devices (Cosentyx) 

10910F SECUKINUMAB, secukinumab 150 mg/mL injection, 2 x 1 mL pen devices (Cosentyx) 

14972B SECUKINUMAB, Secukinumab 300 mg/2 mL injection, 2 mL pen device (Cosentyx) 
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15028Y SECUKINUMAB, Secukinumab 300 mg/2 mL injection, 2 mL pen device (Cosentyx) 

11613F TILDRAKIZUMAB, tildrakizumab 100 mg/mL injection, 1 mL syringe (Ilumya) 

11616J TILDRAKIZUMAB, tildrakizumab 100 mg/mL injection, 1 mL syringe (Ilumya) 

10951J TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection) 

10954M TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection) 

11565Q TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen) 

11567T TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen) 

11725D TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen) 

11730J TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection) 

11741Y TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection) 

11750K TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen) 

12761P TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen) 

12762Q TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection) 

12767Y TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen) 

12768B TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection) 

12792G TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen) 

12806B TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection) 

10511F TOFACITINIB, tofacitinib 5 mg tablet, 56 (Xeljanz) 

10517M TOFACITINIB, tofacitinib 5 mg tablet, 56 (Xeljanz) 

11979L UPADACITINIB, upadacitinib 15 mg modified release tablet, 28 (Rinvoq) 

11989B UPADACITINIB, upadacitinib 15 mg modified release tablet, 28 (Rinvoq) 

12188L VENETOCLAX, venetoclax 10 mg tablet [14] (&) venetoclax 50 mg tablet [7] (&) venetoclax 100 mg tablet [7] (&) 
venetoclax 100 mg tablet [14], 1 pack (Venclexta) 

12199C VENETOCLAX, venetoclax 100 mg tablet, 120 (Venclexta) 

12205J VENETOCLAX, venetoclax 100 mg tablet, 120 (Venclexta) 

Alteration – Manufacturer Code 
  From To 
10104T Ferinject – FERRIC CARBOXYMALTOSE, iron (as ferric carboxymaltose) 500 mg/10 mL 

injection, 10 mL vial 
CS XW 

11702X Ferinject – FERRIC CARBOXYMALTOSE, iron (as ferric carboxymaltose) 1 g/20 mL injection, 
20 mL vial 

CS XW 

14730G Prometrium – PROGESTERONE, progesterone 100 mg capsule, 30 HB XW 

14733K Prometrium – PROGESTERONE, progesterone 100 mg capsule, 30 HB XW 

15152L Ritosa – TERIPARATIDE, teriparatide 250 microgram/mL injection, 2.4 mL cartridge RA XT 

15188J Ritosa – TERIPARATIDE, teriparatide 250 microgram/mL injection, 2.4 mL cartridge RA XT 

Alteration – Number of Repeats 
  From To 
1512N HYDROXYCHLOROQUINE, 

hydroxychloroquine sulfate 200 mg tablet, 100 (APO- Hydroxychloroquine, Hequinel, 
Hydroxychloroquine GH, Plaquenil) 

1 3 

11276L TENOFOVIR DISOPROXIL + EMTRICITABINE, 
tenofovir disoproxil fumarate 300 mg + emtricitabine 200 mg tablet, 30 (CIPLA TENOFOVIR + 
EMTRICITABINE 300/200, TENOFOVIR/EMTRICITABINE 300/200 APX, 
TENOFOVIR/EMTRICITABINE 300/200 ARX, Tenofovir/Emtricitabine Sandoz Pharma 300/200) 

2 5 

11296M TENOFOVIR DISOPROXIL + EMTRICITABINE, 
tenofovir disoproxil maleate 300 mg + emtricitabine 200 mg tablet, 30 (Tenofovir Disoproxil 
Emtricitabine Viatris 300/200) 

2 5 
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  From To 
12542D TENOFOVIR DISOPROXIL + EMTRICITABINE, 

tenofovir disoproxil succinate 301 mg + emtricitabine 200 mg tablet, 30 (Tenofovir/Emtricitabine 
Sandoz 301/200) 

2 5 

Supply Only 
Supply Only – Period Commencing 

15169J METHYLPHENIDATE, methylphenidate hydrochloride 27 mg modified release tablet, 30 (Atenza (Spain)) 

15198X METHYLPHENIDATE, methylphenidate hydrochloride 54 mg modified release tablet, 30 (Atenza (Spain)) 

Supply Only – Period Ending 
5298W BRIMONIDINE, brimonidine tartrate 0.15% eye drops, 5 mL (Alphagan P 1.5) 

5563T BRIMONIDINE, brimonidine tartrate 0.15% eye drops, 5 mL (Alphagan P 1.5) 

14496Y BRIMONIDINE, brimonidine tartrate 0.15% eye drops, 5 mL (Alphagan P 1.5) 

14931W DROSPIRENONE, drospirenone 4 mg tablet [24] (&) inert substance tablet [4], 3 x 28 (Slinda) 

12080T SEMAGLUTIDE, semaglutide 1.34 mg/mL injection, 1 x 1.5 mL pen device (Ozempic) 

14149Q SEMAGLUTIDE, semaglutide 1.34 mg/mL injection, 1 x 1.5 mL pen device (Ozempic) 

5545W SOY LECITHIN + TOCOPHEROL + VITAMIN A, soy lecithin 1% + tocopherol 0.002% + vitamin A palmitate 
0.025% spray, 100 actuations (tearsagain) 

9448G SOY LECITHIN + TOCOPHEROL + VITAMIN A, soy lecithin 1% + tocopherol 0.002% + vitamin A palmitate 
0.025% spray, 100 actuations (tearsagain) 

14426G SOY LECITHIN + TOCOPHEROL + VITAMIN A, soy lecithin 1% + tocopherol 0.002% + vitamin A palmitate 
0.025% spray, 100 actuations (tearsagain) 

14323W TIOTROPIUM, tiotropium 2.5 microgram/actuation inhalation solution, 60 actuations (Spiriva Respimat) 

14499D TIOTROPIUM, tiotropium 2.5 microgram/actuation inhalation solution, 60 actuations (Spiriva Respimat) 

14531T TIOTROPIUM, tiotropium 2.5 microgram/actuation inhalation solution, 60 actuations (Spiriva Respimat) 

14530R TIOTROPIUM + OLODATEROL, tiotropium 2.5 microgram/actuation + olodaterol 2.5 microgram/actuation 
inhalation solution, 60 actuations (Spiolto Respimat) 

8216K TOREMIFENE, toremifene 60 mg tablet, 30 (Fareston) 

13859K TOREMIFENE, toremifene 60 mg tablet, 30 (Fareston) 

Advance Notices 
1 July 2026 
Deletion – Brand 

5551E Bimtop, AF – BIMATOPROST, bimatoprost 0.03% eye drops, 3 mL 

8620Q Bimtop, AF – BIMATOPROST, bimatoprost 0.03% eye drops, 3 mL 

14315K Bimtop, AF – BIMATOPROST, bimatoprost 0.03% eye drops, 3 mL 

8362D Capecitabine Sandoz, SZ – CAPECITABINE, capecitabine 500 mg tablet, 120 

9483D EzSimva GH 10/10, GQ – EZETIMIBE + SIMVASTATIN, ezetimibe 10 mg + simvastatin 10 mg tablet, 30 

13385L EzSimva GH 10/10, GQ – EZETIMIBE + SIMVASTATIN, ezetimibe 10 mg + simvastatin 10 mg tablet, 30 

8887R Meloxicam Sandoz, SZ – MELOXICAM, meloxicam 7.5 mg capsule, 30 

8888T Meloxicam Sandoz, SZ – MELOXICAM, meloxicam 15 mg capsule, 30 

3050M Idaprex 2, SZ – PERINDOPRIL, perindopril erbumine 2 mg tablet, 30 

13404L Idaprex 2, SZ – PERINDOPRIL, perindopril erbumine 2 mg tablet, 30 

3051N Idaprex 4, SZ – PERINDOPRIL, perindopril erbumine 4 mg tablet, 30 

13371R Idaprex 4, SZ – PERINDOPRIL, perindopril erbumine 4 mg tablet, 30 

8704D Idaprex 8, SZ – PERINDOPRIL, perindopril erbumine 8 mg tablet, 30 

13372T Idaprex 8, SZ – PERINDOPRIL, perindopril erbumine 8 mg tablet, 30 
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8449Q Idaprex Combi 4/1.25, SZ – PERINDOPRIL + INDAPAMIDE, perindopril erbumine 4 mg + indapamide 
hemihydrate 1.25 mg tablet, 30 

13476G Idaprex Combi 4/1.25, SZ – PERINDOPRIL + INDAPAMIDE, perindopril erbumine 4 mg + indapamide 
hemihydrate 1.25 mg tablet, 30 

1952R Rasagiline Sandoz, SZ – RASAGILINE, rasagiline 1 mg tablet, 30 

14458Y Rasagiline Sandoz, SZ – RASAGILINE, rasagiline 1 mg tablet, 30 

5474D ARX-Vildagliptin/Metformin 50/500, XT – VILDAGLIPTIN + METFORMIN, vildagliptin 50 mg + metformin 
hydrochloride 500 mg tablet, 60 

13877J ARX-Vildagliptin/Metformin 50/500, XT – VILDAGLIPTIN + METFORMIN, vildagliptin 50 mg + metformin 
hydrochloride 500 mg tablet, 60 

1 August 2026 
Deletion – Item 

8409N Qvar 100 Autohaler, IL – BECLOMETASONE, beclometasone dipropionate 100 microgram/actuation breath 
activated inhalation, 200 actuations 

14514X Qvar 100 Autohaler, IL – BECLOMETASONE, beclometasone dipropionate 100 microgram/actuation breath 
activated inhalation, 200 actuations 

1610R Leucovorin Calcium (Pfizer Australia Pty Ltd), PF – FOLINIC ACID, folinic acid 50 mg/5 mL injection, 10 x 5 mL 
ampoules 

8027L Minitran 5, IL – GLYCERYL TRINITRATE, glyceryl trinitrate 5 mg/24 hours patch, 30 

14371J Minitran 5, IL – GLYCERYL TRINITRATE, glyceryl trinitrate 5 mg/24 hours patch, 30 

8084L Humalog, LY – INSULIN LISPRO, insulin lispro 100 units/mL injection, 1 x 10 mL vial 

1426C Humulin 30/70, LY – INSULIN NEUTRAL HUMAN + INSULIN ISOPHANE HUMAN, insulin neutral human 30 
units/mL + insulin isophane human 70 units/mL injection, 10 mL vial 

9031H Daktarin Tincture, JT – MICONAZOLE, miconazole 2% solution, 30 mL 

Deletion – Brand 
3094W Keflex, AS – CEFALEXIN, cefalexin 125 mg/5 mL powder for oral liquid, 100 mL 

3319Q Keflex, AS – CEFALEXIN, cefalexin 125 mg/5 mL powder for oral liquid, 100 mL 

1533Q Humulin NPH, LY – INSULIN ISOPHANE HUMAN, insulin isophane human 100 units/mL injection, 1 x 10 mL vial 

1531N Humulin R, LY – INSULIN NEUTRAL HUMAN, insulin neutral human 100 units/mL injection, 1 x 10 mL vial 

3382B OLANZAPINE ODT-WGR, WG – OLANZAPINE, olanzapine 10 mg orally disintegrating tablet, 28 

8380C Temodal, MK – TEMOZOLOMIDE, temozolomide 100 mg capsule, 5 

8821G Temodal, MK – TEMOZOLOMIDE, temozolomide 100 mg capsule, 5 

9361Q Temodal, MK – TEMOZOLOMIDE, temozolomide 140 mg capsule, 5 

9362R Temodal, MK – TEMOZOLOMIDE, temozolomide 140 mg capsule, 5 

1 September 2026 
Deletion – Item 

1750D Poly Visc, IQ – PARAFFIN, paraffin 1 g/g eye ointment, 2 x 3.5 g 

5522P Poly Visc, IQ – PARAFFIN, paraffin 1 g/g eye ointment, 2 x 3.5 g 

14493T Poly Visc, IQ – PARAFFIN, paraffin 1 g/g eye ointment, 2 x 3.5 g 

Deletion – Brand 
1884E Amoxil, AS – AMOXICILLIN, amoxicillin 250 mg capsule, 20 

3301R Amoxil, AS – AMOXICILLIN, amoxicillin 250 mg capsule, 20 

11998L Amoxil, AS – AMOXICILLIN, amoxicillin 250 mg capsule, 20 

8695P Actos, GQ – PIOGLITAZONE, pioglitazone 30 mg tablet, 28 

13921Q Actos, GQ – PIOGLITAZONE, pioglitazone 30 mg tablet, 28 
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Palliative Care 
Additions 
Addition – Brand 

12549L Morphine Phebra, FF – MORPHINE, morphine hydrochloride trihydrate 5 mg/mL oral liquid, 200 mL 

Addition – Equivalence Indicator 
12549L Ordine 5, XT – MORPHINE, morphine hydrochloride trihydrate 5 mg/mL oral liquid, 200 mL 

Deletions 
Deletion – Brand 

5389P Chemists' Own Macrogol with Electrolytes, RW – MACROGOL-3350 + SODIUM CHLORIDE + BICARBONATE 
+ POTASSIUM CHLORIDE, macrogol-3350 13.125 g + sodium chloride 350.7 mg + sodium bicarbonate 178.5 
mg + potassium chloride 46.6 mg powder for oral liquid, 30 sachets 

Highly Specialised Drugs Program (Private Hospital) 
Advance Notices 
1 July 2026 
Deletion – Item 

6480C NeoRecormon, RO – EPOETIN BETA, epoetin beta 2000 units/0.3 mL injection, 6 x 0.3 mL syringes 

6481D NeoRecormon, RO – EPOETIN BETA, epoetin beta 3000 units/0.3 mL injection, 6 x 0.3 mL syringes 

6482E NeoRecormon, RO – EPOETIN BETA, epoetin beta 4000 units/0.3 mL injection, 6 x 0.3 mL syringes 

6483F NeoRecormon, RO – EPOETIN BETA, epoetin beta 5000 units/0.3 mL injection, 6 x 0.3 mL syringes 

6484G NeoRecormon, RO – EPOETIN BETA, epoetin beta 6000 units/0.3 mL injection, 6 x 0.3 mL syringes 

6485H NeoRecormon, RO – EPOETIN BETA, epoetin beta 10 000 units/0.6 mL injection, 6 x 0.6 mL syringes 

14213C Octreotide Acetate Omega (Canada), GQ – OCTREOTIDE, octreotide 50 microgram/mL injection, 5 x 1 mL vials 

14177E Octreotide Acetate Omega (Canada), GQ – OCTREOTIDE, octreotide 100 microgram/mL injection, 5 x 1 mL vials 

14201K Octreotide Acetate Omega (Canada), GQ – OCTREOTIDE, octreotide 500 microgram/mL injection, 5 x 1 mL vials 

Deletion – Brand 
6100C AZACITIDINE EUGIA, YG – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

6100C Azacitidine Sandoz, SZ – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

6138C AZACITIDINE EUGIA, YG – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

6138C Azacitidine Sandoz, SZ – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

12784W AZACITIDINE EUGIA, YG – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

12784W Azacitidine Sandoz, SZ – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

13033Y AZACITIDINE EUGIA, YG – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

13033Y Azacitidine Sandoz, SZ – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

13038F AZACITIDINE EUGIA, YG – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

13038F Azacitidine Sandoz, SZ – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

13039G AZACITIDINE EUGIA, YG – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

13039G Azacitidine Sandoz, SZ – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

13040H AZACITIDINE EUGIA, YG – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

13040H Azacitidine Sandoz, SZ – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

1 August 2026 
Deletion – Item 

14296K Onpattro, WM – PATISIRAN, patisiran 10 mg/5 mL injection, 5 mL vial 

Deletion – Brand 
9648T Cipla Ambrisentan, ZU – AMBRISENTAN, ambrisentan 5 mg tablet, 30 

12201E Cipla Ambrisentan, ZU – AMBRISENTAN, ambrisentan 5 mg tablet, 30 
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Highly Specialised Drugs Program (Public Hospital) 
Advance Notices 
1 July 2026 
Deletion – Item 

5724G NeoRecormon, RO – EPOETIN BETA, epoetin beta 2000 units/0.3 mL injection, 6 x 0.3 mL syringes 

5725H NeoRecormon, RO – EPOETIN BETA, epoetin beta 3000 units/0.3 mL injection, 6 x 0.3 mL syringes 

5726J NeoRecormon, RO – EPOETIN BETA, epoetin beta 4000 units/0.3 mL injection, 6 x 0.3 mL syringes 

5727K NeoRecormon, RO – EPOETIN BETA, epoetin beta 5000 units/0.3 mL injection, 6 x 0.3 mL syringes 

5728L NeoRecormon, RO – EPOETIN BETA, epoetin beta 6000 units/0.3 mL injection, 6 x 0.3 mL syringes 

5729M NeoRecormon, RO – EPOETIN BETA, epoetin beta 10 000 units/0.6 mL injection, 6 x 0.6 mL syringes 

14178F Octreotide Acetate Omega (Canada), GQ – OCTREOTIDE, octreotide 50 microgram/mL injection, 5 x 1 mL vials 

14219J Octreotide Acetate Omega (Canada), GQ – OCTREOTIDE, octreotide 100 microgram/mL injection, 5 x 1 mL vials 

14218H Octreotide Acetate Omega (Canada), GQ – OCTREOTIDE, octreotide 500 microgram/mL injection, 5 x 1 mL vials 

Deletion – Brand 
9597D AZACITIDINE EUGIA, YG – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

9597D Azacitidine Sandoz, SZ – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

9598E AZACITIDINE EUGIA, YG – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

9598E Azacitidine Sandoz, SZ – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

12771E AZACITIDINE EUGIA, YG – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

12771E Azacitidine Sandoz, SZ – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

13028Q AZACITIDINE EUGIA, YG – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

13028Q Azacitidine Sandoz, SZ – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

13036D AZACITIDINE EUGIA, YG – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

13036D Azacitidine Sandoz, SZ – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

13042K AZACITIDINE EUGIA, YG – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

13042K Azacitidine Sandoz, SZ – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

13044M AZACITIDINE EUGIA, YG – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

13044M Azacitidine Sandoz, SZ – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

1 August 2026 
Deletion – Item 

14264R Onpattro, WM – PATISIRAN, patisiran 10 mg/5 mL injection, 5 mL vial 

Deletion – Brand 
5607D Cipla Ambrisentan, ZU – AMBRISENTAN, ambrisentan 5 mg tablet, 30 

12212R Cipla Ambrisentan, ZU – AMBRISENTAN, ambrisentan 5 mg tablet, 30 
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Comprehensive Summary of Changes 

 

General Pharmaceutical Benefits 
 ABATACEPT 

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS 
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults 
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it 
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'. 
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are 
included within the term 'biological medicine'. 
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis. 
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', 
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be 
subsidised again. 
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a 
treatment failure. 
(1) Selecting the correct 'Treatment phase' listing to apply under 
Initiating subsidy: 
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or 
(ii) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been 
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in 
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last prescribed, 
(c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different 
biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the 
most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed between the 
2 non-rituximab bDMARDs administered before and after rituximab. 
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate. 
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological 
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine 
cannot be back to the same biological medicine where that medicine has provided an inadequate response. 
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at 
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD 
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where 
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab 
course. 
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. 
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement. 
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be 
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the 
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction 
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. 
Indicate where the adverse reaction has occurred in the authority application. 
Continuing subsidy: 
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and 
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment. 
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed. 
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same 
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine, 
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a 
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine. 
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops 
providing an adequate response, or the patient takes a break in treatment. 
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application 
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the 
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to 
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provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological 
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment. 
Balance of Supply listings: 
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are 
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the 
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply 
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a 
written-only authority application may not be practical in terms of providing timely access to continued treatment. 
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat 
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had 
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least 
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 
'Continuing treatment'. 
(2) Baseline measurements to determine response. 
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP 
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline 
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment 
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline, an 
ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is 
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the 
total number of active joints. Where the baseline is determined on total number of major joints, the response must be 
determined on the total number of major joints. 
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP 
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must 
be no more than 4 weeks old at the time of application. 
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of 
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the 
time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: First continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction, AND 
• The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly. 
Population criteria: 
• Patient must be at least 18 years of age 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
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An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will 
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: First continuing treatment - balance of supply 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 

restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

abatacept 125 mg/mL injection, 4 x 1 mL syringes 
1221G Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 947.29 25.00  Orencia [BQ]   

abatacept 125 mg/mL injection, 4 x 1 mL pen devices 
11684Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 947.29 25.00  Orencia ClickJect [BQ]   

 ABATACEPT 
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults 
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it 
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'. 
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are 
included within the term 'biological medicine'. 
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis. 
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', 
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be 
subsidised again. 
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a 
treatment failure. 
(1) Selecting the correct 'Treatment phase' listing to apply under 
Initiating subsidy: 
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or 
(ii) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been 
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in 
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last prescribed, 
(c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different 
biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the 
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most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed between the 
2 non-rituximab bDMARDs administered before and after rituximab. 
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate. 
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological 
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine 
cannot be back to the same biological medicine where that medicine has provided an inadequate response. 
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at 
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD 
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where 
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab 
course. 
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. 
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement. 
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be 
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the 
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction 
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. 
Indicate where the adverse reaction has occurred in the authority application. 
Continuing subsidy: 
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and 
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment. 
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed. 
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same 
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine, 
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a 
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine. 
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops 
providing an adequate response, or the patient takes a break in treatment. 
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application 
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the 
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to 
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological 
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment. 
Balance of Supply listings: 
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are 
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the 
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply 
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a 
written-only authority application may not be practical in terms of providing timely access to continued treatment. 
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat 
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had 
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least 
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 
'Continuing treatment'. 
(2) Baseline measurements to determine response. 
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP 
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline 
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment 
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline, an 
ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is 
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the 
total number of active joints. Where the baseline is determined on total number of major joints, the response must be 
determined on the total number of major joints. 
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP 
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must 
be no more than 4 weeks old at the time of application. 
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of 
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the 
time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
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Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 

response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs) 
which must include at least 3 months continuous treatment with at least 2 DMARDs, one of which must be methotrexate 
at a dose of at least 20 mg weekly plus one of the following:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated 
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg 
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of:  
(i) hydroxychloroquine, (ii) leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved 
Product Information/cannot be tolerated at the doses specified above in addition to having a contraindication or 
intolerance to methotrexate: the remaining tolerated DMARD must be trialled at a minimum dose as mentioned above;or 

• Patient must have a contraindication/severe intolerance to each of:  
(i) methotrexate, (ii) hydroxychloroquine, (iii) leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the 
contraindications/severe intolerances claimed in the authority application, AND 

• Patient must not receive more than 16 weeks of treatment under this restriction, AND 
• The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly. 
Population criteria: 
• Patient must be at least 18 years of age 
If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg 
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate. 
The maximum tolerated dose of methotrexate must be documented in the application, if applicable. 
The application must include details of the DMARDs trialled, their doses and duration of treatment, and all relevant 
contraindications and/or intolerances including severity. 
The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents 
sequentially or by using one or more combinations of DMARDs, however the time on treatment must be at least 6 months. 
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of 
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs 
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided 
in the authority application. 
The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in 
all patients at the time of the initial application: 
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level 
greater than 15 mg per L; AND either 
(a) a total active joint count of at least 20 active (swollen and tender) joints; or 
(b) at least 4 active joints from the following list of major joints: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior 
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this 
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral 
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
At the time of authority application, medical practitioners should request the appropriate number of vials to provide sufficient 
drug, based on the weight of the patient, for a single infusion. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
Initial treatment with an I.V. loading dose: Two completed authority prescriptions must be submitted with the initial 
application. One prescription must be for the I.V. loading dose for sufficient vials for one dose based on the patient's weight 
with no repeats. The second prescription must be written for the subcutaneous formulation, with a maximum quantity of 4 
and up to 3 repeats. 
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Initial treatment with no loading dose: One completed authority prescription must be submitted with the initial application. 
The prescription must be written with a maximum quantity of 4 and up to 3 repeats. 
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be 
accepted where one is claimed. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition;or 
• Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active 

juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND 
• Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND 
• Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition 

5 times, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction, AND 
• The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly. 
Population criteria: 
• Patient must be at least 18 years of age 
Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic 
juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this 
restriction using existing baseline scores. 
Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide 
baseline disease severity indicators with this application, in addition to the response assessment outlined below. 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing 
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a 
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
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Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
Initial treatment with an I.V. loading dose: Two completed authority prescriptions must be submitted with the initial 
application. One prescription must be for the I.V. loading dose for sufficient vials for one dose based on the patient's weight 
with no repeats. The second prescription must be written for the subcutaneous formulation, with a maximum quantity of 4 
and up to 3 repeats. 
Initial treatment with no loading dose: One completed authority prescription must be submitted with the initial application. 
The prescription must be written with a maximum quantity of 4 and up to 3 repeats. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 
A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy 
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate 
biological medicine. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine 

for this condition, AND 
• Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND 
• Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition 

5 times, AND 
• The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour;or 
• The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND 
• The condition must have either:  

(a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4 active major joints, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction, AND 
• The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly. 
Population criteria: 
• Patient must be at least 18 years of age 
Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or 
hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement 
are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this 
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral 
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
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(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
Initial treatment with an I.V. loading dose: Two completed authority prescriptions must be submitted with the initial 
application. One prescription must be for the I.V. loading dose for sufficient vials for one dose based on the patient's weight 
with no repeats. The second prescription must be written for the subcutaneous formulation, with a maximum quantity of 4 
and up to 3 repeats. 
Initial treatment with no loading dose: One completed authority prescription must be submitted with the initial application. 
The prescription must be written with a maximum quantity of 4 and up to 3 repeats. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Balance of supply - Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a 
break in biological medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological 
medicine of more than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment;or 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16 
weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

abatacept 125 mg/mL injection, 4 x 1 mL syringes 
1220F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 3 0.00 947.29 25.00  Orencia [BQ]   

abatacept 125 mg/mL injection, 4 x 1 mL pen devices 
11693K Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 3 0.00 947.29 25.00  Orencia ClickJect [BQ]   

 ACALABRUTINIB 
Note The latest International Workshop on CLL (iwCLL) provides guidance on various aspects of management of CLL/SLL. 

Notably, two of these are: 
(1) when to treat versus when to monitor the patient without therapy - see 'Indications for treatment' section, AND 
(2) recognising progressive disease - see 'Definition of response, relapse, and refractory disease' section. 
See the following literature reference for details: 
Hallek, M et al. iwCLL guidelines for diagnosis, indications for treatment, response assessment, and supportive 
management of CLL. Blood vol. 131, 25 (2018): 2745-2760. 
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Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333. 

Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Chronic lymphocytic leukaemia (CLL) or small lymphocytic lymphoma (SLL) 
Treatment Phase: First line drug treatment of this indication - in combination with obinutuzumab 
Clinical criteria: 
• The condition must be untreated with drug treatment at the time of the first dose of this drug;or 
• Patient must have developed an intolerance of a severity necessitating permanent treatment withdrawal following use of 

another drug PBS indicated as first-line drug treatment of CLL/SLL, AND 
• The treatment must only be prescribed for a patient with active disease in accordance with the International Workshop on 

CLL (iwCLL) guidance (latest version) in relation to when to prescribe drug treatment for this condition, AND 
• The treatment must be initiated as a monotherapy for 1 Cycle with treatment in combination with obinutuzumab from 

Cycle 2 to 7 (refer to Product Information for timing of obinutuzumab and acalabrutinib doses) after which treatment must 
be monotherapy, AND 

• The treatment must not be in combination with venetoclax. 
Treatment criteria: 
• Patient must be undergoing initial treatment with this drug - this is the first prescription for this drug;or 
• Patient must be undergoing continuing treatment with this drug - the condition has not progressed whilst the patient has 

actively been on this drug, AND 
• Must be treated by a medical practitioner;or 
• Must be treated by a nurse practitioner where both of the following are occurring:  

(i) patient care is being shared with a medical practitioner, (ii) the prescription continues existing therapy with this 
medicine 

acalabrutinib 100 mg tablet, 56 
13810W Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

N  1 6 0.00 7052.30 25.00  CALQUENCE [AP]   

 ACALABRUTINIB 
Note A patient may only qualify for PBS-subsidised treatment under this restriction twice in a lifetime. 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333. 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Chronic lymphocytic leukaemia (CLL) or small lymphocytic lymphoma (SLL) 
Treatment Phase: Continuing treatment (treatment cycles 3 to 14 inclusive) of first-line therapy - in combination with 
venetoclax 
Clinical criteria: 
• Patient must have previously received this drug as their most recent course of PBS-subsidised treatment for this 

condition, AND 
• The treatment must not exceed 14 cycles in total, measured from the initial dose, or, must not extend beyond disease 

progression, whichever comes first, AND 
• The treatment must be in combination with venetoclax, AND 
• The treatment must not be in combination with obinutuzumab. 
Treatment criteria: 
• Must be treated by a medical practitioner;or 
• Must be treated by a nurse practitioner where both of the following are occurring:  

(i) patient care is being shared with a medical practitioner, (ii) the prescription continues existing therapy with this 
medicine 

acalabrutinib 100 mg tablet, 56 
15354D Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

N 1 5 0.00 7052.30 25.00  CALQUENCE [AP]   

 ACALABRUTINIB 
Note The latest International Workshop on CLL (iwCLL) provides guidance on various aspects of management of CLL/SLL. 

Notably, two of these are: 
(1) when to treat versus when to monitor the patient without therapy - see 'Indications for treatment' section, AND 
(2) recognising progressive disease - see 'Definition of response, relapse, and refractory disease' section. 
See the following literature reference for details: 
Hallek, M et al. iwCLL guidelines for diagnosis, indications for treatment, response assessment, and supportive 
management of CLL. Blood vol. 131, 25 (2018): 2745-2760. 
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Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Chronic lymphocytic leukaemia (CLL) or small lymphocytic lymphoma (SLL) 
Treatment Phase: Grandfather arrangements - Transitioning from non-PBS to PBS-subsidised supply in first-line therapy 
Clinical criteria: 
• Patient must have received non-PBS-subsidised treatment with this drug for this condition prior to 1 June 2026, AND 
• Patient must not have developed disease progression while receiving treatment with this drug for this condition, AND 
• The condition must have been untreated with drug treatment at the time of the first dose of this drug;or 
• Patient must have developed an intolerance of a severity necessitating permanent treatment withdrawal following use of 

another drug PBS indicated as first-line treatment of CLL/SLL prior to initiating non-PBS-subsidised treatment with this 
drug for this condition, AND 

• The treatment must only be prescribed for a patient with active disease in accordance with the International Workshop on 
CLL (iwCLL) guidance (latest version) in relation to when to prescribe drug treatment for this condition, AND 

• The treatment must be in combination with venetoclax as continuing treatment for this condition (treatment cycles 3 to 14 
inclusive);or 

• The treatment must be as monotherapy for initial treatment of this condition (treatment cycles 1 to 2 inclusive), AND 
• The treatment must not be in combination with obinutuzumab, AND 
• The treatment must not exceed 14 cycles in total with this drug, measured from the initial dose, or, must not extend 

beyond disease progression, whichever comes first 
A patient may qualify for PBS-subsidised treatment under this restriction once only. 
For continuing PBS-subsidised treatment, a 'Grandfathered' patient must qualify under the next relevant treatment phase. 

Note This grandfather restriction will cease to operate from 12 months after the date specified in the clinical criteria. 
 

acalabrutinib 100 mg tablet, 56 
15356F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 7052.30 25.00  CALQUENCE [AP]   

 ACALABRUTINIB 
Note A patient may only qualify for PBS-subsidised treatment under this restriction once in a lifetime. 
Note The latest International Workshop on CLL (iwCLL) provides guidance on various aspects of management of CLL/SLL. 

Notably, two of these are: 
(1) when to treat versus when to monitor the patient without therapy - see 'Indications for treatment' section, AND 
(2) recognising progressive disease - see 'Definition of response, relapse, and refractory disease' section. 
See the following literature reference for details: 
Hallek, M et al. iwCLL guidelines for diagnosis, indications for treatment, response assessment, and supportive 
management of CLL. Blood vol. 131, 25 (2018): 2745-2760. 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Chronic lymphocytic leukaemia (CLL) or small lymphocytic lymphoma (SLL) 
Treatment Phase: Initial treatment (treatment cycles 1 to 2 inclusive) in first-line therapy 
Clinical criteria: 
• The condition must be untreated with drug treatment at the time of the first dose of this drug;or 
• Patient must have developed an intolerance of a severity necessitating permanent treatment withdrawal following use of 

another drug PBS indicated as first-line drug treatment of CLL/SLL, AND 
• The treatment must only be prescribed for a patient with active disease in accordance with the International Workshop on 

CLL (iwCLL) guidance (latest version) in relation to when to prescribe drug treatment for this condition, AND 
• The treatment must be initiated as monotherapy, with the intention of use in combination with venetoclax from cycle 3 to 

14, AND 
• The treatment must not be in combination with obinutuzumab 

acalabrutinib 100 mg tablet, 56 
15360K Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 1 0.00 7052.30 25.00  CALQUENCE [AP]   

 ADALIMUMAB 
Note TREATMENT OF ADULT PATIENTS WITH A HISTORY OF JUVENILE IDIOPATHIC ARTHRITIS 
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The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab, 
etanercept and tocilizumab for a patient over 18 years who has a history of juvenile idiopathic arthritis with onset prior to the 
age of 18 years. Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, etanercept 
and tocilizumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the 3 biological medicines at any one time. 
From 1 April 2014, a patient receiving PBS-subsidised biological medicine therapy is considered to be in a treatment cycle 
where they may swap to an alternate biological medicine without having to experience a disease flare. Under these 
interchangeability arrangements, within a single treatment cycle, a patient may: 
(i) continue to receive long-term treatment with a PBS-subsidised biological medicine while they continue to show a 
response to therapy, AND 
(ii) fail to respond or to sustain a response to each PBS-subsidised biological medicine once only. Therefore, once a patient 
fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to an alternate biological 
medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
single treatment cycle and they must have, at a minimum, a 5 year break in PBS-subsidised biological medicine therapy 
before they are eligible to receive further PBS-subsidised biological medicine therapy. 
The length of a treatment break is measured from the date the most recent treatment with PBS-subsidised biological 
medicine was approved to the date of the first application for initial treatment with a biological medicine under the new 
treatment cycle. 
A patient who received PBS-subsidised biological medicine treatment immediately prior to 1 April 2014 is considered to be 
in their first cycle as of 1 April 2014. A patient who has had a break in biological medicine treatment of at least 24 months 
immediately prior to making a new application, on or after 1 April 2014, will commence a new treatment cycle under the 
Initial 3 treatment restriction 
A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of 
less than 24 months may commence a further course of treatment within the same treatment cycle under the Initial 2 
treatment restriction. 
A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of 
more than 24 months must commence a new treatment cycle under the Initial 3 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine therapy after 1 April 2014. 
(1) Initial treatment. 
Applications for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy 
(Initial 1 - New patient); or 
(ii) a patient has received prior PBS-subsidised biological medicine therapy (initial or continuing) and wishes to trial an 
alternate medicine (Initial 2 - Change or recommencement of treatment after a break in biological medicine of less than 24 
months) [further details are under 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 24 months with the same medicine (Initial 2 - Change or recommencement of treatment after a break in 
biological medicine therapy of less than 24 months); or 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 24 months (Initial 3 - recommencement of treatment after a break in biological medicine of more than 24 months). 
Initial treatment authorisations will be limited to provide for a maximum of 16 weeks of therapy. 
A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks 
of therapy and conducted no later than 4 weeks from the cessation of the treatment course. If the response assessment is 
not conducted within these timeframes, the patient will be deemed to have failed this course of treatment. 
(2) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. 
It is recommended that a patient be reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not conducted within the required timeframe, the 
patient will be deemed to have failed to respond to treatment with that biological medicine, unless the patient has 
experienced a serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Adalimumab and infliximab only: 
Following the completion of an initial treatment course with a specific biological medicine, a patient remains eligible to 
receive up to 24 weeks per course of continuing treatment under the First continuing treatment and Subsequent continuing 
treatment restrictions with that drug providing they continue to sustain the response. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of the most recent course of treatment. 
(3) Swapping therapy. 
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Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (joint count and ESR/CRP) or 
the prior non-biological medicine therapy requirements, except if the patient has had a break in therapy of more than 24 
months who would then need to requalify under the Initial 3 restrictions with respect to the indices of disease severity. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that drug within the same treatment cycle. 
To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is 
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the 
relevant restriction. 
(4) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
measurements of the joint count submitted with the first authority application for a biological medicine. However, prescribers 
may provide a new baseline measurement any time that an initial treatment authority application is submitted within a 
treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline 
measurements. 
(5) Recommencement of treatment after 24 months break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological 
medicine therapy of at least 24 months, must qualify under the Initial 3 restriction and meet the relevant criteria and index of 
disease severity. 

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL syringes and pharmaceutical benefits that have the 
form adalimumab 40 mg/0.8 mL syringes are equivalent for the purposes of substitution 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: First continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) an active joint count of fewer than 10 active (swollen and tender) joints; or 
(b) a reduction in the active (swollen and tender) joint count by at least 50% from baseline; or 
(c) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where 
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony 
overgrowth). 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response will be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be demonstrated on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker will be used to determine response.  
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 



 

General Pharmaceutical Benefits  27 

If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be 
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: Balance of supply - Continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 

restriction to complete 24 weeks treatment;or 
• Patient must have received insufficient therapy with this drug for this condition under the subsequent continuing Authority 

Required (in writing) treatment restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: Subsequent continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First 

continuing treatment restriction, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) an active joint count of fewer than 10 active (swollen and tender) joints; or 
(b) a reduction in the active (swollen and tender) joint count by at least 50% from baseline; or 
(c) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where 
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony 
overgrowth). 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response will be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be demonstrated on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker will be used to determine response.  
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
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Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be 
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle. 
Patients are eligible to receive continuing treatment with this drug in courses of up to 24 weeks providing they continue to 
sustain a response. 
At the time of the authority application, medical practitioners should request the appropriate quantity and number of repeats 
to provide sufficient doses for up to 24 weeks treatment. Up to a maximum of 5 repeats will be authorised. 
Where fewer than 5 repeats are requested at the time of the application, authority approvals for sufficient repeats to 
complete a maximum of 24 weeks of treatment with this drug may be requested through the balance of supply restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes 
12399N Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 5 0.00 494.12 25.00 a Hadlima [RF] a Humira [VE] 
      a Hyrimoz [SZ] a Yuflyma [EW] 

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes 
5283C Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 5 0.00 494.12 25.00 a Amgevita [XT] a Hadlima [RF] 
      a Hyrimoz [SZ]   

 ADALIMUMAB 
Note TREATMENT OF ADULT PATIENTS WITH A HISTORY OF JUVENILE IDIOPATHIC ARTHRITIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab, 
etanercept and tocilizumab for a patient over 18 years who has a history of juvenile idiopathic arthritis with onset prior to the 
age of 18 years. Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, etanercept 
and tocilizumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the 3 biological medicines at any one time. 
From 1 April 2014, a patient receiving PBS-subsidised biological medicine therapy is considered to be in a treatment cycle 
where they may swap to an alternate biological medicine without having to experience a disease flare. Under these 
interchangeability arrangements, within a single treatment cycle, a patient may: 
(i) continue to receive long-term treatment with a PBS-subsidised biological medicine while they continue to show a 
response to therapy, AND 
(ii) fail to respond or to sustain a response to each PBS-subsidised biological medicine once only. Therefore, once a patient 
fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to an alternate biological 
medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
single treatment cycle and they must have, at a minimum, a 5 year break in PBS-subsidised biological medicine therapy 
before they are eligible to receive further PBS-subsidised biological medicine therapy. 
The length of a treatment break is measured from the date the most recent treatment with PBS-subsidised biological 
medicine was approved to the date of the first application for initial treatment with a biological medicine under the new 
treatment cycle. 
A patient who received PBS-subsidised biological medicine treatment immediately prior to 1 April 2014 is considered to be 
in their first cycle as of 1 April 2014. A patient who has had a break in biological medicine treatment of at least 24 months 
immediately prior to making a new application, on or after 1 April 2014, will commence a new treatment cycle under the 
Initial 3 treatment restriction 
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A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of 
less than 24 months may commence a further course of treatment within the same treatment cycle under the Initial 2 
treatment restriction. 
A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of 
more than 24 months must commence a new treatment cycle under the Initial 3 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine therapy after 1 April 2014. 
(1) Initial treatment. 
Applications for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy 
(Initial 1 - New patient); or 
(ii) a patient has received prior PBS-subsidised biological medicine therapy (initial or continuing) and wishes to trial an 
alternate medicine (Initial 2 - Change or recommencement of treatment after a break in biological medicine of less than 24 
months) [further details are under 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 24 months with the same medicine (Initial 2 - Change or recommencement of treatment after a break in 
biological medicine therapy of less than 24 months); or 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 24 months (Initial 3 - recommencement of treatment after a break in biological medicine of more than 24 months). 
Initial treatment authorisations will be limited to provide for a maximum of 16 weeks of therapy. 
A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks 
of therapy and conducted no later than 4 weeks from the cessation of the treatment course. If the response assessment is 
not conducted within these timeframes, the patient will be deemed to have failed this course of treatment. 
(2) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. 
It is recommended that a patient be reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not conducted within the required timeframe, the 
patient will be deemed to have failed to respond to treatment with that biological medicine, unless the patient has 
experienced a serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Adalimumab and infliximab only: 
Following the completion of an initial treatment course with a specific biological medicine, a patient remains eligible to 
receive up to 24 weeks per course of continuing treatment under the First continuing treatment and Subsequent continuing 
treatment restrictions with that drug providing they continue to sustain the response. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of the most recent course of treatment. 
(3) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (joint count and ESR/CRP) or 
the prior non-biological medicine therapy requirements, except if the patient has had a break in therapy of more than 24 
months who would then need to requalify under the Initial 3 restrictions with respect to the indices of disease severity. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that drug within the same treatment cycle. 
To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is 
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the 
relevant restriction. 
(4) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
measurements of the joint count submitted with the first authority application for a biological medicine. However, prescribers 
may provide a new baseline measurement any time that an initial treatment authority application is submitted within a 
treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline 
measurements. 
(5) Recommencement of treatment after 24 months break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological 
medicine therapy of at least 24 months, must qualify under the Initial 3 restriction and meet the relevant criteria and index of 
disease severity. 

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL pen devices and pharmaceutical benefits that have 
the form adalimumab 40 mg/0.8 mL pen devices are equivalent for the purposes of substitution 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: First continuing treatment 
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Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) an active joint count of fewer than 10 active (swollen and tender) joints; or 
(b) a reduction in the active (swollen and tender) joint count by at least 50% from baseline; or 
(c) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where 
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony 
overgrowth). 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response will be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be demonstrated on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker will be used to determine response.  
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be 
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: Balance of supply - Continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 

restriction to complete 24 weeks treatment;or 
• Patient must have received insufficient therapy with this drug for this condition under the subsequent continuing Authority 

Required (in writing) treatment restriction to complete 24 weeks treatment, AND 
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• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: Subsequent continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First 

continuing treatment restriction, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) an active joint count of fewer than 10 active (swollen and tender) joints; or 
(b) a reduction in the active (swollen and tender) joint count by at least 50% from baseline; or 
(c) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where 
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony 
overgrowth). 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response will be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be demonstrated on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker will be used to determine response.  
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be 
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle. 
Patients are eligible to receive continuing treatment with this drug in courses of up to 24 weeks providing they continue to 
sustain a response. 
At the time of the authority application, medical practitioners should request the appropriate quantity and number of repeats 
to provide sufficient doses for up to 24 weeks treatment. Up to a maximum of 5 repeats will be authorised. 
Where fewer than 5 repeats are requested at the time of the application, authority approvals for sufficient repeats to 
complete a maximum of 24 weeks of treatment with this drug may be requested through the balance of supply restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
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HOBART TAS 7001 
 

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices 
12425Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 5 0.00 494.12 25.00 a Hadlima [RF] a Humira [VE] 
      a Hyrimoz [SZ] a Yuflyma [EW] 

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices 
5284D Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 5 0.00 494.12 25.00 a Abrilada [PF] a Amgevita [XT] 
      a Hadlima [RF] a Hyrimoz [SZ] 

 ADALIMUMAB 
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults 
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it 
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'. 
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are 
included within the term 'biological medicine'. 
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis. 
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', 
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be 
subsidised again. 
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a 
treatment failure. 
(1) Selecting the correct 'Treatment phase' listing to apply under 
Initiating subsidy: 
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or 
(ii) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been 
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in 
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last prescribed, 
(c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different 
biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the 
most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed between the 
2 non-rituximab bDMARDs administered before and after rituximab. 
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate. 
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological 
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine 
cannot be back to the same biological medicine where that medicine has provided an inadequate response. 
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at 
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD 
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where 
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab 
course. 
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. 
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement. 
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be 
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the 
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction 
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. 
Indicate where the adverse reaction has occurred in the authority application. 
Continuing subsidy: 
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and 
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment. 
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed. 
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same 
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine, 
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a 
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine. 
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops 
providing an adequate response, or the patient takes a break in treatment. 
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application 
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the 
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to 
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provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological 
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment. 
Balance of Supply listings: 
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are 
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the 
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply 
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a 
written-only authority application may not be practical in terms of providing timely access to continued treatment. 
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat 
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had 
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least 
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 
'Continuing treatment'. 
(2) Baseline measurements to determine response. 
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP 
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline 
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment 
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline, an 
ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is 
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the 
total number of active joints. Where the baseline is determined on total number of major joints, the response must be 
determined on the total number of major joints. 
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP 
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must 
be no more than 4 weeks old at the time of application. 
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of 
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the 
time of application. 

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL syringes and pharmaceutical benefits that have the 
form adalimumab 40 mg/0.8 mL syringes are equivalent for the purposes of substitution 

Note Applications for treatment with this drug where the dosing frequency exceeds 40 mg per fortnight will not be approved. 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: First continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
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An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will 
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: First continuing treatment - balance of supply 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 

restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes 
12430F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 5 0.00 494.12 25.00 a Hadlima [RF] a Humira [VE] 
      a Hyrimoz [SZ] a Yuflyma [EW] 

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes 
8741C Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 5 0.00 494.12 25.00 a Amgevita [XT] a Hadlima [RF] 
      a Hyrimoz [SZ]   

 ADALIMUMAB 
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults 
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it 
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'. 
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are 
included within the term 'biological medicine'. 
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis. 
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', 
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be 
subsidised again. 
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a 
treatment failure. 
(1) Selecting the correct 'Treatment phase' listing to apply under 
Initiating subsidy: 
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or 
(ii) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been 
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in 
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last prescribed, 
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(c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different 
biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the 
most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed between the 
2 non-rituximab bDMARDs administered before and after rituximab. 
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate. 
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological 
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine 
cannot be back to the same biological medicine where that medicine has provided an inadequate response. 
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at 
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD 
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where 
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab 
course. 
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. 
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement. 
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be 
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the 
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction 
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. 
Indicate where the adverse reaction has occurred in the authority application. 
Continuing subsidy: 
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and 
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment. 
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed. 
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same 
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine, 
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a 
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine. 
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops 
providing an adequate response, or the patient takes a break in treatment. 
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application 
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the 
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to 
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological 
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment. 
Balance of Supply listings: 
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are 
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the 
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply 
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a 
written-only authority application may not be practical in terms of providing timely access to continued treatment. 
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat 
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had 
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least 
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 
'Continuing treatment'. 
(2) Baseline measurements to determine response. 
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP 
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline 
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment 
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline, an 
ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is 
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the 
total number of active joints. Where the baseline is determined on total number of major joints, the response must be 
determined on the total number of major joints. 
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP 
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must 
be no more than 4 weeks old at the time of application. 
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of 
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the 
time of application. 

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL pen devices and pharmaceutical benefits that have 
the form adalimumab 40 mg/0.8 mL pen devices are equivalent for the purposes of substitution 

Note Applications for treatment with this drug where the dosing frequency exceeds 40 mg per fortnight will not be approved. 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
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Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: First continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will 
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: First continuing treatment - balance of supply 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 

restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 
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adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices 
12390D Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 5 0.00 494.12 25.00 a Hadlima [RF] a Humira [VE] 
      a Hyrimoz [SZ] a Yuflyma [EW] 

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices 
9100Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 5 0.00 494.12 25.00 a Abrilada [PF] a Amgevita [XT] 
      a Hadlima [RF] a Hyrimoz [SZ] 

 ADALIMUMAB 
Note TREATMENT OF ADULT PATIENTS WITH A HISTORY OF JUVENILE IDIOPATHIC ARTHRITIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab, 
etanercept and tocilizumab for a patient over 18 years who has a history of juvenile idiopathic arthritis with onset prior to the 
age of 18 years. Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, etanercept 
and tocilizumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the 3 biological medicines at any one time. 
From 1 April 2014, a patient receiving PBS-subsidised biological medicine therapy is considered to be in a treatment cycle 
where they may swap to an alternate biological medicine without having to experience a disease flare. Under these 
interchangeability arrangements, within a single treatment cycle, a patient may: 
(i) continue to receive long-term treatment with a PBS-subsidised biological medicine while they continue to show a 
response to therapy, AND 
(ii) fail to respond or to sustain a response to each PBS-subsidised biological medicine once only. Therefore, once a patient 
fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to an alternate biological 
medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
single treatment cycle and they must have, at a minimum, a 5 year break in PBS-subsidised biological medicine therapy 
before they are eligible to receive further PBS-subsidised biological medicine therapy. 
The length of a treatment break is measured from the date the most recent treatment with PBS-subsidised biological 
medicine was approved to the date of the first application for initial treatment with a biological medicine under the new 
treatment cycle. 
A patient who received PBS-subsidised biological medicine treatment immediately prior to 1 April 2014 is considered to be 
in their first cycle as of 1 April 2014. A patient who has had a break in biological medicine treatment of at least 24 months 
immediately prior to making a new application, on or after 1 April 2014, will commence a new treatment cycle under the 
Initial 3 treatment restriction 
A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of 
less than 24 months may commence a further course of treatment within the same treatment cycle under the Initial 2 
treatment restriction. 
A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of 
more than 24 months must commence a new treatment cycle under the Initial 3 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine therapy after 1 April 2014. 
(1) Initial treatment. 
Applications for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy 
(Initial 1 - New patient); or 
(ii) a patient has received prior PBS-subsidised biological medicine therapy (initial or continuing) and wishes to trial an 
alternate medicine (Initial 2 - Change or recommencement of treatment after a break in biological medicine of less than 24 
months) [further details are under 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 24 months with the same medicine (Initial 2 - Change or recommencement of treatment after a break in 
biological medicine therapy of less than 24 months); or 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 24 months (Initial 3 - recommencement of treatment after a break in biological medicine of more than 24 months). 
Initial treatment authorisations will be limited to provide for a maximum of 16 weeks of therapy. 
A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks 
of therapy and conducted no later than 4 weeks from the cessation of the treatment course. If the response assessment is 
not conducted within these timeframes, the patient will be deemed to have failed this course of treatment. 
(2) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. 
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It is recommended that a patient be reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not conducted within the required timeframe, the 
patient will be deemed to have failed to respond to treatment with that biological medicine, unless the patient has 
experienced a serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Adalimumab and infliximab only: 
Following the completion of an initial treatment course with a specific biological medicine, a patient remains eligible to 
receive up to 24 weeks per course of continuing treatment under the First continuing treatment and Subsequent continuing 
treatment restrictions with that drug providing they continue to sustain the response. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of the most recent course of treatment. 
(3) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (joint count and ESR/CRP) or 
the prior non-biological medicine therapy requirements, except if the patient has had a break in therapy of more than 24 
months who would then need to requalify under the Initial 3 restrictions with respect to the indices of disease severity. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that drug within the same treatment cycle. 
To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is 
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the 
relevant restriction. 
(4) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
measurements of the joint count submitted with the first authority application for a biological medicine. However, prescribers 
may provide a new baseline measurement any time that an initial treatment authority application is submitted within a 
treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline 
measurements. 
(5) Recommencement of treatment after 24 months break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological 
medicine therapy of at least 24 months, must qualify under the Initial 3 restriction and meet the relevant criteria and index of 
disease severity. 

Note Biosimilar prescribing policy 
Prescribing of a biosimilar brand where available is encouraged for treatment naive patients. 

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected 
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further 
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines). 

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL syringes and pharmaceutical benefits that have the 
form adalimumab 40 mg/0.8 mL syringes are equivalent for the purposes of substitution 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have a documented history of severe active juvenile idiopathic arthritis with onset prior to the age of 18 

years, AND 
• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 

response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs) 
which must include at least 3 months continuous treatment with each of at least 2 DMARDs, one of which must be 
methotrexate at a dose of at least 20 mg weekly and one of which must be:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; or (ii) leflunomide at a dose of at least 10 mg daily; or (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated 
according to the Therapeutic Goods Administration (TGA)-approved Product Information or cannot be tolerated at a 20 
mg weekly dose, must include at least 3 months continuous treatment with each of at least 2 of the following DMARDs:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; and/or (ii) leflunomide at a dose of at least 10 mg daily; and/or 
(iii) sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of:  
(i) hydroxychloroquine, (ii) leflunomide, (iii) sulfasalazine, are either contraindicated according to the relevant TGA-
approved Product Information or cannot be tolerated at the doses specified above in addition to having a contraindication 
or intolerance to methotrexate: the remaining tolerated DMARD must be trialled at a minimum dose as mentioned 
above;or 
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• Patient must have a contraindication/severe intolerance to each of:  
(i) methotrexate, (ii) hydroxychloroquine, (iii) leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the 
contraindications/severe intolerances claimed in the authority application, AND 

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
If methotrexate is contraindicated according to the TGA-approved Product Information or cannot be tolerated at a 20 mg 
weekly dose, the application must include details of the contraindication or intolerance to methotrexate. The maximum 
tolerated dose of methotrexate must be documented in the application, if applicable. 
The application must include details of the DMARDs trialled, their doses and duration of treatment, and all relevant 
contraindications and/or intolerances. 
The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents 
sequentially or by using one or more combinations of DMARDs. 
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of 
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs 
specified above, details of the contraindication or intolerance and dose for each DMARD must be provided in the authority 
application. 
The following criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at the time 
of the initial application: 
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level greater 
than 15 mg per L; AND either 
(a) an active joint count of at least 20 active (swollen and tender) joints; or 
(b) at least 4 active joints from the following list: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where 
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony 
overgrowth). 
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior 
to ceasing DMARD therapy. All measurements must be no more than 4 weeks old at the time of initial application. 
If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons 
why this criterion cannot be satisfied. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be 
accepted where one is claimed. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after break in biological medicine of 
less than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have a documented history of severe active juvenile idiopathic arthritis with onset prior to the age of 18 

years, AND 
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• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 
cycle, AND 

• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 
during the current treatment cycle, AND 

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) an active joint count of fewer than 10 active (swollen and tender) joints; or 
(b) a reduction in the active (swollen and tender) joint count by at least 50% from baseline; or 
(c) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where 
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony 
overgrowth). 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to 
change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent 
course of PBS-subsidised biological medicine treatment, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
A patient who fails to demonstrate a response to treatment with this drug under this restriction will not be eligible to receive 
further PBS-subsidised treatment with this drug in this treatment cycle. A patient may re-trial this drug after a minimum of 5 
years have elapsed between the date the last prescription for a PBS-subsidised biological medicine was approved in this 
cycle and the date of the first application under a new cycle under the initial 3 treatment restriction. 
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be 
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 24 months or more from the most recently approved PBS-subsidised biological 

medicine for this condition;or 
• Patient must not have received PBS-subsidised biological medicine for at least 5 years if they failed or ceased to respond 

to PBS-subsidised biological medicine treatment 3 times in their last treatment cycle, AND 
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• The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour;or 
• The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND 
• The condition must have either (a) a total active joint count of at least 20 active (swollen and tender) joints; or (b) at least 

4 active major joints, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
Active joints are defined as: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where 
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony 
overgrowth). 
All measurements must be no more than 4 weeks old at the time of this application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: Balance of supply - Initial treatment - Initial 1 (new patient) or Initial 2 (change or recommencement of 
treatment after break of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine 
of more than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment;or 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16 
weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes 
12364R Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 3 0.00 494.12 25.00 a Hadlima [RF] a Humira [VE] 
      a Hyrimoz [SZ] a Yuflyma [EW] 
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adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes 
5281Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 3 0.00 494.12 25.00 a Amgevita [XT] a Hadlima [RF] 
      a Hyrimoz [SZ]   

 ADALIMUMAB 
Note TREATMENT OF ADULT PATIENTS WITH A HISTORY OF JUVENILE IDIOPATHIC ARTHRITIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab, 
etanercept and tocilizumab for a patient over 18 years who has a history of juvenile idiopathic arthritis with onset prior to the 
age of 18 years. Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, etanercept 
and tocilizumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the 3 biological medicines at any one time. 
From 1 April 2014, a patient receiving PBS-subsidised biological medicine therapy is considered to be in a treatment cycle 
where they may swap to an alternate biological medicine without having to experience a disease flare. Under these 
interchangeability arrangements, within a single treatment cycle, a patient may: 
(i) continue to receive long-term treatment with a PBS-subsidised biological medicine while they continue to show a 
response to therapy, AND 
(ii) fail to respond or to sustain a response to each PBS-subsidised biological medicine once only. Therefore, once a patient 
fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to an alternate biological 
medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
single treatment cycle and they must have, at a minimum, a 5 year break in PBS-subsidised biological medicine therapy 
before they are eligible to receive further PBS-subsidised biological medicine therapy. 
The length of a treatment break is measured from the date the most recent treatment with PBS-subsidised biological 
medicine was approved to the date of the first application for initial treatment with a biological medicine under the new 
treatment cycle. 
A patient who received PBS-subsidised biological medicine treatment immediately prior to 1 April 2014 is considered to be 
in their first cycle as of 1 April 2014. A patient who has had a break in biological medicine treatment of at least 24 months 
immediately prior to making a new application, on or after 1 April 2014, will commence a new treatment cycle under the 
Initial 3 treatment restriction 
A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of 
less than 24 months may commence a further course of treatment within the same treatment cycle under the Initial 2 
treatment restriction. 
A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of 
more than 24 months must commence a new treatment cycle under the Initial 3 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine therapy after 1 April 2014. 
(1) Initial treatment. 
Applications for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy 
(Initial 1 - New patient); or 
(ii) a patient has received prior PBS-subsidised biological medicine therapy (initial or continuing) and wishes to trial an 
alternate medicine (Initial 2 - Change or recommencement of treatment after a break in biological medicine of less than 24 
months) [further details are under 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 24 months with the same medicine (Initial 2 - Change or recommencement of treatment after a break in 
biological medicine therapy of less than 24 months); or 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 24 months (Initial 3 - recommencement of treatment after a break in biological medicine of more than 24 months). 
Initial treatment authorisations will be limited to provide for a maximum of 16 weeks of therapy. 
A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks 
of therapy and conducted no later than 4 weeks from the cessation of the treatment course. If the response assessment is 
not conducted within these timeframes, the patient will be deemed to have failed this course of treatment. 
(2) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. 
It is recommended that a patient be reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not conducted within the required timeframe, the 
patient will be deemed to have failed to respond to treatment with that biological medicine, unless the patient has 
experienced a serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
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Adalimumab and infliximab only: 
Following the completion of an initial treatment course with a specific biological medicine, a patient remains eligible to 
receive up to 24 weeks per course of continuing treatment under the First continuing treatment and Subsequent continuing 
treatment restrictions with that drug providing they continue to sustain the response. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of the most recent course of treatment. 
(3) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (joint count and ESR/CRP) or 
the prior non-biological medicine therapy requirements, except if the patient has had a break in therapy of more than 24 
months who would then need to requalify under the Initial 3 restrictions with respect to the indices of disease severity. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that drug within the same treatment cycle. 
To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is 
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the 
relevant restriction. 
(4) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
measurements of the joint count submitted with the first authority application for a biological medicine. However, prescribers 
may provide a new baseline measurement any time that an initial treatment authority application is submitted within a 
treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline 
measurements. 
(5) Recommencement of treatment after 24 months break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological 
medicine therapy of at least 24 months, must qualify under the Initial 3 restriction and meet the relevant criteria and index of 
disease severity. 

Note Biosimilar prescribing policy 
Prescribing of a biosimilar brand where available is encouraged for treatment naive patients. 

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected 
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further 
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines). 

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL pen devices and pharmaceutical benefits that have 
the form adalimumab 40 mg/0.8 mL pen devices are equivalent for the purposes of substitution 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have a documented history of severe active juvenile idiopathic arthritis with onset prior to the age of 18 

years, AND 
• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 

response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs) 
which must include at least 3 months continuous treatment with each of at least 2 DMARDs, one of which must be 
methotrexate at a dose of at least 20 mg weekly and one of which must be:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; or (ii) leflunomide at a dose of at least 10 mg daily; or (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated 
according to the Therapeutic Goods Administration (TGA)-approved Product Information or cannot be tolerated at a 20 
mg weekly dose, must include at least 3 months continuous treatment with each of at least 2 of the following DMARDs:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; and/or (ii) leflunomide at a dose of at least 10 mg daily; and/or 
(iii) sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of:  
(i) hydroxychloroquine, (ii) leflunomide, (iii) sulfasalazine, are either contraindicated according to the relevant TGA-
approved Product Information or cannot be tolerated at the doses specified above in addition to having a contraindication 
or intolerance to methotrexate: the remaining tolerated DMARD must be trialled at a minimum dose as mentioned 
above;or 

• Patient must have a contraindication/severe intolerance to each of:  
(i) methotrexate, (ii) hydroxychloroquine, (iii) leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the 
contraindications/severe intolerances claimed in the authority application, AND 

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
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If methotrexate is contraindicated according to the TGA-approved Product Information or cannot be tolerated at a 20 mg 
weekly dose, the application must include details of the contraindication or intolerance to methotrexate. The maximum 
tolerated dose of methotrexate must be documented in the application, if applicable. 
The application must include details of the DMARDs trialled, their doses and duration of treatment, and all relevant 
contraindications and/or intolerances. 
The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents 
sequentially or by using one or more combinations of DMARDs. 
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of 
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs 
specified above, details of the contraindication or intolerance and dose for each DMARD must be provided in the authority 
application. 
The following criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at the time 
of the initial application: 
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level greater 
than 15 mg per L; AND either 
(a) an active joint count of at least 20 active (swollen and tender) joints; or 
(b) at least 4 active joints from the following list: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where 
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony 
overgrowth). 
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior 
to ceasing DMARD therapy. All measurements must be no more than 4 weeks old at the time of initial application. 
If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons 
why this criterion cannot be satisfied. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be 
accepted where one is claimed. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after break in biological medicine of 
less than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have a documented history of severe active juvenile idiopathic arthritis with onset prior to the age of 18 

years, AND 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
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An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) an active joint count of fewer than 10 active (swollen and tender) joints; or 
(b) a reduction in the active (swollen and tender) joint count by at least 50% from baseline; or 
(c) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where 
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony 
overgrowth). 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to 
change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent 
course of PBS-subsidised biological medicine treatment, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
A patient who fails to demonstrate a response to treatment with this drug under this restriction will not be eligible to receive 
further PBS-subsidised treatment with this drug in this treatment cycle. A patient may re-trial this drug after a minimum of 5 
years have elapsed between the date the last prescription for a PBS-subsidised biological medicine was approved in this 
cycle and the date of the first application under a new cycle under the initial 3 treatment restriction. 
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be 
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 24 months or more from the most recently approved PBS-subsidised biological 

medicine for this condition;or 
• Patient must not have received PBS-subsidised biological medicine for at least 5 years if they failed or ceased to respond 

to PBS-subsidised biological medicine treatment 3 times in their last treatment cycle, AND 
• The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour;or 
• The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND 
• The condition must have either (a) a total active joint count of at least 20 active (swollen and tender) joints; or (b) at least 

4 active major joints, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
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Active joints are defined as: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where 
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony 
overgrowth). 
All measurements must be no more than 4 weeks old at the time of this application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: Balance of supply - Initial treatment - Initial 1 (new patient) or Initial 2 (change or recommencement of 
treatment after break of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine 
of more than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment;or 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16 
weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices 
12428D Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 3 0.00 494.12 25.00 a Hadlima [RF] a Humira [VE] 
      a Hyrimoz [SZ] a Yuflyma [EW] 

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices 
5282B Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 3 0.00 494.12 25.00 a Abrilada [PF] a Amgevita [XT] 
      a Hadlima [RF] a Hyrimoz [SZ] 

 ADALIMUMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS 
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The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, 
tildrakizumab and ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological 
medicines' appears in notes and restrictions, it refers to adalimumab, bimekizumab, etanercept, guselkumab, infliximab, 
ixekizumab, risankizumab, secukinumab, tildrakizumab, and ustekinumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time. 
A patient who received PBS-subsidised adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, 
risankizumab, secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their 
first cycle as of 1 February 2019. 
A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where 
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological 
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological 
medicine as long as they sustain a response to therapy. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological 
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
A patient must be assessed for response to each course of treatment according to the criteria included in the relevant 
continuing treatment restriction. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before 
they are eligible to commence the next cycle. 
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was 
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the 
new cycle. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more than 
5 years may commence a new treatment cycle under Initial 3 treatment restriction. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of less than 
5 years may commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis. 
There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus 
psoriasis affecting the face, hands and feet. 
(1) Initial treatment. 
An application for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence 
such therapy (Initial 1 - New patient); or 
(ii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and 
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years). 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years). 
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab, 
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab, 24 
weeks of therapy for bimekizumab and 28 weeks of therapy for risankizumab, tildrakizumab and ustekinumab. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of their course of initial treatment to ensure uninterrupted biological medicine supply. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after 
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. It is recommended that a patient is reviewed for response following a 
minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be 
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab, adalimumab and etanercept only: 
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For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient 
is reviewed for response following a minimum of 12 weeks of therapy under the Initial 1 or Initial 2 treatment restrictions. 
For second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended that a 
patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion 
of the most recent course of treatment. 
(4) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater 
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5 
years who would need to requalify with respect to the indices of disease severity. 
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting 
in the necessity for permanent withdrawal of treatment. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that particular biological medicine within the same cycle or 
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal. 
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may provide 
new baseline PASI assessments any time that an initial or change or recommencement treatment application is submitted 
within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the PBS-
subsidised treatment. 
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be 
assessed for demonstration of response to treatment for the purposes of all continuing treatments. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy 
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of 
disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater 
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and 
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot. The PASI assessment must be no older than 4 weeks at the time of application. 

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL syringes and pharmaceutical benefits that have the 
form adalimumab 40 mg/0.8 mL syringes are equivalent for the purposes of substitution 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: First continuing treatment, Whole body 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as: 
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when 
compared with the baseline value for this treatment cycle. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheet including the date of the assessment of the patient's condition. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
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Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: First continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing: 
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and 
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or 
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this 
treatment cycle. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheet and the face, hand, foot area diagrams including the date of the assessment of the patient's 
condition. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
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Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Balance of supply - Continuing treatment, Whole body or Continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the first continuing treatment, Whole body restriction 

to complete 24 weeks treatment;or 
• Patient must have received insufficient therapy with this drug under the first continuing treatment, Face, hand, foot 

restriction to complete 24 weeks treatment;or 
• Patient must have received insufficient therapy with this drug under the subsequent continuing treatment Authority 

Required (in writing), Whole body restriction to complete 24 weeks treatment;or 
• Patient must have received insufficient therapy with this drug under the subsequent continuing treatment Authority 

Required (in writing), Face, hand, foot restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions, 

AND 
• The treatment must be as systemic monotherapy (other than methotrexate). 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Subsequent continuing treatment, Whole body 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First 

continuing treatment restriction, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per subsequent continuing treatment course authorised under 

this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as: 
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when 
compared with the baseline value for this treatment cycle. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheet including the date of the assessment of the patient's condition. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
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Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Subsequent continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First 

continuing treatment restriction, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per subsequent continuing treatment course authorised under 

this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing: 
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and 
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or 
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this 
treatment cycle. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheet and the face, hand, foot area diagrams including the date of the assessment of the patient's 
condition. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes 
12422T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 5 0.00 494.12 25.00 a Hadlima [RF] a Humira [VE] 
      a Hyrimoz [SZ] a Yuflyma [EW] 
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adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes 
9427E Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 5 0.00 494.12 25.00 a Amgevita [XT] a Hadlima [RF] 
      a Hyrimoz [SZ]   

 ADALIMUMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, 
tildrakizumab and ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological 
medicines' appears in notes and restrictions, it refers to adalimumab, bimekizumab, etanercept, guselkumab, infliximab, 
ixekizumab, risankizumab, secukinumab, tildrakizumab, and ustekinumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time. 
A patient who received PBS-subsidised adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, 
risankizumab, secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their 
first cycle as of 1 February 2019. 
A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where 
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological 
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological 
medicine as long as they sustain a response to therapy. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological 
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
A patient must be assessed for response to each course of treatment according to the criteria included in the relevant 
continuing treatment restriction. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before 
they are eligible to commence the next cycle. 
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was 
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the 
new cycle. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more than 
5 years may commence a new treatment cycle under Initial 3 treatment restriction. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of less than 
5 years may commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis. 
There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus 
psoriasis affecting the face, hands and feet. 
(1) Initial treatment. 
An application for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence 
such therapy (Initial 1 - New patient); or 
(ii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and 
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years). 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years). 
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab, 
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab, 24 
weeks of therapy for bimekizumab and 28 weeks of therapy for risankizumab, tildrakizumab and ustekinumab. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of their course of initial treatment to ensure uninterrupted biological medicine supply. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after 
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
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The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. It is recommended that a patient is reviewed for response following a 
minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be 
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab, adalimumab and etanercept only: 
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient 
is reviewed for response following a minimum of 12 weeks of therapy under the Initial 1 or Initial 2 treatment restrictions. 
For second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended that a 
patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion 
of the most recent course of treatment. 
(4) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater 
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5 
years who would need to requalify with respect to the indices of disease severity. 
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting 
in the necessity for permanent withdrawal of treatment. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that particular biological medicine within the same cycle or 
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal. 
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may provide 
new baseline PASI assessments any time that an initial or change or recommencement treatment application is submitted 
within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the PBS-
subsidised treatment. 
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be 
assessed for demonstration of response to treatment for the purposes of all continuing treatments. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy 
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of 
disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater 
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and 
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot. The PASI assessment must be no older than 4 weeks at the time of application. 

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL pen devices and pharmaceutical benefits that have 
the form adalimumab 40 mg/0.8 mL pen devices are equivalent for the purposes of substitution 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: First continuing treatment, Whole body 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as: 
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when 
compared with the baseline value for this treatment cycle. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
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(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheet including the date of the assessment of the patient's condition. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: First continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing: 
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and 
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or 
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this 
treatment cycle. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheet and the face, hand, foot area diagrams including the date of the assessment of the patient's 
condition. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 
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Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Balance of supply - Continuing treatment, Whole body or Continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the first continuing treatment, Whole body restriction 

to complete 24 weeks treatment;or 
• Patient must have received insufficient therapy with this drug under the first continuing treatment, Face, hand, foot 

restriction to complete 24 weeks treatment;or 
• Patient must have received insufficient therapy with this drug under the subsequent continuing treatment Authority 

Required (in writing), Whole body restriction to complete 24 weeks treatment;or 
• Patient must have received insufficient therapy with this drug under the subsequent continuing treatment Authority 

Required (in writing), Face, hand, foot restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions, 

AND 
• The treatment must be as systemic monotherapy (other than methotrexate). 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Subsequent continuing treatment, Whole body 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First 

continuing treatment restriction, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per subsequent continuing treatment course authorised under 

this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as: 
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when 
compared with the baseline value for this treatment cycle. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheet including the date of the assessment of the patient's condition. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
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A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Subsequent continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First 

continuing treatment restriction, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per subsequent continuing treatment course authorised under 

this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing: 
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and 
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or 
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this 
treatment cycle. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheet and the face, hand, foot area diagrams including the date of the assessment of the patient's 
condition. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 
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adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices 
12377K Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 5 0.00 494.12 25.00 a Hadlima [RF] a Humira [VE] 
      a Hyrimoz [SZ] a Yuflyma [EW] 

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices 
9428F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 5 0.00 494.12 25.00 a Abrilada [PF] a Amgevita [XT] 
      a Hadlima [RF] a Hyrimoz [SZ] 

 ADALIMUMAB 
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults 
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it 
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'. 
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are 
included within the term 'biological medicine'. 
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis. 
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', 
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be 
subsidised again. 
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a 
treatment failure. 
(1) Selecting the correct 'Treatment phase' listing to apply under 
Initiating subsidy: 
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or 
(ii) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been 
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in 
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last prescribed, 
(c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different 
biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the 
most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed between the 
2 non-rituximab bDMARDs administered before and after rituximab. 
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate. 
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological 
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine 
cannot be back to the same biological medicine where that medicine has provided an inadequate response. 
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at 
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD 
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where 
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab 
course. 
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. 
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement. 
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be 
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the 
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction 
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. 
Indicate where the adverse reaction has occurred in the authority application. 
Continuing subsidy: 
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and 
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment. 
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed. 
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same 
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine, 
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a 
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine. 
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops 
providing an adequate response, or the patient takes a break in treatment. 
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application 
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the 
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to 
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological 
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment. 
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Balance of Supply listings: 
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are 
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the 
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply 
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a 
written-only authority application may not be practical in terms of providing timely access to continued treatment. 
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat 
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had 
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least 
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 
'Continuing treatment'. 
(2) Baseline measurements to determine response. 
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP 
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline 
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment 
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline, an 
ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is 
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the 
total number of active joints. Where the baseline is determined on total number of major joints, the response must be 
determined on the total number of major joints. 
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP 
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must 
be no more than 4 weeks old at the time of application. 
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of 
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the 
time of application. 

Note Biosimilar prescribing policy 
Prescribing of a biosimilar brand where available is encouraged for treatment naive patients. 

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected 
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further 
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines). 

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL syringes and pharmaceutical benefits that have the 
form adalimumab 40 mg/0.8 mL syringes are equivalent for the purposes of substitution 

Note Applications for treatment with this drug where the dosing frequency exceeds 40 mg per fortnight will not be approved. 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 

response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs) 
which must include at least 3 months continuous treatment with at least 2 DMARDs, one of which must be methotrexate 
at a dose of at least 20 mg weekly plus one of the following:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated 
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg 
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of:  
(i) hydroxychloroquine, (ii) leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved 
Product Information/cannot be tolerated at the doses specified above in addition to having a contraindication or 
intolerance to methotrexate: the remaining tolerated DMARD must be trialled at a minimum dose as mentioned above;or 

• Patient must have a contraindication/severe intolerance to each of:  
(i) methotrexate, (ii) hydroxychloroquine, (iii) leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the 
contraindications/severe intolerances claimed in the authority application, AND 

• Patient must not receive more than 16 weeks of treatment under this restriction. 
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Population criteria: 
• Patient must be at least 18 years of age 
If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg 
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate. 
The maximum tolerated dose of methotrexate must be documented in the application, if applicable. 
The application must include details of the DMARDs trialled, their doses and duration of treatment, and all relevant 
contraindications and/or intolerances including severity. 
The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents 
sequentially or by using one or more combinations of DMARDs, however the time on treatment must be at least 6 months. 
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of 
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs 
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided 
in the authority application. 
The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in 
all patients at the time of the initial application: 
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level 
greater than 15 mg per L; AND either 
(a) a total active joint count of at least 20 active (swollen and tender) joints; or 
(b) at least 4 active joints from the following list of major joints: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior 
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this 
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral 
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be 
accepted where one is claimed. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition;or 
• Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active 

juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND 
• Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND 
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• Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition 
5 times, AND 

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic 
juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this 
restriction using existing baseline scores. 
Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide 
baseline disease severity indicators with this application, in addition to the response assessment outlined below. 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing 
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a 
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 
A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy 
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate 
biological medicine. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine 

for this condition, AND 
• Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND 
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• Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition 
5 times, AND 

• The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour;or 
• The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND 
• The condition must have either:  

(a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4 active major joints, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or 
hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement 
are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this 
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral 
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Balance of supply - Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a 
break in biological medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological 
medicine of more than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment;or 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16 
weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 
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adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes 
12400P Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 3 0.00 494.12 25.00 a Hadlima [RF] a Humira [VE] 
      a Hyrimoz [SZ] a Yuflyma [EW] 

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes 
8737W Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 3 0.00 494.12 25.00 a Amgevita [XT] a Hadlima [RF] 
      a Hyrimoz [SZ]   

 ADALIMUMAB 
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults 
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it 
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'. 
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are 
included within the term 'biological medicine'. 
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis. 
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', 
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be 
subsidised again. 
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a 
treatment failure. 
(1) Selecting the correct 'Treatment phase' listing to apply under 
Initiating subsidy: 
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or 
(ii) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been 
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in 
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last prescribed, 
(c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different 
biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the 
most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed between the 
2 non-rituximab bDMARDs administered before and after rituximab. 
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate. 
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological 
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine 
cannot be back to the same biological medicine where that medicine has provided an inadequate response. 
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at 
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD 
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where 
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab 
course. 
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. 
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement. 
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be 
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the 
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction 
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. 
Indicate where the adverse reaction has occurred in the authority application. 
Continuing subsidy: 
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and 
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment. 
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed. 
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same 
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine, 
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a 
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine. 
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops 
providing an adequate response, or the patient takes a break in treatment. 
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application 
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the 
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to 
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological 
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment. 
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Balance of Supply listings: 
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are 
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the 
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply 
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a 
written-only authority application may not be practical in terms of providing timely access to continued treatment. 
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat 
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had 
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least 
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 
'Continuing treatment'. 
(2) Baseline measurements to determine response. 
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP 
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline 
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment 
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline, an 
ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is 
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the 
total number of active joints. Where the baseline is determined on total number of major joints, the response must be 
determined on the total number of major joints. 
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP 
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must 
be no more than 4 weeks old at the time of application. 
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of 
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the 
time of application. 

Note Biosimilar prescribing policy 
Prescribing of a biosimilar brand where available is encouraged for treatment naive patients. 

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected 
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further 
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines). 

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL pen devices and pharmaceutical benefits that have 
the form adalimumab 40 mg/0.8 mL pen devices are equivalent for the purposes of substitution 

Note Applications for treatment with this drug where the dosing frequency exceeds 40 mg per fortnight will not be approved. 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 

response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs) 
which must include at least 3 months continuous treatment with at least 2 DMARDs, one of which must be methotrexate 
at a dose of at least 20 mg weekly plus one of the following:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated 
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg 
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of:  
(i) hydroxychloroquine, (ii) leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved 
Product Information/cannot be tolerated at the doses specified above in addition to having a contraindication or 
intolerance to methotrexate: the remaining tolerated DMARD must be trialled at a minimum dose as mentioned above;or 

• Patient must have a contraindication/severe intolerance to each of:  
(i) methotrexate, (ii) hydroxychloroquine, (iii) leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the 
contraindications/severe intolerances claimed in the authority application, AND 

• Patient must not receive more than 16 weeks of treatment under this restriction. 
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Population criteria: 
• Patient must be at least 18 years of age 
If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg 
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate. 
The maximum tolerated dose of methotrexate must be documented in the application, if applicable. 
The application must include details of the DMARDs trialled, their doses and duration of treatment, and all relevant 
contraindications and/or intolerances including severity. 
The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents 
sequentially or by using one or more combinations of DMARDs, however the time on treatment must be at least 6 months. 
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of 
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs 
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided 
in the authority application. 
The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in 
all patients at the time of the initial application: 
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level 
greater than 15 mg per L; AND either 
(a) a total active joint count of at least 20 active (swollen and tender) joints; or 
(b) at least 4 active joints from the following list of major joints: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior 
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this 
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral 
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be 
accepted where one is claimed. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition;or 
• Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active 

juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND 
• Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND 



 

General Pharmaceutical Benefits  65 

• Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition 
5 times, AND 

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic 
juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this 
restriction using existing baseline scores. 
Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide 
baseline disease severity indicators with this application, in addition to the response assessment outlined below. 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing 
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a 
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 
A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy 
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate 
biological medicine. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine 

for this condition, AND 
• Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND 
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• Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition 
5 times, AND 

• The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour;or 
• The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND 
• The condition must have either:  

(a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4 active major joints, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or 
hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement 
are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this 
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral 
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Balance of supply - Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a 
break in biological medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological 
medicine of more than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment;or 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16 
weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 
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adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices 
12429E Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 3 0.00 494.12 25.00 a Hadlima [RF] a Humira [VE] 
      a Hyrimoz [SZ] a Yuflyma [EW] 

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices 
9099X Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 3 0.00 494.12 25.00 a Abrilada [PF] a Amgevita [XT] 
      a Hadlima [RF] a Hyrimoz [SZ] 

 ADALIMUMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, 
tildrakizumab and ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological 
medicines' appears in notes and restrictions, it refers to adalimumab, bimekizumab, etanercept, guselkumab, infliximab, 
ixekizumab, risankizumab, secukinumab, tildrakizumab, and ustekinumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time. 
A patient who received PBS-subsidised adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, 
risankizumab, secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their 
first cycle as of 1 February 2019. 
A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where 
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological 
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological 
medicine as long as they sustain a response to therapy. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological 
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
A patient must be assessed for response to each course of treatment according to the criteria included in the relevant 
continuing treatment restriction. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before 
they are eligible to commence the next cycle. 
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was 
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the 
new cycle. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more than 
5 years may commence a new treatment cycle under Initial 3 treatment restriction. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of less than 
5 years may commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis. 
There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus 
psoriasis affecting the face, hands and feet. 
(1) Initial treatment. 
An application for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence 
such therapy (Initial 1 - New patient); or 
(ii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and 
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years). 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years). 
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab, 
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab, 24 
weeks of therapy for bimekizumab and 28 weeks of therapy for risankizumab, tildrakizumab and ustekinumab. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of their course of initial treatment to ensure uninterrupted biological medicine supply. 
(2) Assessment of response to initial treatment. 
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When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after 
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. It is recommended that a patient is reviewed for response following a 
minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be 
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab, adalimumab and etanercept only: 
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient 
is reviewed for response following a minimum of 12 weeks of therapy under the Initial 1 or Initial 2 treatment restrictions. 
For second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended that a 
patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion 
of the most recent course of treatment. 
(4) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater 
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5 
years who would need to requalify with respect to the indices of disease severity. 
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting 
in the necessity for permanent withdrawal of treatment. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that particular biological medicine within the same cycle or 
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal. 
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may provide 
new baseline PASI assessments any time that an initial or change or recommencement treatment application is submitted 
within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the PBS-
subsidised treatment. 
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be 
assessed for demonstration of response to treatment for the purposes of all continuing treatments. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy 
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of 
disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater 
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and 
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot. The PASI assessment must be no older than 4 weeks at the time of application. 

Note Biosimilar prescribing policy 
Prescribing of a biosimilar brand where available is encouraged for treatment naive patients. 

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected 
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further 
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines). 

Note Prescribing the 80 mg presentation: 
Two completed authority prescriptions may be submitted with every initial application for this biological medicine. One 
prescription for an induction dose of 80 mg and no repeats and the second prescription for 2 doses of 40 mg and 3 repeats. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Whole body (new patient) 
Clinical criteria: 
• Patient must have severe chronic plaque psoriasis where lesions have been present for at least 6 months from the time 

of initial diagnosis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 

(PASI) assessment, to at least 2 of the following 6 treatments:  
(i) phototherapy (UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 
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mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin 
at a dose of at least 0.4 mg per kg per day for at least 6 weeks; (v) apremilast at a dose of 30 mg twice a day for at least 
6 weeks; (vi) deucravacitinib at a dose of 6 mg once daily for at least 6 weeks, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
Where treatment with methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin is contraindicated according to the 
relevant TGA-approved Product Information, or where phototherapy is contraindicated, details must be provided at the time 
of application. 
Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin 
developed during the relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details 
of the degree of this toxicity must be provided at the time of application. 
Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, 
deucravacitinib, acitretin or phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to 
achieve an adequate response is met. 
The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the 
patient at the time of the application: 
(a) A current Psoriasis Area and Severity Index (PASI) score of greater than 15, as assessed, preferably whilst still on 
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment. 
(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer 
than 4 weeks following cessation of each course of treatment. 
(c) The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of 
assessment of the patient's condition, AND 
(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]. 
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement 
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin can be found on 
the Services Australia website (www.servicesaustralia.gov.au). 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 2, Whole body (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for 

this condition within this treatment cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
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• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as: 
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when 
compared with the baseline value for this treatment cycle. 
An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to recommence 
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of assessment of 
the patient's condition, AND 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 3, Whole body (recommencement of treatment after a break in biological medicine 
of more than 5 years) 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must have a current Psoriasis Area and Severity Index (PASI) score of greater than 15, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets including the dates of assessment of the patient's condition. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
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from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Face, hand, foot (new patient) 
Clinical criteria: 
• Patient must have severe chronic plaque psoriasis of the face, or palm of a hand or sole of a foot where the plaque or 

plaques have been present for at least 6 months from the time of initial diagnosis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 

(PASI) assessment, to at least 2 of the following 6 treatments:  
(i) phototherapy (UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 
mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin 
at a dose of at least 0.4 mg per kg per day for at least 6 weeks; (v) apremilast at a dose of 30 mg twice a day for at least 
6 weeks; (vi) deucravacitinib at a dose of 6 mg once daily for at least 6 weeks, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
Where treatment with methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin is contraindicated according to the 
relevant TGA-approved Product Information, or where phototherapy is contraindicated, details must be provided at the time 
of application. 
Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin 
developed during the relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details 
of the degree of this toxicity must be provided at the time of application. 
Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, 
deucravacitinib, acitretin or phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to 
achieve an adequate response is met. 
The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the 
patient at the time of the application: 
(a) Chronic plaque psoriasis classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot 
where: 
(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling are 
rated as severe or very severe, as assessed, preferably whilst still on treatment, but no longer than 4 weeks following 
cessation of the most recent prior treatment; or 
(ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a foot, as assessed, preferably whilst still on 
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment; 
(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer 
than 4 weeks following cessation of each course of treatment. 
(c) The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets, and the face, hand, foot 
area diagrams including the dates of assessment of the patient's condition, AND 
(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]. 
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An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement 
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin can be found on 
the Services Australia website (www.servicesaustralia.gov.au). 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 2, Face, hand, foot (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for 

this condition within this treatment cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing: 
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and 
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or 
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this 
treatment cycle. 
An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to recommence 
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets, and the face, hand, foot area 
diagrams including the dates of assessment of the patient's condition, AND 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 



 

General Pharmaceutical Benefits  73 

A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 3, Face, hand, foot (recommencement of treatment after a break in biological 
medicine of more than 5 years) 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must be classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot 

where:  
(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling 
are rated as severe or very severe; or (ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets, and the face, hand, foot area diagrams including the dates of assessment of the patient's 
condition. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

adalimumab 80 mg/0.8 mL injection, 0.8 mL syringe 
12394H Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 0 0.00 677.59 25.00 a Humira [VE] a Yuflyma [EW] 
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adalimumab 80 mg/0.8 mL injection, 0.8 mL pen device 
12447D Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 0 0.00 677.59 25.00 a Humira [VE] a Hyrimoz [SZ] 
      a Yuflyma [EW]   

 ADALIMUMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, 
tildrakizumab and ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological 
medicines' appears in notes and restrictions, it refers to adalimumab, bimekizumab, etanercept, guselkumab, infliximab, 
ixekizumab, risankizumab, secukinumab, tildrakizumab, and ustekinumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time. 
A patient who received PBS-subsidised adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, 
risankizumab, secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their 
first cycle as of 1 February 2019. 
A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where 
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological 
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological 
medicine as long as they sustain a response to therapy. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological 
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
A patient must be assessed for response to each course of treatment according to the criteria included in the relevant 
continuing treatment restriction. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before 
they are eligible to commence the next cycle. 
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was 
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the 
new cycle. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more than 
5 years may commence a new treatment cycle under Initial 3 treatment restriction. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of less than 
5 years may commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis. 
There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus 
psoriasis affecting the face, hands and feet. 
(1) Initial treatment. 
An application for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence 
such therapy (Initial 1 - New patient); or 
(ii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and 
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years). 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years). 
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab, 
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab, 24 
weeks of therapy for bimekizumab and 28 weeks of therapy for risankizumab, tildrakizumab and ustekinumab. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of their course of initial treatment to ensure uninterrupted biological medicine supply. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after 
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
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The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. It is recommended that a patient is reviewed for response following a 
minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be 
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab, adalimumab and etanercept only: 
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient 
is reviewed for response following a minimum of 12 weeks of therapy under the Initial 1 or Initial 2 treatment restrictions. 
For second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended that a 
patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion 
of the most recent course of treatment. 
(4) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater 
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5 
years who would need to requalify with respect to the indices of disease severity. 
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting 
in the necessity for permanent withdrawal of treatment. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that particular biological medicine within the same cycle or 
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal. 
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may provide 
new baseline PASI assessments any time that an initial or change or recommencement treatment application is submitted 
within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the PBS-
subsidised treatment. 
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be 
assessed for demonstration of response to treatment for the purposes of all continuing treatments. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy 
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of 
disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater 
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and 
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot. The PASI assessment must be no older than 4 weeks at the time of application. 

Note Biosimilar prescribing policy 
Prescribing of a biosimilar brand where available is encouraged for treatment naive patients. 

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected 
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further 
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines). 

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL syringes and pharmaceutical benefits that have the 
form adalimumab 40 mg/0.8 mL syringes are equivalent for the purposes of substitution 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Whole body (new patient) 
Clinical criteria: 
• Patient must have severe chronic plaque psoriasis where lesions have been present for at least 6 months from the time 

of initial diagnosis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 

(PASI) assessment, to at least 2 of the following 6 treatments:  
(i) phototherapy (UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 
mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin 
at a dose of at least 0.4 mg per kg per day for at least 6 weeks; (v) apremilast at a dose of 30 mg twice a day for at least 
6 weeks; (vi) deucravacitinib at a dose of 6 mg once daily for at least 6 weeks, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
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Treatment criteria: 
• Must be treated by a dermatologist 
Where treatment with methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin is contraindicated according to the 
relevant TGA-approved Product Information, or where phototherapy is contraindicated, details must be provided at the time 
of application. 
Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin 
developed during the relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details 
of the degree of this toxicity must be provided at the time of application. 
Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, 
deucravacitinib, acitretin or phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to 
achieve an adequate response is met. 
The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the 
patient at the time of the application: 
(a) A current Psoriasis Area and Severity Index (PASI) score of greater than 15, as assessed, preferably whilst still on 
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment. 
(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer 
than 4 weeks following cessation of each course of treatment. 
(c) The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of 
assessment of the patient's condition, AND 
(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]. 
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Prescribing the 80 mg presentation: 
Two completed authority prescriptions may be submitted with every initial application for this biological medicine. One 
prescription for an induction dose of 80 mg and no repeats and the second prescription for 2 doses of 40 mg and 3 repeats. 

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement 
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin can be found on 
the Services Australia website (www.servicesaustralia.gov.au). 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 2, Whole body (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for 

this condition within this treatment cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
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Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as: 
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when 
compared with the baseline value for this treatment cycle. 
An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to recommence 
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of assessment of 
the patient's condition, AND 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Prescribing the 80 mg presentation: 
Two completed authority prescriptions may be submitted with every initial application for this biological medicine. One 
prescription for an induction dose of 80 mg and no repeats and the second prescription for 2 doses of 40 mg and 3 repeats. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 3, Whole body (recommencement of treatment after a break in biological medicine 
of more than 5 years) 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must have a current Psoriasis Area and Severity Index (PASI) score of greater than 15, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets including the dates of assessment of the patient's condition. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
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from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Prescribing the 80 mg presentation: 
Two completed authority prescriptions may be submitted with every initial application for this biological medicine. One 
prescription for an induction dose of 80 mg and no repeats and the second prescription for 2 doses of 40 mg and 3 repeats. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Face, hand, foot (new patient) 
Clinical criteria: 
• Patient must have severe chronic plaque psoriasis of the face, or palm of a hand or sole of a foot where the plaque or 

plaques have been present for at least 6 months from the time of initial diagnosis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 

(PASI) assessment, to at least 2 of the following 6 treatments:  
(i) phototherapy (UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 
mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin 
at a dose of at least 0.4 mg per kg per day for at least 6 weeks; (v) apremilast at a dose of 30 mg twice a day for at least 
6 weeks; (vi) deucravacitinib at a dose of 6 mg once daily for at least 6 weeks, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
Where treatment with methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin is contraindicated according to the 
relevant TGA-approved Product Information, or where phototherapy is contraindicated, details must be provided at the time 
of application. 
Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin 
developed during the relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details 
of the degree of this toxicity must be provided at the time of application. 
Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, 
deucravacitinib, acitretin or phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to 
achieve an adequate response is met. 
The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the 
patient at the time of the application: 
(a) Chronic plaque psoriasis classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot 
where: 
(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling are 
rated as severe or very severe, as assessed, preferably whilst still on treatment, but no longer than 4 weeks following 
cessation of the most recent prior treatment; or 
(ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a foot, as assessed, preferably whilst still on 
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment; 
(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer 
than 4 weeks following cessation of each course of treatment. 
(c) The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets, and the face, hand, foot 
area diagrams including the dates of assessment of the patient's condition, AND 



 

General Pharmaceutical Benefits  79 

(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]. 
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Prescribing the 80 mg presentation: 
Two completed authority prescriptions may be submitted with every initial application for this biological medicine. One 
prescription for an induction dose of 80 mg and no repeats and the second prescription for 2 doses of 40 mg and 3 repeats. 

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement 
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin can be found on 
the Services Australia website (www.servicesaustralia.gov.au). 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 2, Face, hand, foot (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for 

this condition within this treatment cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing: 
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and 
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or 
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this 
treatment cycle. 
An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to recommence 
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets, and the face, hand, foot area 
diagrams including the dates of assessment of the patient's condition, AND 



  

80  Schedule of Pharmaceutical Benefits – June 2026 

(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Prescribing the 80 mg presentation: 
Two completed authority prescriptions may be submitted with every initial application for this biological medicine. One 
prescription for an induction dose of 80 mg and no repeats and the second prescription for 2 doses of 40 mg and 3 repeats. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 3, Face, hand, foot (recommencement of treatment after a break in biological 
medicine of more than 5 years) 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must be classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot 

where:  
(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling 
are rated as severe or very severe; or (ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets, and the face, hand, foot area diagrams including the dates of assessment of the patient's 
condition. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Prescribing the 80 mg presentation: 
Two completed authority prescriptions may be submitted with every initial application for this biological medicine. One 
prescription for an induction dose of 80 mg and no repeats and the second prescription for 2 doses of 40 mg and 3 repeats. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
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Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Balance of supply - Initial treatment - Initial 1, Whole body or Face, hand, foot (new patient) or Initial 2, 
Whole body or Face, hand, foot (change or recommencement of treatment after a break in biological medicine of less than 5 
years) or Initial 3, Whole body or Face, hand, foot (recommencement of treatment after a break in biological medicine of 
more than 5 years) 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1, Whole body (new 

patient) restriction to complete 16 weeks treatment;or 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2, Whole body (change or 

recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 16 weeks 
treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3, Whole body 
(recommencement of treatment after a break in biological medicine of more than 5 years) restriction to complete 16 
weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 1, Face, hand, foot (new 
patient) restriction to complete 16 weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 2, Face, hand, foot 
(change or recommencement of treatment after a break in biological medicine of less than 5 years) restriction to 
complete 16 weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3, Face, hand, foot 
(recommencement of treatment after a break in biological medicine of more than 5 years) restriction to complete 16 
weeks treatment, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a dermatologist 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes 
12421R Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 4 0.00 494.12 25.00 a Hadlima [RF] a Humira [VE] 
      a Hyrimoz [SZ] a Yuflyma [EW] 

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes 
9425C Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 4 0.00 494.12 25.00 a Amgevita [XT] a Hadlima [RF] 
      a Hyrimoz [SZ]   

 ADALIMUMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, 
tildrakizumab and ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological 
medicines' appears in notes and restrictions, it refers to adalimumab, bimekizumab, etanercept, guselkumab, infliximab, 
ixekizumab, risankizumab, secukinumab, tildrakizumab, and ustekinumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time. 
A patient who received PBS-subsidised adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, 
risankizumab, secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their 
first cycle as of 1 February 2019. 
A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where 
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological 
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological 
medicine as long as they sustain a response to therapy. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological 
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
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multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
A patient must be assessed for response to each course of treatment according to the criteria included in the relevant 
continuing treatment restriction. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before 
they are eligible to commence the next cycle. 
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was 
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the 
new cycle. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more than 
5 years may commence a new treatment cycle under Initial 3 treatment restriction. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of less than 
5 years may commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis. 
There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus 
psoriasis affecting the face, hands and feet. 
(1) Initial treatment. 
An application for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence 
such therapy (Initial 1 - New patient); or 
(ii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and 
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years). 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years). 
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab, 
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab, 24 
weeks of therapy for bimekizumab and 28 weeks of therapy for risankizumab, tildrakizumab and ustekinumab. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of their course of initial treatment to ensure uninterrupted biological medicine supply. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after 
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. It is recommended that a patient is reviewed for response following a 
minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be 
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab, adalimumab and etanercept only: 
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient 
is reviewed for response following a minimum of 12 weeks of therapy under the Initial 1 or Initial 2 treatment restrictions. 
For second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended that a 
patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion 
of the most recent course of treatment. 
(4) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater 
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5 
years who would need to requalify with respect to the indices of disease severity. 
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting 
in the necessity for permanent withdrawal of treatment. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that particular biological medicine within the same cycle or 
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal. 
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To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may provide 
new baseline PASI assessments any time that an initial or change or recommencement treatment application is submitted 
within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the PBS-
subsidised treatment. 
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be 
assessed for demonstration of response to treatment for the purposes of all continuing treatments. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy 
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of 
disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater 
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and 
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot. The PASI assessment must be no older than 4 weeks at the time of application. 

Note Biosimilar prescribing policy 
Prescribing of a biosimilar brand where available is encouraged for treatment naive patients. 

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected 
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further 
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines). 

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL pen devices and pharmaceutical benefits that have 
the form adalimumab 40 mg/0.8 mL pen devices are equivalent for the purposes of substitution 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Whole body (new patient) 
Clinical criteria: 
• Patient must have severe chronic plaque psoriasis where lesions have been present for at least 6 months from the time 

of initial diagnosis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 

(PASI) assessment, to at least 2 of the following 6 treatments:  
(i) phototherapy (UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 
mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin 
at a dose of at least 0.4 mg per kg per day for at least 6 weeks; (v) apremilast at a dose of 30 mg twice a day for at least 
6 weeks; (vi) deucravacitinib at a dose of 6 mg once daily for at least 6 weeks, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
Where treatment with methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin is contraindicated according to the 
relevant TGA-approved Product Information, or where phototherapy is contraindicated, details must be provided at the time 
of application. 
Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin 
developed during the relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details 
of the degree of this toxicity must be provided at the time of application. 
Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, 
deucravacitinib, acitretin or phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to 
achieve an adequate response is met. 
The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the 
patient at the time of the application: 
(a) A current Psoriasis Area and Severity Index (PASI) score of greater than 15, as assessed, preferably whilst still on 
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment. 
(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer 
than 4 weeks following cessation of each course of treatment. 
(c) The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of 
assessment of the patient's condition, AND 
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(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]. 
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Prescribing the 80 mg presentation: 
Two completed authority prescriptions may be submitted with every initial application for this biological medicine. One 
prescription for an induction dose of 80 mg and no repeats and the second prescription for 2 doses of 40 mg and 3 repeats. 

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement 
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin can be found on 
the Services Australia website (www.servicesaustralia.gov.au). 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 2, Whole body (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for 

this condition within this treatment cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as: 
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when 
compared with the baseline value for this treatment cycle. 
An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to recommence 
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of assessment of 
the patient's condition, AND 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
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A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Prescribing the 80 mg presentation: 
Two completed authority prescriptions may be submitted with every initial application for this biological medicine. One 
prescription for an induction dose of 80 mg and no repeats and the second prescription for 2 doses of 40 mg and 3 repeats. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 3, Whole body (recommencement of treatment after a break in biological medicine 
of more than 5 years) 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must have a current Psoriasis Area and Severity Index (PASI) score of greater than 15, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets including the dates of assessment of the patient's condition. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Prescribing the 80 mg presentation: 
Two completed authority prescriptions may be submitted with every initial application for this biological medicine. One 
prescription for an induction dose of 80 mg and no repeats and the second prescription for 2 doses of 40 mg and 3 repeats. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Face, hand, foot (new patient) 
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Clinical criteria: 
• Patient must have severe chronic plaque psoriasis of the face, or palm of a hand or sole of a foot where the plaque or 

plaques have been present for at least 6 months from the time of initial diagnosis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 

(PASI) assessment, to at least 2 of the following 6 treatments:  
(i) phototherapy (UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 
mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin 
at a dose of at least 0.4 mg per kg per day for at least 6 weeks; (v) apremilast at a dose of 30 mg twice a day for at least 
6 weeks; (vi) deucravacitinib at a dose of 6 mg once daily for at least 6 weeks, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
Where treatment with methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin is contraindicated according to the 
relevant TGA-approved Product Information, or where phototherapy is contraindicated, details must be provided at the time 
of application. 
Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin 
developed during the relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details 
of the degree of this toxicity must be provided at the time of application. 
Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, 
deucravacitinib, acitretin or phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to 
achieve an adequate response is met. 
The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the 
patient at the time of the application: 
(a) Chronic plaque psoriasis classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot 
where: 
(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling are 
rated as severe or very severe, as assessed, preferably whilst still on treatment, but no longer than 4 weeks following 
cessation of the most recent prior treatment; or 
(ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a foot, as assessed, preferably whilst still on 
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment; 
(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer 
than 4 weeks following cessation of each course of treatment. 
(c) The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets, and the face, hand, foot 
area diagrams including the dates of assessment of the patient's condition, AND 
(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]. 
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Prescribing the 80 mg presentation: 
Two completed authority prescriptions may be submitted with every initial application for this biological medicine. One 
prescription for an induction dose of 80 mg and no repeats and the second prescription for 2 doses of 40 mg and 3 repeats. 

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement 
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin can be found on 
the Services Australia website (www.servicesaustralia.gov.au). 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
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Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 2, Face, hand, foot (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for 

this condition within this treatment cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing: 
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and 
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or 
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this 
treatment cycle. 
An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to recommence 
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets, and the face, hand, foot area 
diagrams including the dates of assessment of the patient's condition, AND 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Prescribing the 80 mg presentation: 
Two completed authority prescriptions may be submitted with every initial application for this biological medicine. One 
prescription for an induction dose of 80 mg and no repeats and the second prescription for 2 doses of 40 mg and 3 repeats. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 3, Face, hand, foot (recommencement of treatment after a break in biological 
medicine of more than 5 years) 
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Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must be classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot 

where:  
(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling 
are rated as severe or very severe; or (ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets, and the face, hand, foot area diagrams including the dates of assessment of the patient's 
condition. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Prescribing the 80 mg presentation: 
Two completed authority prescriptions may be submitted with every initial application for this biological medicine. One 
prescription for an induction dose of 80 mg and no repeats and the second prescription for 2 doses of 40 mg and 3 repeats. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Balance of supply - Initial treatment - Initial 1, Whole body or Face, hand, foot (new patient) or Initial 2, 
Whole body or Face, hand, foot (change or recommencement of treatment after a break in biological medicine of less than 5 
years) or Initial 3, Whole body or Face, hand, foot (recommencement of treatment after a break in biological medicine of 
more than 5 years) 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1, Whole body (new 

patient) restriction to complete 16 weeks treatment;or 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2, Whole body (change or 

recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 16 weeks 
treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3, Whole body 
(recommencement of treatment after a break in biological medicine of more than 5 years) restriction to complete 16 
weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 1, Face, hand, foot (new 
patient) restriction to complete 16 weeks treatment;or 
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• Patient must have received insufficient therapy with this drug for this condition under the Initial 2, Face, hand, foot 
(change or recommencement of treatment after a break in biological medicine of less than 5 years) restriction to 
complete 16 weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3, Face, hand, foot 
(recommencement of treatment after a break in biological medicine of more than 5 years) restriction to complete 16 
weeks treatment, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a dermatologist 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices 
12342N Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 4 0.00 494.12 25.00 a Hadlima [RF] a Humira [VE] 
      a Hyrimoz [SZ] a Yuflyma [EW] 

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices 
9426D Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

 1 4 0.00 494.12 25.00 a Abrilada [PF] a Amgevita [XT] 
      a Hadlima [RF] a Hyrimoz [SZ] 

 ADRENALINE (EPINEPHRINE) 
Caution Non-Anapen and Anapen products have different administration techniques. These products should not be prescribed to the 

same patient without training in their use. Pharmacists should ensure that patients are educated regarding the product 
differences upon dispensing. 

Note The auto-injector should be provided in the framework of a comprehensive anaphylaxis prevention program and an 
emergency action plan including training in recognition of the symptoms of anaphylaxis and the use of the auto-injector 
device. (For further information see the Australasian Society of Clinical Immunology and Allergy website at 
www.allergy.org.au.) 

Note Pharmaceutical benefits that have the form adrenaline (epinephrine) 150 microgram/0.3 mL injection, 0.3 mL pen device and 
pharmaceutical benefits that have the form adrenaline (epinephrine) 150 microgram/0.15 mL injection, 0.15 mL pen device 
are equivalent for the purposes of substitution. 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No applications for repeats will be authorised. 

 

Authority Required 
Acute allergic reaction with anaphylaxis 
Treatment Phase: Initial sole PBS-subsidised supply for anticipated emergency treatment 
Clinical criteria: 
• Patient must have been assessed to be at significant risk of anaphylaxis by, or in consultation with a clinical 

immunologist;or 
• Patient must have been assessed to be at significant risk of anaphylaxis by, or in consultation with an allergist;or 
• Patient must have been assessed to be at significant risk of anaphylaxis by, or in consultation with a paediatrician;or 
• Patient must have been assessed to be at significant risk of anaphylaxis by, or in consultation with a respiratory physician 
The name of the specialist consulted must be provided at the time of application for initial supply. 
Authority Required 
Acute allergic reaction with anaphylaxis 
Treatment Phase: Initial sole PBS-subsidised supply for anticipated emergency treatment 
Clinical criteria: 
• Patient must have been discharged from hospital or an emergency department after treatment with adrenaline 

(epinephrine) for acute allergic reaction with anaphylaxis 
Authority Required 
Acute allergic reaction with anaphylaxis 
Treatment Phase: Continuing sole PBS-subsidised supply for anticipated emergency treatment 
Clinical criteria: 
• Patient must have previously been issued with an authority prescription for this drug 

adrenaline (epinephrine) 150 microgram/0.15 mL injection, 0.15 mL pen device 
15359J Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

N 2 0 0.00 *160.50 25.00 a Jext Jnr [KB]   
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adrenaline (epinephrine) 150 microgram/0.3 mL injection, 0.3 mL pen device 
8697R Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

N  2 0 0.00 *160.50 25.00 a Adrenaline Jr Viatris [AF] a Anapen Junior 150 [XT] 
      a EpiPen Jr. [AL]   

 ADRENALINE (EPINEPHRINE) 
Caution Non-Anapen and Anapen products have different administration techniques. These products should not be prescribed to the 

same patient without training in their use. Pharmacists should ensure that patients are educated regarding the product 
differences upon dispensing. 

Note The auto-injector should be provided in the framework of a comprehensive anaphylaxis prevention program and an 
emergency action plan including training in recognition of the symptoms of anaphylaxis and the use of the auto-injector 
device. (For further information see the Australasian Society of Clinical Immunology and Allergy website at 
www.allergy.org.au.) 

Note Pharmaceutical benefits that have the form adrenaline (epinephrine) 300 microgram/0.3 mL injection, 0.3 mL pen device 
(Adrenaline Viatris, Anapen 300 and EpiPen) and pharmaceutical benefits that have the form adrenaline (epinephrine) 300 
microgram/0.3 mL injection, 0.3 mL pen device (Jext) are equivalent for the purposes of substitution. 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No applications for repeats will be authorised. 

 

Authority Required 
Acute allergic reaction with anaphylaxis 
Treatment Phase: Initial sole PBS-subsidised supply for anticipated emergency treatment 
Clinical criteria: 
• Patient must have been assessed to be at significant risk of anaphylaxis by, or in consultation with a clinical 

immunologist;or 
• Patient must have been assessed to be at significant risk of anaphylaxis by, or in consultation with an allergist;or 
• Patient must have been assessed to be at significant risk of anaphylaxis by, or in consultation with a paediatrician;or 
• Patient must have been assessed to be at significant risk of anaphylaxis by, or in consultation with a respiratory physician 
The name of the specialist consulted must be provided at the time of application for initial supply. 
Authority Required 
Acute allergic reaction with anaphylaxis 
Treatment Phase: Initial sole PBS-subsidised supply for anticipated emergency treatment 
Clinical criteria: 
• Patient must have been discharged from hospital or an emergency department after treatment with adrenaline 

(epinephrine) for acute allergic reaction with anaphylaxis 
Authority Required 
Acute allergic reaction with anaphylaxis 
Treatment Phase: Continuing sole PBS-subsidised supply for anticipated emergency treatment 
Clinical criteria: 
• Patient must have previously been issued with an authority prescription for this drug 

adrenaline (epinephrine) 300 microgram/0.3 mL injection, 0.3 mL pen device 
8698T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer  Brand Name and Manufacturer 

N 2 0 0.00 *160.50 25.00 a Adrenaline Viatris [AF] a Anapen 300 [XT] 
      a EpiPen [AL]   

adrenaline (epinephrine) 300 microgram/0.3 mL injection, 0.3 mL pen device 
15355E Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

N 2 0 0.00 *160.50 25.00 a Jext [KB]   

 BARICITINIB 
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults 
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it 
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'. 
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are 
included within the term 'biological medicine'. 
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis. 
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', 
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be 
subsidised again. 
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a 
treatment failure. 
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(1) Selecting the correct 'Treatment phase' listing to apply under 
Initiating subsidy: 
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or 
(ii) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been 
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in 
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last prescribed, 
(c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different 
biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the 
most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed between the 
2 non-rituximab bDMARDs administered before and after rituximab. 
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate. 
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological 
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine 
cannot be back to the same biological medicine where that medicine has provided an inadequate response. 
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at 
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD 
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where 
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab 
course. 
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. 
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement. 
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be 
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the 
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction 
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. 
Indicate where the adverse reaction has occurred in the authority application. 
Continuing subsidy: 
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and 
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment. 
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed. 
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same 
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine, 
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a 
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine. 
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops 
providing an adequate response, or the patient takes a break in treatment. 
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application 
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the 
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to 
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological 
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment. 
Balance of Supply listings: 
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are 
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the 
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply 
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a 
written-only authority application may not be practical in terms of providing timely access to continued treatment. 
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat 
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had 
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least 
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 
'Continuing treatment'. 
(2) Baseline measurements to determine response. 
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP 
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline 
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment 
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline, an 
ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is 
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the 
total number of active joints. Where the baseline is determined on total number of major joints, the response must be 
determined on the total number of major joints. 
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP 
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must 
be no more than 4 weeks old at the time of application. 
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Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of 
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the 
time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: First continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will 
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: First continuing treatment - balance of supply 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
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Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 

restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

baricitinib 2 mg tablet, 28 
11442F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 1046.34 25.00  Olumiant [LY]   

baricitinib 4 mg tablet, 28 
11443G Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 1046.34 25.00  Olumiant [LY]   

 BARICITINIB 
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults 
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it 
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'. 
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are 
included within the term 'biological medicine'. 
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis. 
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', 
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be 
subsidised again. 
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a 
treatment failure. 
(1) Selecting the correct 'Treatment phase' listing to apply under 
Initiating subsidy: 
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or 
(ii) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been 
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in 
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last prescribed, 
(c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different 
biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the 
most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed between the 
2 non-rituximab bDMARDs administered before and after rituximab. 
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate. 
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological 
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine 
cannot be back to the same biological medicine where that medicine has provided an inadequate response. 
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at 
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD 
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where 
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab 
course. 
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. 
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement. 
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be 
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the 
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction 
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. 
Indicate where the adverse reaction has occurred in the authority application. 
Continuing subsidy: 
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and 
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment. 
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed. 
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same 
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine, 
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a 
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine. 
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops 
providing an adequate response, or the patient takes a break in treatment. 
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Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application 
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the 
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to 
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological 
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment. 
Balance of Supply listings: 
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are 
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the 
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply 
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a 
written-only authority application may not be practical in terms of providing timely access to continued treatment. 
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat 
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had 
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least 
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 
'Continuing treatment'. 
(2) Baseline measurements to determine response. 
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP 
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline 
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment 
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline, an 
ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is 
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the 
total number of active joints. Where the baseline is determined on total number of major joints, the response must be 
determined on the total number of major joints. 
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP 
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must 
be no more than 4 weeks old at the time of application. 
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of 
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the 
time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 

response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs) 
which must include at least 3 months continuous treatment with at least 2 DMARDs, one of which must be methotrexate 
at a dose of at least 20 mg weekly plus one of the following:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated 
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg 
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of:  
(i) hydroxychloroquine, (ii) leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved 
Product Information/cannot be tolerated at the doses specified above in addition to having a contraindication or 
intolerance to methotrexate: the remaining tolerated DMARD must be trialled at a minimum dose as mentioned above;or 

• Patient must have a contraindication/severe intolerance to each of:  
(i) methotrexate, (ii) hydroxychloroquine, (iii) leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the 
contraindications/severe intolerances claimed in the authority application, AND 

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
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If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg 
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate. 
The maximum tolerated dose of methotrexate must be documented in the application, if applicable. 
The application must include details of the DMARDs trialled, their doses and duration of treatment, and all relevant 
contraindications and/or intolerances including severity. 
The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents 
sequentially or by using one or more combinations of DMARDs, however the time on treatment must be at least 6 months. 
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of 
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs 
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided 
in the authority application. 
The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in 
all patients at the time of the initial application: 
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level 
greater than 15 mg per L; AND either 
(a) a total active joint count of at least 20 active (swollen and tender) joints; or 
(b) at least 4 active joints from the following list of major joints: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior 
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this 
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral 
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be 
accepted where one is claimed. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition;or 
• Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active 

juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND 
• Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND 
• Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition 

5 times, AND 
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• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic 
juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this 
restriction using existing baseline scores. 
Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide 
baseline disease severity indicators with this application, in addition to the response assessment outlined below. 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing 
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a 
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 
A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy 
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate 
biological medicine. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine 

for this condition, AND 
• Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND 
• Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition 

5 times, AND 
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• The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour;or 
• The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND 
• The condition must have either:  

(a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4 active major joints, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or 
hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement 
are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this 
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral 
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Balance of supply - Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a 
break in biological medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological 
medicine of more than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment;or 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16 
weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 
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baricitinib 2 mg tablet, 28 
11437Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 3 0.00 1046.34 25.00  Olumiant [LY]   

baricitinib 4 mg tablet, 28 
11447L Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 3 0.00 1046.34 25.00  Olumiant [LY]   

 CERTOLIZUMAB PEGOL 
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults 
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it 
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'. 
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are 
included within the term 'biological medicine'. 
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis. 
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', 
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be 
subsidised again. 
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a 
treatment failure. 
(1) Selecting the correct 'Treatment phase' listing to apply under 
Initiating subsidy: 
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or 
(ii) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been 
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in 
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last prescribed, 
(c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different 
biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the 
most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed between the 
2 non-rituximab bDMARDs administered before and after rituximab. 
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate. 
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological 
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine 
cannot be back to the same biological medicine where that medicine has provided an inadequate response. 
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at 
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD 
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where 
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab 
course. 
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. 
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement. 
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be 
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the 
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction 
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. 
Indicate where the adverse reaction has occurred in the authority application. 
Continuing subsidy: 
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and 
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment. 
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed. 
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same 
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine, 
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a 
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine. 
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops 
providing an adequate response, or the patient takes a break in treatment. 
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application 
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the 
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to 
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological 
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment. 
Balance of Supply listings: 
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are 
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the 
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full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply 
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a 
written-only authority application may not be practical in terms of providing timely access to continued treatment. 
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat 
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had 
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least 
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 
'Continuing treatment'. 
(2) Baseline measurements to determine response. 
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP 
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline 
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment 
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline, an 
ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is 
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the 
total number of active joints. Where the baseline is determined on total number of major joints, the response must be 
determined on the total number of major joints. 
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP 
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must 
be no more than 4 weeks old at the time of application. 
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of 
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the 
time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: First continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will 
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition. 
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If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: First continuing treatment - balance of supply 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 

restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes 
3425G Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 1012.68 25.00  Cimzia [UC]   

certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices 
11325C Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 1012.68 25.00  Cimzia [UC]   

 CERTOLIZUMAB PEGOL 
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults 
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it 
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'. 
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are 
included within the term 'biological medicine'. 
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis. 
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', 
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be 
subsidised again. 
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a 
treatment failure. 
(1) Selecting the correct 'Treatment phase' listing to apply under 
Initiating subsidy: 
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or 
(ii) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been 
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in 
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last prescribed, 
(c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different 
biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the 
most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed between the 
2 non-rituximab bDMARDs administered before and after rituximab. 
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate. 
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological 
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine 
cannot be back to the same biological medicine where that medicine has provided an inadequate response. 
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at 
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD 
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treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where 
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab 
course. 
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. 
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement. 
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be 
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the 
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction 
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. 
Indicate where the adverse reaction has occurred in the authority application. 
Continuing subsidy: 
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and 
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment. 
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed. 
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same 
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine, 
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a 
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine. 
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops 
providing an adequate response, or the patient takes a break in treatment. 
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application 
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the 
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to 
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological 
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment. 
Balance of Supply listings: 
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are 
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the 
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply 
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a 
written-only authority application may not be practical in terms of providing timely access to continued treatment. 
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat 
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had 
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least 
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 
'Continuing treatment'. 
(2) Baseline measurements to determine response. 
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP 
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline 
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment 
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline, an 
ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is 
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the 
total number of active joints. Where the baseline is determined on total number of major joints, the response must be 
determined on the total number of major joints. 
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP 
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must 
be no more than 4 weeks old at the time of application. 
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of 
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the 
time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 

response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs) 
which must include at least 3 months continuous treatment with at least 2 DMARDs, one of which must be methotrexate 
at a dose of at least 20 mg weekly plus one of the following:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) 
sulfasalazine at a dose of at least 2 g daily;or 
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• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated 
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg 
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of:  
(i) hydroxychloroquine, (ii) leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved 
Product Information/cannot be tolerated at the doses specified above in addition to having a contraindication or 
intolerance to methotrexate: the remaining tolerated DMARD must be trialled at a minimum dose as mentioned above;or 

• Patient must have a contraindication/severe intolerance to each of:  
(i) methotrexate, (ii) hydroxychloroquine, (iii) leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the 
contraindications/severe intolerances claimed in the authority application, AND 

• Patient must not receive more than 18 to 20 weeks of treatment, depending on the dosage regimen, under this 
restriction. 

Population criteria: 
• Patient must be at least 18 years of age 
If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg 
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate. 
The maximum tolerated dose of methotrexate must be documented in the application, if applicable. 
The application must include details of the DMARDs trialled, their doses and duration of treatment, and all relevant 
contraindications and/or intolerances including severity. 
The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents 
sequentially or by using one or more combinations of DMARDs, however the time on treatment must be at least 6 months. 
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of 
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs 
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided 
in the authority application. 
The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in 
all patients at the time of the initial application: 
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level 
greater than 15 mg per L; AND either 
(a) a total active joint count of at least 20 active (swollen and tender) joints; or 
(b) at least 4 active joints from the following list of major joints: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior 
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this 
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral 
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be 
accepted where one is claimed. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
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Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition;or 
• Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active 

juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND 
• Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND 
• Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition 

5 times, AND 
• Patient must not receive more than 18 to 20 weeks of treatment, depending on the dosage regimen, under this 

restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic 
juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this 
restriction using existing baseline scores. 
Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide 
baseline disease severity indicators with this application, in addition to the response assessment outlined below. 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing 
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a 
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 
A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy 
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate 
biological medicine. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
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Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine 

for this condition, AND 
• Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND 
• Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition 

5 times, AND 
• The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour;or 
• The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND 
• The condition must have either:  

(a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4 active major joints, AND 
• Patient must not receive more than 18 to 20 weeks of treatment, depending on the dosage regimen, under this 

restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or 
hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement 
are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this 
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral 
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes 
10905Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 3 0 0.00 *2977.05 25.00  Cimzia [UC]   
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certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices 
11322X Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 3 0 0.00 *2977.05 25.00  Cimzia [UC]   

 DAPAGLIFLOZIN 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority Required (STREAMLINED) 
18624 
Chronic kidney disease 
Clinical criteria: 
• Patient must have a diagnosis of chronic kidney disease, defined as abnormalities of at least one of:  

(i) kidney structure, (ii) kidney function, present for at least 3 months, prior to initiating treatment with this drug, AND 
• Patient must have an estimated glomerular filtration rate of between 20 to 90 mL/min/1.73 m2 inclusive prior to initiating 

treatment with this drug, AND 
• Patient must have an estimated glomerular filtration rate of between 45 to 90 mL/min/1.73 m2 inclusive, with a urinary 

albumin to creatinine ratio of at least 200 mg/g (22.6 mg/mmol) prior to initiating treatment with this drug;or 
• Patient must have an estimated glomerular filtration rate of between 20 to 45 mL/min/1.73 m2 inclusive, with any level of 

urinary albumin to creatinine ratio prior to initiating treatment with this drug, AND 
• Patient must discontinue treatment with this drug prior to initiating renal replacement therapy, defined as dialysis or 

kidney transplant, AND 
• Patient must not be receiving treatment with another sodium-glucose co-transporter 2 (SGLT2) inhibitor, AND 
• Patient must be stabilised, for at least 4 weeks, on either:  

(i) an ACE inhibitor or (ii) an angiotensin II receptor antagonist, unless medically contraindicated, prior to initiation of 
combination therapy with this drug 

Patients with polycystic kidney disease, lupus nephritis or ANCA-associated vasculitis; patients requiring or with a recent 
history of cytotoxic or immunosuppressive therapy for kidney disease; and patients with an organ transplant are not eligible 
for treatment with this drug. 

dapagliflozin 10 mg tablet, 28 
13106T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

N 1 5 0.00 52.95 25.00  Forxiga [AP]   

 DAPAGLIFLOZIN 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority Required (STREAMLINED) 
18623 
Chronic kidney disease 
Clinical criteria: 
• The condition must be stable for the prescriber to consider the listed maximum quantity of this medicine suitable for this 

patient, AND 
• Patient must have a diagnosis of chronic kidney disease, defined as abnormalities of at least one of:  

(i) kidney structure, (ii) kidney function, present for at least 3 months, prior to initiating treatment with this drug, AND 
• Patient must have an estimated glomerular filtration rate of between 20 to 90 mL/min/1.73 m2 inclusive prior to initiating 

treatment with this drug, AND 
• Patient must have an estimated glomerular filtration rate of between 45 to 90 mL/min/1.73 m2 inclusive, with a urinary 

albumin to creatinine ratio of at least 200 mg/g (22.6 mg/mmol) prior to initiating treatment with this drug;or 
• Patient must have an estimated glomerular filtration rate of between 20 to 45 mL/min/1.73 m2 inclusive, with any level of 

urinary albumin to creatinine ratio prior to initiating treatment with this drug, AND 
• Patient must discontinue treatment with this drug prior to initiating renal replacement therapy, defined as dialysis or 

kidney transplant, AND 
• Patient must not be receiving treatment with another sodium-glucose co-transporter 2 (SGLT2) inhibitor, AND 
• Patient must be stabilised, for at least 4 weeks, on either:  

(i) an ACE inhibitor or (ii) an angiotensin II receptor antagonist, unless medically contraindicated, prior to initiation of 
combination therapy with this drug 

Patients with polycystic kidney disease, lupus nephritis or ANCA-associated vasculitis; patients requiring or with a recent 
history of cytotoxic or immunosuppressive therapy for kidney disease; and patients with an organ transplant are not eligible 
for treatment with this drug. 

dapagliflozin 10 mg tablet, 28 
15257B Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

N 2 5 0.00 *92.12 25.00  Forxiga [AP]   
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 ELRANATAMAB 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333. 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Relapsed or refractory multiple myeloma 
Treatment Phase: Induction treatment (step-up dosing) 
Clinical criteria: 
• The condition must be confirmed by a histological diagnosis, AND 
• Patient must have progressive disease after receiving at least 3 prior lines of therapy, including each of the following 

therapies:  
(i) a proteasome inhibitor, (ii) an immunomodulatory agent, AND (iii) an anti-CD38 monoclonal antibody;or 

• Patient must be refractory to, at least 3 prior lines of therapy, including each of the following therapies:  
(i) a proteasome inhibitor, (ii) an immunomodulatory agent, (iii) an anti-CD38 monoclonal antibody, AND 

• Patient must have a WHO performance status of 2 or less, AND 
• Patient must not have previously received treatment with another B-cell maturation antigen (BCMA) directed therapy for 

this condition, AND 
• The treatment must be the sole PBS-subsidised systemic anti-cancer therapy for this condition 
According to the TGA-approved Product Information, hospitalisation is recommended at minimum for 48 hours after 
administration of the first step-up dose, and for 24 hours after administration of the second step-up dose. 
Patients who require restarting therapy due to dose delays may access step-up dosing through this induction treatment 
restriction. 
This drug is not PBS-subsidised if it is administered to an in-patient in a public hospital setting. 
Progressive disease is defined as at least 1 of the following: 
(a) at least a 25% increase and an absolute increase of at least 5 g per L in serum M protein (monoclonal protein); or 
(b) at least a 25% increase in 24-hour urinary light chain M protein excretion, and an absolute increase of at least 200 mg 
per 24 hours; or 
(c) in oligo-secretory and non-secretory myeloma patients only, at least a 50% increase in the difference between involved 
free light chain and uninvolved free light chain; or 
(d) at least a 25% relative increase and at least a 10% absolute increase in plasma cells in a bone marrow aspirate or on 
biopsy; or 
(e) an increase in the size or number of lytic bone lesions (not including compression fractures); or 
(f) at least a 25% increase in the size of an existing or the development of a new soft tissue plasmacytoma (determined by 
clinical examination or diagnostic imaging); or 
(g) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other 
cause). 
Oligo-secretory and non-secretory patients are defined as having active disease with less than 10 g per L serum M protein. 
Details of: the histological diagnosis of multiple myeloma; prior treatments including name(s) of drug(s) and date of most 
recent treatment cycle; the basis of the diagnosis of progressive disease or failure to respond; and which disease activity 
parameters will be used to assess response, must be documented in the patient's medical records. 
Confirmation of eligibility for treatment with current diagnostic reports of at least one of the following must be documented in 
the patient's medical records: 
(a) the level of serum monoclonal protein; or 
(b) Bence-Jones proteinuria - the results of 24-hour urinary light chain M protein excretion; or 
(c) the serum level of free kappa and lambda light chains; or 
(d) bone marrow aspirate or trephine; or 
(e) if present, the size and location of lytic bone lesions (not including compression fractures); or 
(f) if present, the size and location of all soft tissue plasmacytomas by clinical or radiographic examination i.e. MRI or CT-
scan; or 
(g) if present, the level of hypercalcaemia, corrected for albumin concentration. 
As these parameters must be used to determine response, results for either (a) or (b) or (c) should be documented for all 
patients. Where the patient has oligo-secretory or non-secretory multiple myeloma, either (c) or (d) or if relevant (e), (f) or (g) 
must be documented in the patient's medical records. Where the prescriber plans to assess response in patients with oligo-
secretory or non-secretory multiple myeloma with free light chain assays, evidence of the oligo-secretory or non-secretory 
nature of the multiple myeloma (current serum M protein less than 10 g per L) must be documented in the patient's medical 
records. 
Refractory disease is defined as less than or equal to a 25% response to therapy, or progression during or within 60 days 
after completion of therapy. 

Elranatamab 44 mg/1.1 mL injection, 1.1 mL vial 
15300G Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 1 0.00 3658.93 25.00  Elrexfio [PF]   

 EMPAGLIFLOZIN 
Note No increase in the maximum quantity or number of units may be authorised. 
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Note No increase in the maximum number of repeats may be authorised. 
 

Authority Required (STREAMLINED) 
18624 
Chronic kidney disease 
Clinical criteria: 
• Patient must have a diagnosis of chronic kidney disease, defined as abnormalities of at least one of:  

(i) kidney structure, (ii) kidney function, present for at least 3 months, prior to initiating treatment with this drug, AND 
• Patient must have an estimated glomerular filtration rate of between 20 to 90 mL/min/1.73 m2 inclusive prior to initiating 

treatment with this drug, AND 
• Patient must have an estimated glomerular filtration rate of between 45 to 90 mL/min/1.73 m2 inclusive, with a urinary 

albumin to creatinine ratio of at least 200 mg/g (22.6 mg/mmol) prior to initiating treatment with this drug;or 
• Patient must have an estimated glomerular filtration rate of between 20 to 45 mL/min/1.73 m2 inclusive, with any level of 

urinary albumin to creatinine ratio prior to initiating treatment with this drug, AND 
• Patient must discontinue treatment with this drug prior to initiating renal replacement therapy, defined as dialysis or 

kidney transplant, AND 
• Patient must not be receiving treatment with another sodium-glucose co-transporter 2 (SGLT2) inhibitor, AND 
• Patient must be stabilised, for at least 4 weeks, on either:  

(i) an ACE inhibitor or (ii) an angiotensin II receptor antagonist, unless medically contraindicated, prior to initiation of 
combination therapy with this drug 

Patients with polycystic kidney disease, lupus nephritis or ANCA-associated vasculitis; patients requiring or with a recent 
history of cytotoxic or immunosuppressive therapy for kidney disease; and patients with an organ transplant are not eligible 
for treatment with this drug. 

empagliflozin 10 mg tablet, 30 
14092Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

N  1 5 0.00 55.74 25.00  Jardiance [BY]   

 EMPAGLIFLOZIN 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority Required (STREAMLINED) 
18623 
Chronic kidney disease 
Clinical criteria: 
• The condition must be stable for the prescriber to consider the listed maximum quantity of this medicine suitable for this 

patient, AND 
• Patient must have a diagnosis of chronic kidney disease, defined as abnormalities of at least one of:  

(i) kidney structure, (ii) kidney function, present for at least 3 months, prior to initiating treatment with this drug, AND 
• Patient must have an estimated glomerular filtration rate of between 20 to 90 mL/min/1.73 m2 inclusive prior to initiating 

treatment with this drug, AND 
• Patient must have an estimated glomerular filtration rate of between 45 to 90 mL/min/1.73 m2 inclusive, with a urinary 

albumin to creatinine ratio of at least 200 mg/g (22.6 mg/mmol) prior to initiating treatment with this drug;or 
• Patient must have an estimated glomerular filtration rate of between 20 to 45 mL/min/1.73 m2 inclusive, with any level of 

urinary albumin to creatinine ratio prior to initiating treatment with this drug, AND 
• Patient must discontinue treatment with this drug prior to initiating renal replacement therapy, defined as dialysis or 

kidney transplant, AND 
• Patient must not be receiving treatment with another sodium-glucose co-transporter 2 (SGLT2) inhibitor, AND 
• Patient must be stabilised, for at least 4 weeks, on either:  

(i) an ACE inhibitor or (ii) an angiotensin II receptor antagonist, unless medically contraindicated, prior to initiation of 
combination therapy with this drug 

Patients with polycystic kidney disease, lupus nephritis or ANCA-associated vasculitis; patients requiring or with a recent 
history of cytotoxic or immunosuppressive therapy for kidney disease; and patients with an organ transplant are not eligible 
for treatment with this drug. 

empagliflozin 10 mg tablet, 30 
15253T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

N 2 5 0.00 *97.70 25.00  Jardiance [BY]   

 FRUQUINTINIB 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required (STREAMLINED) 
18516 
Metastatic colorectal cancer 
Treatment Phase: Initial PBS-subsidised treatment 
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Clinical criteria: 
• Patient must have/had a WHO performance status of 1 or less, prior to initiation of treatment with this drug for this 

condition, AND 
• Patient must not have previously received PBS-subsidised treatment with this drug for this PBS indication;or 
• Patient must be each of:  

(i) currently receiving non-PBS-subsidised supply for this drug for this PBS indication, (ii) untreated with this drug at the 
time that non-PBS-subsidised supply was commenced, (iii) free of disease progression since commencing non-PBS-
subsidised supply, AND 

• Patient must have been previously treated with or not considered a candidate for treatment with fluoropyrimidine, 
oxaliplatin, irinotecan-based chemotherapies, an anti-vascular endothelial growth factor (anti-VEGF) agent and an anti-
epidermal growth factor receptor (anti-EGFR) agent for this condition, AND 

• The treatment must be the sole PBS-subsidised therapy for this condition 
The patient's WHO performance status must be documented in the patient's medical records at the time the treatment is 
initiated. 

Note A patient may only qualify for PBS-subsidised treatment under this restriction once. Following completion of the initial PBS-
subsidised course, further applications for treatment will be assessed under the continuing treatment restriction. 

 

Authority Required (STREAMLINED) 
18520 
Metastatic colorectal cancer 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• The treatment must be the sole PBS-subsidised therapy for this condition, AND 
• Patient must have previously been treated with PBS-subsidised treatment with this drug for this condition, AND 
• Patient must not develop progressive disease whilst receiving PBS-subsidised treatment with this drug for this condition 

fruquintinib 1 mg capsule, 21 
15336E Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 4 5 0.00 *5438.96 25.00  Fruzaqla [TK]   

fruquintinib 5 mg capsule, 21 
15344N Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 6757.93 25.00  Fruzaqla [TK]   

 GALCANEZUMAB 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required (STREAMLINED) 
14563 
Treatment-resistant migraine 
Treatment Phase: Continuing treatment 
Treatment criteria: 
• Must be treated by a neurologist;or 
• Must be treated by a general practitioner in consultation with a neurologist, AND 
• Patient must not be undergoing concurrent treatment with the following PBS benefits:  

(i) botulinum toxin type A listed for this PBS indication, (ii) another drug in the same pharmacological class as this drug 
listed for this PBS indication. 

Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND 
• Patient must have achieved and maintained at least 50% reduction from baseline in the number of migraine headache 

days per month, AND 
• Patient must continue to be appropriately managed for medication overuse headache 
Patient must have the number of migraine headache days per month documented in their medical records. 

galcanezumab 120 mg/mL injection, 1 mL pen device 
12469G Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 523.36 25.00  Emgality [LY]   

 GALCANEZUMAB 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required (STREAMLINED) 
16104 
Treatment-resistant migraine 
Treatment Phase: Initial treatment 
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Treatment criteria: 
• Must be treated by a neurologist;or 
• Must be treated by a general practitioner in consultation with a neurologist, AND 
• Patient must not be undergoing concurrent treatment with the following PBS benefits:  

(i) botulinum toxin type A listed for this PBS indication, (ii) another drug in the same pharmacological class as this drug 
listed for this PBS indication. 

Clinical criteria: 
• Patient must have experienced at least 8 migraine headache days per month, over a period of at least 6 months, prior to 

commencement of treatment with this medicine for this condition, AND 
• Patient must have experienced an inadequate response, intolerance or a contraindication to at least three prophylactic 

migraine medications prior to commencement of treatment with this drug for this condition, AND 
• Patient must be appropriately managed by their practitioner for medication overuse headache, prior to initiation of 

treatment with this drug. 
Population criteria: 
• Patient must be at least 18 years of age 
Prophylactic migraine medications are propranolol, amitriptyline, pizotifen, candesartan, verapamil, nortriptyline, sodium 
valproate or topiramate. 
Patient must have the number of migraine headache days per month documented in their medical records. 

galcanezumab 120 mg/mL injection, 1 mL pen device 
12478R Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 2 1 0.00 *1037.94 25.00  Emgality [LY]   

 GOLIMUMAB 
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults 
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it 
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'. 
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are 
included within the term 'biological medicine'. 
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis. 
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', 
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be 
subsidised again. 
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a 
treatment failure. 
(1) Selecting the correct 'Treatment phase' listing to apply under 
Initiating subsidy: 
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or 
(ii) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been 
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in 
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last prescribed, 
(c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different 
biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the 
most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed between the 
2 non-rituximab bDMARDs administered before and after rituximab. 
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate. 
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological 
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine 
cannot be back to the same biological medicine where that medicine has provided an inadequate response. 
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at 
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD 
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where 
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab 
course. 
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. 
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement. 
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be 
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the 
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction 
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. 
Indicate where the adverse reaction has occurred in the authority application. 
Continuing subsidy: 



  

110  Schedule of Pharmaceutical Benefits – June 2026 

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and 
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment. 
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed. 
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same 
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine, 
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a 
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine. 
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops 
providing an adequate response, or the patient takes a break in treatment. 
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application 
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the 
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to 
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological 
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment. 
Balance of Supply listings: 
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are 
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the 
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply 
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a 
written-only authority application may not be practical in terms of providing timely access to continued treatment. 
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat 
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had 
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least 
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 
'Continuing treatment'. 
(2) Baseline measurements to determine response. 
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP 
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline 
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment 
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline, an 
ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is 
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the 
total number of active joints. Where the baseline is determined on total number of major joints, the response must be 
determined on the total number of major joints. 
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP 
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must 
be no more than 4 weeks old at the time of application. 
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of 
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the 
time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: First continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction, AND 
• The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly. 
Population criteria: 
• Patient must be at least 18 years of age 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
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(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will 
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: First continuing treatment - balance of supply 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 

restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

golimumab 50 mg/0.5 mL injection, 0.5 mL syringe 
3428K Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 1052.63 25.00  Simponi [JC]   

golimumab 50 mg/0.5 mL injection, 0.5 mL pen device 
11375Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 1052.63 25.00  Simponi [JC]   

 GOLIMUMAB 
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults 
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it 
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'. 
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are 
included within the term 'biological medicine'. 
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis. 
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', 
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be 
subsidised again. 
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive 
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multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a 
treatment failure. 
(1) Selecting the correct 'Treatment phase' listing to apply under 
Initiating subsidy: 
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or 
(ii) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been 
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in 
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last prescribed, 
(c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different 
biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the 
most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed between the 
2 non-rituximab bDMARDs administered before and after rituximab. 
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate. 
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological 
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine 
cannot be back to the same biological medicine where that medicine has provided an inadequate response. 
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at 
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD 
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where 
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab 
course. 
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. 
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement. 
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be 
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the 
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction 
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. 
Indicate where the adverse reaction has occurred in the authority application. 
Continuing subsidy: 
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and 
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment. 
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed. 
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same 
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine, 
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a 
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine. 
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops 
providing an adequate response, or the patient takes a break in treatment. 
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application 
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the 
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to 
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological 
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment. 
Balance of Supply listings: 
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are 
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the 
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply 
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a 
written-only authority application may not be practical in terms of providing timely access to continued treatment. 
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat 
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had 
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least 
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 
'Continuing treatment'. 
(2) Baseline measurements to determine response. 
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP 
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline 
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment 
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline, an 
ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is 
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the 
total number of active joints. Where the baseline is determined on total number of major joints, the response must be 
determined on the total number of major joints. 
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP 
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must 
be no more than 4 weeks old at the time of application. 
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Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of 
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the 
time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 

response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs) 
which must include at least 3 months continuous treatment with at least 2 DMARDs, one of which must be methotrexate 
at a dose of at least 20 mg weekly plus one of the following:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated 
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg 
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of:  
(i) hydroxychloroquine, (ii) leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved 
Product Information/cannot be tolerated at the doses specified above in addition to having a contraindication or 
intolerance to methotrexate: the remaining tolerated DMARD must be trialled at a minimum dose as mentioned above;or 

• Patient must have a contraindication/severe intolerance to each of:  
(i) methotrexate, (ii) hydroxychloroquine, (iii) leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the 
contraindications/severe intolerances claimed in the authority application, AND 

• Patient must not receive more than 16 weeks of treatment under this restriction, AND 
• The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly. 
Population criteria: 
• Patient must be at least 18 years of age 
If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg 
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate. 
The maximum tolerated dose of methotrexate must be documented in the application, if applicable. 
The application must include details of the DMARDs trialled, their doses and duration of treatment, and all relevant 
contraindications and/or intolerances including severity. 
The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents 
sequentially or by using one or more combinations of DMARDs, however the time on treatment must be at least 6 months. 
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of 
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs 
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided 
in the authority application. 
The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in 
all patients at the time of the initial application: 
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level 
greater than 15 mg per L; AND either 
(a) a total active joint count of at least 20 active (swollen and tender) joints; or 
(b) at least 4 active joints from the following list of major joints: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior 
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this 
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral 
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
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At the time of authority application, medical practitioners should request the appropriate number of vials to provide sufficient 
drug, based on the weight of the patient, for a single infusion. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
Initial treatment with an I.V. loading dose: Two completed authority prescriptions must be submitted with the initial 
application. One prescription must be for the I.V. loading dose for sufficient vials for one dose based on the patient's weight 
with no repeats. The second prescription must be written for the subcutaneous formulation, with a maximum quantity of 4 
and up to 3 repeats. 
Initial treatment with no loading dose: One completed authority prescription must be submitted with the initial application. 
The prescription must be written with a maximum quantity of 4 and up to 3 repeats. 
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be 
accepted where one is claimed. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition;or 
• Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active 

juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND 
• Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND 
• Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition 

5 times, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction, AND 
• The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly. 
Population criteria: 
• Patient must be at least 18 years of age 
Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic 
juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this 
restriction using existing baseline scores. 
Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide 
baseline disease severity indicators with this application, in addition to the response assessment outlined below. 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
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An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing 
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a 
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
Initial treatment with an I.V. loading dose: Two completed authority prescriptions must be submitted with the initial 
application. One prescription must be for the I.V. loading dose for sufficient vials for one dose based on the patient's weight 
with no repeats. The second prescription must be written for the subcutaneous formulation, with a maximum quantity of 4 
and up to 3 repeats. 
Initial treatment with no loading dose: One completed authority prescription must be submitted with the initial application. 
The prescription must be written with a maximum quantity of 4 and up to 3 repeats. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 
A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy 
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate 
biological medicine. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine 

for this condition, AND 
• Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND 
• Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition 

5 times, AND 
• The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour;or 
• The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND 
• The condition must have either:  

(a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4 active major joints, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction, AND 
• The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly. 
Population criteria: 
• Patient must be at least 18 years of age 
Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or 
hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement 
are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
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All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this 
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral 
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
Initial treatment with an I.V. loading dose: Two completed authority prescriptions must be submitted with the initial 
application. One prescription must be for the I.V. loading dose for sufficient vials for one dose based on the patient's weight 
with no repeats. The second prescription must be written for the subcutaneous formulation, with a maximum quantity of 4 
and up to 3 repeats. 
Initial treatment with no loading dose: One completed authority prescription must be submitted with the initial application. 
The prescription must be written with a maximum quantity of 4 and up to 3 repeats. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Balance of supply - Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a 
break in biological medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological 
medicine of more than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment;or 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16 
weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

golimumab 50 mg/0.5 mL injection, 0.5 mL syringe 
3426H Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 3 0.00 1052.63 25.00  Simponi [JC]   

golimumab 50 mg/0.5 mL injection, 0.5 mL pen device 
11372M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 3 0.00 1052.63 25.00  Simponi [JC]   
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 GUSELKUMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, 
tildrakizumab and ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological 
medicines' appears in notes and restrictions, it refers to adalimumab, bimekizumab, etanercept, guselkumab, infliximab, 
ixekizumab, risankizumab, secukinumab, tildrakizumab, and ustekinumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time. 
A patient who received PBS-subsidised adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, 
risankizumab, secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their 
first cycle as of 1 February 2019. 
A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where 
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological 
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological 
medicine as long as they sustain a response to therapy. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological 
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
A patient must be assessed for response to each course of treatment according to the criteria included in the relevant 
continuing treatment restriction. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before 
they are eligible to commence the next cycle. 
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was 
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the 
new cycle. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more than 
5 years may commence a new treatment cycle under Initial 3 treatment restriction. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of less than 
5 years may commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis. 
There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus 
psoriasis affecting the face, hands and feet. 
(1) Initial treatment. 
An application for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence 
such therapy (Initial 1 - New patient); or 
(ii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and 
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years). 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years). 
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab, 
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab, 24 
weeks of therapy for bimekizumab and 28 weeks of therapy for risankizumab, tildrakizumab and ustekinumab. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of their course of initial treatment to ensure uninterrupted biological medicine supply. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after 
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. It is recommended that a patient is reviewed for response following a 
minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be 
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deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab, adalimumab and etanercept only: 
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient 
is reviewed for response following a minimum of 12 weeks of therapy under the Initial 1 or Initial 2 treatment restrictions. 
For second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended that a 
patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion 
of the most recent course of treatment. 
(4) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater 
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5 
years who would need to requalify with respect to the indices of disease severity. 
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting 
in the necessity for permanent withdrawal of treatment. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that particular biological medicine within the same cycle or 
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal. 
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may provide 
new baseline PASI assessments any time that an initial or change or recommencement treatment application is submitted 
within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the PBS-
subsidised treatment. 
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be 
assessed for demonstration of response to treatment for the purposes of all continuing treatments. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy 
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of 
disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater 
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and 
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot. The PASI assessment must be no older than 4 weeks at the time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Whole body (new patient) 
Clinical criteria: 
• Patient must have severe chronic plaque psoriasis where lesions have been present for at least 6 months from the time 

of initial diagnosis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 

(PASI) assessment, to at least 2 of the following 6 treatments:  
(i) phototherapy (UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 
mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin 
at a dose of at least 0.4 mg per kg per day for at least 6 weeks; (v) apremilast at a dose of 30 mg twice a day for at least 
6 weeks; (vi) deucravacitinib at a dose of 6 mg once daily for at least 6 weeks, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 20 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
Where treatment with methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin is contraindicated according to the 
relevant TGA-approved Product Information, or where phototherapy is contraindicated, details must be provided at the time 
of application. 
Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin 
developed during the relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details 
of the degree of this toxicity must be provided at the time of application. 
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Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, 
deucravacitinib, acitretin or phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to 
achieve an adequate response is met. 
The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the 
patient at the time of the application: 
(a) A current Psoriasis Area and Severity Index (PASI) score of greater than 15, as assessed, preferably whilst still on 
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment. 
(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer 
than 4 weeks following cessation of each course of treatment. 
(c) The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of 
assessment of the patient's condition, AND 
(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement 
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin can be found on 
the Services Australia website (www.servicesaustralia.gov.au). 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 2, Whole body (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for 

this condition within this treatment cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 20 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as: 
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when 
compared with the baseline value for this treatment cycle. 
An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to recommence 
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
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biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of assessment of 
the patient's condition, AND 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 3, Whole body (recommencement of treatment after a break in biological medicine 
of more than 5 years) 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must have a current Psoriasis Area and Severity Index (PASI) score of greater than 15, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 20 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets including the dates of assessment of the patient's condition. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
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Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Face, hand, foot (new patient) 
Clinical criteria: 
• Patient must have severe chronic plaque psoriasis of the face, or palm of a hand or sole of a foot where the plaque or 

plaques have been present for at least 6 months from the time of initial diagnosis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 

(PASI) assessment, to at least 2 of the following 6 treatments:  
(i) phototherapy (UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 
mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin 
at a dose of at least 0.4 mg per kg per day for at least 6 weeks; (v) apremilast at a dose of 30 mg twice a day for at least 
6 weeks; (vi) deucravacitinib at a dose of 6 mg once daily for at least 6 weeks, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 20 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
Where treatment with methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin is contraindicated according to the 
relevant TGA-approved Product Information, or where phototherapy is contraindicated, details must be provided at the time 
of application. 
Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin 
developed during the relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details 
of the degree of this toxicity must be provided at the time of application. 
Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, 
deucravacitinib, acitretin or phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to 
achieve an adequate response is met. 
The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the 
patient at the time of the application: 
(a) Chronic plaque psoriasis classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot 
where: 
(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling are 
rated as severe or very severe, as assessed, preferably whilst still on treatment, but no longer than 4 weeks following 
cessation of the most recent prior treatment; or 
(ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a foot, as assessed, preferably whilst still on 
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment; 
(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer 
than 4 weeks following cessation of each course of treatment. 
(c) The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets, and the face, hand, foot 
area diagrams including the dates of assessment of the patient's condition, AND 
(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement 
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin can be found on 
the Services Australia website (www.servicesaustralia.gov.au). 
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Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 2, Face, hand, foot (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for 

this condition within this treatment cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 20 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing: 
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and 
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or 
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this 
treatment cycle. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to recommence 
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets, and the face, hand, foot area 
diagrams including the dates of assessment of the patient's condition, AND 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
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Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 3, Face, hand, foot (recommencement of treatment after a break in biological 
medicine of more than 5 years) 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must be classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot 

where:  
(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling 
are rated as severe or very severe; or (ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 20 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets, and the face, hand, foot area diagrams including the dates of assessment of the patient's 
condition. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Balance of supply - Initial treatment - Initial 1, Whole body or Face, hand, foot (new patient) or Initial 2, 
Whole body or Face, hand, foot (change or recommencement of treatment after a break in biological medicine of less than 5 
years) or Initial 3, Whole body or Face, hand, foot (recommencement of treatment after a break in biological medicine of 
more than 5 years) 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1, Whole body (new 

patient) restriction to complete 20 weeks treatment;or 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2, Whole body (change or 

recommencement of treatment after a break in biological medicine of less than 5 years ) restriction to complete 20 weeks 
treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3, Whole body 
(recommencement of treatment after a break in biological medicine of more than 5 years) restriction to complete 20 
weeks treatment;or 
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• Patient must have received insufficient therapy with this drug for this condition under the Initial 1, Face, hand, foot (new 
patient) restriction to complete 20 weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 2, Face, hand, foot 
(change or recommencement of treatment after a break in biological medicine of less than 5 years) restriction to 
complete 20 weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3, Face, hand, foot 
(recommencement of treatment after a break in biological medicine of more than 5 years) restriction to complete 20 
weeks treatment, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• The treatment must provide no more than the balance of up to 20 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a dermatologist 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Whole body 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as: 
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when 
compared with the baseline value for this treatment cycle. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheet including the date of the assessment of the patient's condition. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Face, hand, foot 
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Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing: 
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and 
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or 
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this 
treatment cycle. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets, and the face, hand, foot area diagrams including the dates of assessment of the patient's 
condition. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Balance of supply - Continuing treatment, Whole body or Continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the continuing treatment, Whole body restriction to 

complete 24 weeks treatment;or 
• Patient must have received insufficient therapy with this drug under the continuing treatment, Face, hand, foot restriction 

to complete 24 weeks treatment, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a dermatologist 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

guselkumab 100 mg/mL injection, 1 x 1 mL syringe 
11614G Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 2 0.00 3615.82 25.00  Tremfya [JC]   
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 INFLIXIMAB 
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults 
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it 
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'. 
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are 
included within the term 'biological medicine'. 
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis. 
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', 
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be 
subsidised again. 
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a 
treatment failure. 
(1) Selecting the correct 'Treatment phase' listing to apply under 
Initiating subsidy: 
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or 
(ii) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been 
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in 
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last prescribed, 
(c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different 
biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the 
most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed between the 
2 non-rituximab bDMARDs administered before and after rituximab. 
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate. 
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological 
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine 
cannot be back to the same biological medicine where that medicine has provided an inadequate response. 
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at 
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD 
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where 
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab 
course. 
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. 
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement. 
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be 
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the 
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction 
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. 
Indicate where the adverse reaction has occurred in the authority application. 
Continuing subsidy: 
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and 
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment. 
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed. 
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same 
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine, 
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a 
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine. 
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops 
providing an adequate response, or the patient takes a break in treatment. 
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application 
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the 
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to 
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological 
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment. 
Balance of Supply listings: 
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are 
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the 
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply 
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a 
written-only authority application may not be practical in terms of providing timely access to continued treatment. 
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat 
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had 
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least 
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 
'Continuing treatment'. 
(2) Baseline measurements to determine response. 
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Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP 
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline 
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment 
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline, an 
ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is 
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the 
total number of active joints. Where the baseline is determined on total number of major joints, the response must be 
determined on the total number of major joints. 
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP 
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must 
be no more than 4 weeks old at the time of application. 
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of 
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the 
time of application. 

Note Where there is already an approved authority prescription for the IV formulation, an authority application for this 
subcutaneously administered form can be made under one of: 
(1) The Balance of Supply listing - apply under this listing if the treatment phase (Initial treatment, First Continuing treatment, 
Subsequent Continuing treatment) is yet to be completed; the following authority application is to be under a Continuing 
treatment listing. 
(2) A Continuing treatment listing - apply under one of these types of listings where a treatment phase is concluding/has 
concluded; this typically occurs for the dose due at treatment week 16, 40, 64, 88 etc. 

Note The application should indicate which formulation eg. pre-filled pen or pre-filled syringe to ensure appropriate item is 
approved. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment with the subcutaneous form where a concurrent PBS authority application for the 
intravenously (IV) administered formulation is being made 
Treatment criteria: 
• Must be treated by a specialist prescriber who is the same prescriber completing the PBS authority application for the IV 

administered formulation of this drug/biological medicine, AND 
• Patient must be undergoing treatment with this benefit where:  

(i) there is a concurrent PBS authority application for the IV administered formulation submitted for approval, (ii) the 
concurrent PBS authority application is approved/in the process of being approved. 

Population criteria: 
• Patient must be at least 18 years of age 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
The PBS administrator will confirm that: 
(i) there is a concurrent authority application for the intravenous (IV) formulation of this benefit for the patient; 
(ii) the concurrent authority application for the IV formulation is to be approved before approving this authority application. 

infliximab 120 mg/mL injection, 1 mL syringe 
12576X Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 2 2 0.00 *760.24 25.00  Remsima SC [EW]   

infliximab 120 mg/mL injection, 1 mL pen device 
12577Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 2 2 0.00 *578.68 25.00  Remsima SC [EW]   
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 INFLIXIMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, 
tildrakizumab and ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological 
medicines' appears in notes and restrictions, it refers to adalimumab, bimekizumab, etanercept, guselkumab, infliximab, 
ixekizumab, risankizumab, secukinumab, tildrakizumab, and ustekinumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time. 
A patient who received PBS-subsidised adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, 
risankizumab, secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their 
first cycle as of 1 February 2019. 
A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where 
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological 
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological 
medicine as long as they sustain a response to therapy. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological 
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
A patient must be assessed for response to each course of treatment according to the criteria included in the relevant 
continuing treatment restriction. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before 
they are eligible to commence the next cycle. 
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was 
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the 
new cycle. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more than 
5 years may commence a new treatment cycle under Initial 3 treatment restriction. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of less than 
5 years may commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis. 
There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus 
psoriasis affecting the face, hands and feet. 
(1) Initial treatment. 
An application for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence 
such therapy (Initial 1 - New patient); or 
(ii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and 
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years). 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years). 
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab, 
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab, 24 
weeks of therapy for bimekizumab and 28 weeks of therapy for risankizumab, tildrakizumab and ustekinumab. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of their course of initial treatment to ensure uninterrupted biological medicine supply. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after 
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. It is recommended that a patient is reviewed for response following a 
minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be 
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deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab, adalimumab and etanercept only: 
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient 
is reviewed for response following a minimum of 12 weeks of therapy under the Initial 1 or Initial 2 treatment restrictions. 
For second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended that a 
patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion 
of the most recent course of treatment. 
(4) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater 
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5 
years who would need to requalify with respect to the indices of disease severity. 
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting 
in the necessity for permanent withdrawal of treatment. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that particular biological medicine within the same cycle or 
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal. 
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may provide 
new baseline PASI assessments any time that an initial or change or recommencement treatment application is submitted 
within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the PBS-
subsidised treatment. 
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be 
assessed for demonstration of response to treatment for the purposes of all continuing treatments. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy 
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of 
disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater 
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and 
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot. The PASI assessment must be no older than 4 weeks at the time of application. 

Note Where there is already an approved authority prescription for the IV formulation, an authority application for this 
subcutaneously administered form can be made under one of: 
(1) The Balance of Supply listing - apply under this listing if the treatment phase (Initial treatment, First Continuing treatment, 
Subsequent Continuing treatment) is yet to be completed; the following authority application is to be under a Continuing 
treatment listing. 
(2) A Continuing treatment listing - apply under one of these types of listings where a treatment phase is concluding/has 
concluded; this typically occurs for the dose due at treatment week 16, 40, 64, 88 etc. 

Note The application should indicate which formulation eg. pre-filled pen or pre-filled syringe to ensure appropriate item is 
approved. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment with the subcutaneous form where a concurrent PBS authority application for the 
intravenously (IV) administered formulation is being made 
Treatment criteria: 
• Must be treated by a specialist prescriber who is the same prescriber completing the PBS authority application for the IV 

administered formulation of this drug/biological medicine, AND 
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• Patient must be undergoing treatment with this benefit where:  
(i) there is a concurrent PBS authority application for the IV administered formulation submitted for approval, (ii) the 
concurrent PBS authority application is approved/in the process of being approved. 

Population criteria: 
• Patient must be at least 18 years of age 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
The PBS administrator will confirm that: 
(i) there is a concurrent authority application for the intravenous (IV) formulation of this benefit for the patient; 
(ii) the concurrent authority application for the IV formulation is to be approved before approving this authority application. 

infliximab 120 mg/mL injection, 1 mL pen device 
13062L Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 2 2 0.00 *578.68 25.00  Remsima SC [EW]   

infliximab 120 mg/mL injection, 1 mL syringe 
13067R Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 2 2 0.00 *760.24 25.00  Remsima SC [EW]   

 IXEKIZUMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, 
tildrakizumab and ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological 
medicines' appears in notes and restrictions, it refers to adalimumab, bimekizumab, etanercept, guselkumab, infliximab, 
ixekizumab, risankizumab, secukinumab, tildrakizumab, and ustekinumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time. 
A patient who received PBS-subsidised adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, 
risankizumab, secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their 
first cycle as of 1 February 2019. 
A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where 
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological 
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological 
medicine as long as they sustain a response to therapy. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological 
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
A patient must be assessed for response to each course of treatment according to the criteria included in the relevant 
continuing treatment restriction. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before 
they are eligible to commence the next cycle. 
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was 
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the 
new cycle. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more than 
5 years may commence a new treatment cycle under Initial 3 treatment restriction. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of less than 
5 years may commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis. 
There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus 
psoriasis affecting the face, hands and feet. 
(1) Initial treatment. 
An application for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence 
such therapy (Initial 1 - New patient); or 
(ii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and 
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or 
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(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years). 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years). 
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab, 
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab, 24 
weeks of therapy for bimekizumab and 28 weeks of therapy for risankizumab, tildrakizumab and ustekinumab. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of their course of initial treatment to ensure uninterrupted biological medicine supply. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after 
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. It is recommended that a patient is reviewed for response following a 
minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be 
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab, adalimumab and etanercept only: 
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient 
is reviewed for response following a minimum of 12 weeks of therapy under the Initial 1 or Initial 2 treatment restrictions. 
For second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended that a 
patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion 
of the most recent course of treatment. 
(4) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater 
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5 
years who would need to requalify with respect to the indices of disease severity. 
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting 
in the necessity for permanent withdrawal of treatment. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that particular biological medicine within the same cycle or 
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal. 
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may provide 
new baseline PASI assessments any time that an initial or change or recommencement treatment application is submitted 
within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the PBS-
subsidised treatment. 
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be 
assessed for demonstration of response to treatment for the purposes of all continuing treatments. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy 
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of 
disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater 
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and 
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot. The PASI assessment must be no older than 4 weeks at the time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Whole body 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
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• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as: 
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when 
compared with the baseline value for this treatment cycle. 
The authority application must be made in writing and must include: 
(a) details of the proposed prescription(s), AND 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the completed Psoriasis Area and Severity Index (PASI) calculation sheet including the date of the assessment of the 
patient's condition. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing: 
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and 
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or 
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this 
treatment cycle. 
The authority application must be made in writing and must include: 
(a) details of the proposed prescription(s), AND 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the completed Psoriasis Area and Severity Index (PASI) calculation sheet and face, hand, foot area diagrams including the 
date of the assessment of the patient's condition. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
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An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Balance of supply - Continuing treatment, Whole body or Continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the continuing treatment, Whole body restriction to 

complete 24 weeks treatment;or 
• Patient must have received insufficient therapy with this drug under the continuing treatment, Face, hand, foot restriction 

to complete 24 weeks treatment, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a dermatologist 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

ixekizumab 80 mg/mL injection, 2 x 1 mL pen devices 
11033Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 2 0.00 3259.93 25.00  Taltz [LY]   

 IXEKIZUMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, 
tildrakizumab and ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological 
medicines' appears in notes and restrictions, it refers to adalimumab, bimekizumab, etanercept, guselkumab, infliximab, 
ixekizumab, risankizumab, secukinumab, tildrakizumab, and ustekinumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time. 
A patient who received PBS-subsidised adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, 
risankizumab, secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their 
first cycle as of 1 February 2019. 
A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where 
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological 
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological 
medicine as long as they sustain a response to therapy. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological 
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
A patient must be assessed for response to each course of treatment according to the criteria included in the relevant 
continuing treatment restriction. 
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Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before 
they are eligible to commence the next cycle. 
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was 
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the 
new cycle. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more than 
5 years may commence a new treatment cycle under Initial 3 treatment restriction. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of less than 
5 years may commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis. 
There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus 
psoriasis affecting the face, hands and feet. 
(1) Initial treatment. 
An application for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence 
such therapy (Initial 1 - New patient); or 
(ii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and 
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years). 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years). 
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab, 
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab, 24 
weeks of therapy for bimekizumab and 28 weeks of therapy for risankizumab, tildrakizumab and ustekinumab. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of their course of initial treatment to ensure uninterrupted biological medicine supply. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after 
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. It is recommended that a patient is reviewed for response following a 
minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be 
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab, adalimumab and etanercept only: 
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient 
is reviewed for response following a minimum of 12 weeks of therapy under the Initial 1 or Initial 2 treatment restrictions. 
For second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended that a 
patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion 
of the most recent course of treatment. 
(4) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater 
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5 
years who would need to requalify with respect to the indices of disease severity. 
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting 
in the necessity for permanent withdrawal of treatment. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that particular biological medicine within the same cycle or 
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal. 
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may provide 
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new baseline PASI assessments any time that an initial or change or recommencement treatment application is submitted 
within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the PBS-
subsidised treatment. 
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be 
assessed for demonstration of response to treatment for the purposes of all continuing treatments. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy 
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of 
disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater 
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and 
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot. The PASI assessment must be no older than 4 weeks at the time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Whole body (new patient) 
Clinical criteria: 
• Patient must have severe chronic plaque psoriasis where lesions have been present for at least 6 months from the time 

of initial diagnosis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 

(PASI) assessment, to at least 2 of the following 6 treatments:  
(i) phototherapy (UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 
mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin 
at a dose of at least 0.4 mg per kg per day for at least 6 weeks; (v) apremilast at a dose of 30 mg twice a day for at least 
6 weeks; (vi) deucravacitinib at a dose of 6 mg once daily for at least 6 weeks, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
Where treatment with methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin is contraindicated according to the 
relevant TGA-approved Product Information, or where phototherapy is contraindicated, details must be provided at the time 
of application. 
Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin 
developed during the relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details 
of the degree of this toxicity must be provided at the time of application. 
Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, 
deucravacitinib, acitretin or phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to 
achieve an adequate response is met. 
The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the 
patient at the time of the application: 
(a) A current Psoriasis Area and Severity Index (PASI) score of greater than 15, as assessed, preferably whilst still on 
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment. 
(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer 
than 4 weeks following cessation of each course of treatment. 
(c) The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of 
assessment of the patient's condition, AND 
(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
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Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement 
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin can be found on 
the Services Australia website (www.servicesaustralia.gov.au). 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 2, Whole body (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for 

this condition within this treatment cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as: 
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when 
compared with the baseline value for this treatment cycle. 
An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to recommence 
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of assessment of 
the patient's condition, AND 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
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Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 3, Whole body (recommencement of treatment after a break in biological medicine 
of more than 5 years) 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must have a current Psoriasis Area and Severity Index (PASI) score of greater than 15, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets including the dates of assessment of the patient's condition. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Face, hand, foot (new patient) 
Clinical criteria: 
• Patient must have severe chronic plaque psoriasis of the face, or palm of a hand or sole of a foot where the plaque or 

plaques have been present for at least 6 months from the time of initial diagnosis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 

(PASI) assessment, to at least 2 of the following 6 treatments:  
(i) phototherapy (UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 
mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin 
at a dose of at least 0.4 mg per kg per day for at least 6 weeks; (v) apremilast at a dose of 30 mg twice a day for at least 
6 weeks; (vi) deucravacitinib at a dose of 6 mg once daily for at least 6 weeks, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
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Where treatment with methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin is contraindicated according to the 
relevant TGA-approved Product Information, or where phototherapy is contraindicated, details must be provided at the time 
of application. 
Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin 
developed during the relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details 
of the degree of this toxicity must be provided at the time of application. 
Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, 
deucravacitinib, acitretin or phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to 
achieve an adequate response is met. 
The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the 
patient at the time of the application: 
(a) Chronic plaque psoriasis classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot 
where: 
(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling are 
rated as severe or very severe, as assessed, preferably whilst still on treatment, but no longer than 4 weeks following 
cessation of the most recent prior treatment; or 
(ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a foot, as assessed, preferably whilst still on 
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment; 
(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer 
than 4 weeks following cessation of each course of treatment. 
(c) The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets, and the face, hand, foot 
area diagrams including the dates of assessment of the patient's condition, AND 
(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement 
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin can be found on 
the Services Australia website (www.servicesaustralia.gov.au). 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 2, Face, hand, foot (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for 

this condition within this treatment cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
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Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing: 
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and 
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or 
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this 
treatment cycle. 
An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to recommence 
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets, and the face, hand, foot area 
diagrams including the dates of assessment of the patient's condition, AND 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 3, Face, hand, foot (recommencement of treatment after a break in biological 
medicine of more than 5 years) 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must be classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot 

where:  
(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling 
are rated as severe or very severe; or (ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
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(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets, and the face, hand, foot area diagrams including the dates of assessment of the patient's 
condition. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Balance of supply - Initial treatment - Initial 1, Whole body or Face, hand, foot (new patient) or Initial 2, 
Whole body or Face, hand, foot (change or re-commencement of treatment after a break in biological medicine of less than 
5 years) or Initial 3, Whole body or Face, hand, foot (re-commencement of treatment after a break in biological medicine of 
more than 5 years) 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1, Whole body (new 

patient) restriction to complete 16 weeks treatment;or 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2, Whole body (change or 

recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 16 weeks 
treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3, Whole body 
(recommencement of treatment after a break in biological medicine of more than 5 years) restriction to complete 16 
weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 1, Face, hand, foot (new 
patient) restriction to complete 16 weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 2, Face, hand, foot 
(change or recommencement of treatment after a break in biological medicine of less than 5 years) restriction to 
complete 16 weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3, Face, hand, foot 
(recommencement of treatment after a break in biological medicine of more than 5 years) restriction to complete 16 
weeks treatment, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a dermatologist 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

ixekizumab 80 mg/mL injection, 2 x 1 mL pen devices 
11032P Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 3 0.00 3259.93 25.00  Taltz [LY]   

 MAVACAMTEN 
Caution The patient's condition should be assessed prior to receiving treatment and closely monitored throughout the treatment 

period. 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 
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Authority Required 
Symptomatic obstructive hypertrophic cardiomyopathy 
Treatment Phase: First continuing treatment (until at least 6 months on optimal dose is achieved) 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition under the initial 

treatment restriction, AND 
• Patient must be undergoing concomitant treatment with at least one of:  

(i) a beta-blocker (ii) non-dihydropyridine calcium channel blocker, unless at least one of the following is present: (a) a 
contraindication to beta-blocker and/or non-dihydropyridine calcium channel blocker therapy as listed in the TGA 
approved Product Information; (b) an intolerance to beta-blocker and/or non-dihydropyridine calcium channel blocker 
therapy, AND 

• Patient must have a current left ventricular ejection fraction (LVEF) of no less than 50%, AND 
• Patient must be titrating mavacamten treatment until optimal dose is achieved;or 
• Patient must be continuing mavacamten treatment to reach at least 6 months on the optimal dose prior to assessing the 

response. 
Treatment criteria: 
• Must be treated by a cardiologist;or 
• Must be treated by a consultant physician with experience in the management of hypertrophic cardiomyopathy 
The assessment of response must be conducted after at least 6 months on optimal dose to determine the patient's eligibility 
for maintenance treatment. Where an assessment is not undertaken, the patient will not be eligible for ongoing treatment. 
This treatment phase listing intends to provide up to 36 weeks of treatment in 3 treatment courses. 
For the purposes of this restriction, an adequate response to treatment is defined as: an improvement in at least one of the 
following: (i) symptoms, (ii) quality of life, (iii) exercise capacity, (iv) peak left ventricular outflow tract (LVOT) gradient. 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

mavacamten 10 mg capsule, 28 
14137C Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 2 0.00 2323.63 25.00  Camzyos [BQ]   

mavacamten 15 mg capsule, 28 
14139E Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 2 0.00 2323.63 25.00  Camzyos [BQ]   

 MAVACAMTEN 
Caution The patient's condition should be assessed prior to receiving treatment and closely monitored throughout the treatment 

period. 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Symptomatic obstructive hypertrophic cardiomyopathy 
Treatment Phase: Initial treatment (covering the first 12 weeks of therapy) 
Clinical criteria: 
• Patient must have confirmed left ventricular hypertrophy due to hypertrophic cardiomyopathy, AND 
• Patient must have maximal end-diastolic left ventricular wall thickness which is at least one of either:  

(i) no less than 15 mm; (ii) no less than 13 mm if patient has familial hypertrophic cardiomyopathy (at least one first 
degree relative with a diagnosis of hypertrophic cardiomyopathy), AND 

• Patient must have confirmed peak left ventricular outflow tract (LVOT) gradient of no less than 50 mm Hg which is 
measured either:  
(i) at rest; (ii) after provocation with at least one of (a) Valsalva manoeuvre, (b) exercise, AND 

• Patient must have a current left ventricular ejection fraction (LVEF) of no less than 55%, AND 
• Patient must have had prior treatments with each of a (i) beta-blocker and (ii) non-dihydropyridine calcium channel 

blocker, unless at least one of the following is present:  
(a) a contraindication to beta-blocker and/or non-dihydropyridine calcium channel blocker therapy as listed in the TGA 
approved Product Information; (b) an intolerance to beta-blocker and/or non-dihydropyridine calcium channel blocker 
therapy, AND 

• Patient must be undergoing concomitant treatment with at least one of:  
(i) a beta-blocker (ii) non-dihydropyridine calcium channel blocker, unless at least one of the following is present: (a) a 
contraindication to beta-blocker and/or non-dihydropyridine calcium channel blocker therapy as listed in the TGA 
approved Product Information; (b) an intolerance to beta-blocker and/or non-dihydropyridine calcium channel blocker 
therapy, AND 

• Patient must be symptomatic with NYHA classes II or III. 
Treatment criteria: 
• Must be treated by a cardiologist;or 
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• Must be treated by a consultant physician with experience in the management of hypertrophic cardiomyopathy. 
Population criteria: 
• Patient must be at least 18 years of age 
The authority application must be made in writing and must include all the following: 
(1) Details of the proposed prescription, AND 
(2) A completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
(3) The details of the echocardiogram and/ or cardiac magnetic resonance imaging (MRI) report confirming the diagnosis of 
hypertrophic cardiomyopathy (HCM). State all the following: 
(a) the date, unique identifying number/code or provider number of the report; 
(b) the left ventricular wall thickness in millimetres (mm). 
(4) The details of a genotyping test report if the patient had been tested. State all the following: 
(a) the date, unique identifying number/code or provider number of the report; 
(b) if a gene has been identified that is associated with HCM; 
(c) if any first-degree family relative has a confirmed diagnosis of HCM. 
(5) The details of the LVOT gradient report. State all the following: 
(a) the date, unique identifying number/code or provider number of the report; 
(b) the measured LVOT gradient; 
(c) how the LVOT gradient was measured (rest, Valsalva manoeuvre or exercise). 
(6) NYHA status. 
(7) The current beta-blocker or non-dihydropyridine calcium channel blocker (either diltiazem or verapamil only) therapy if 
applicable. 
(8) Prior beta-blocker or non-dihydropyridine calcium channel blocker trials, including: 
(a) if the patient is currently taking beta-blocker therapy, state the previous therapy with non-dihydropyridine calcium 
channel blocker that was trialled confirming that it was not effective; 
(b) if the patient is currently taking non-dihydropyridine calcium channel blocker therapy, state the previous therapy with 
beta-blocker that was trialled confirming that it was not effective; 
(c) if there is contraindication or intolerance to beta-blocker and/or non-dihydropyridine calcium channel blocker therapy as 
listed in the TGA approved Product Information, specify the details. 
All results and reports must be documented in the patient's medical records. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Symptomatic obstructive hypertrophic cardiomyopathy 
Treatment Phase: First continuing treatment (until at least 6 months on optimal dose is achieved) 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition under the initial 

treatment restriction, AND 
• Patient must be undergoing concomitant treatment with at least one of:  

(i) a beta-blocker (ii) non-dihydropyridine calcium channel blocker, unless at least one of the following is present: (a) a 
contraindication to beta-blocker and/or non-dihydropyridine calcium channel blocker therapy as listed in the TGA 
approved Product Information; (b) an intolerance to beta-blocker and/or non-dihydropyridine calcium channel blocker 
therapy, AND 

• Patient must have a current left ventricular ejection fraction (LVEF) of no less than 50%, AND 
• Patient must be titrating mavacamten treatment until optimal dose is achieved;or 
• Patient must be continuing mavacamten treatment to reach at least 6 months on the optimal dose prior to assessing the 

response. 
Treatment criteria: 
• Must be treated by a cardiologist;or 
• Must be treated by a consultant physician with experience in the management of hypertrophic cardiomyopathy 
The assessment of response must be conducted after at least 6 months on optimal dose to determine the patient's eligibility 
for maintenance treatment. Where an assessment is not undertaken, the patient will not be eligible for ongoing treatment. 
This treatment phase listing intends to provide up to 36 weeks of treatment in 3 treatment courses. 
For the purposes of this restriction, an adequate response to treatment is defined as: an improvement in at least one of the 
following: (i) symptoms, (ii) quality of life, (iii) exercise capacity, (iv) peak left ventricular outflow tract (LVOT) gradient. 



 

General Pharmaceutical Benefits  143 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

mavacamten 2.5 mg capsule, 28 
14135Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 2 0.00 2323.63 25.00  Camzyos [BQ]   

mavacamten 5 mg capsule, 28 
14117B Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 2 0.00 2323.63 25.00  Camzyos [BQ]   

 RISANKIZUMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, 
tildrakizumab and ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological 
medicines' appears in notes and restrictions, it refers to adalimumab, bimekizumab, etanercept, guselkumab, infliximab, 
ixekizumab, risankizumab, secukinumab, tildrakizumab, and ustekinumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time. 
A patient who received PBS-subsidised adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, 
risankizumab, secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their 
first cycle as of 1 February 2019. 
A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where 
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological 
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological 
medicine as long as they sustain a response to therapy. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological 
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
A patient must be assessed for response to each course of treatment according to the criteria included in the relevant 
continuing treatment restriction. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before 
they are eligible to commence the next cycle. 
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was 
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the 
new cycle. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more than 
5 years may commence a new treatment cycle under Initial 3 treatment restriction. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of less than 
5 years may commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis. 
There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus 
psoriasis affecting the face, hands and feet. 
(1) Initial treatment. 
An application for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence 
such therapy (Initial 1 - New patient); or 
(ii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and 
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years). 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years). 
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab, 
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab, 24 
weeks of therapy for bimekizumab and 28 weeks of therapy for risankizumab, tildrakizumab and ustekinumab. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of their course of initial treatment to ensure uninterrupted biological medicine supply. 
(2) Assessment of response to initial treatment. 
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When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after 
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. It is recommended that a patient is reviewed for response following a 
minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be 
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab, adalimumab and etanercept only: 
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient 
is reviewed for response following a minimum of 12 weeks of therapy under the Initial 1 or Initial 2 treatment restrictions. 
For second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended that a 
patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion 
of the most recent course of treatment. 
(4) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater 
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5 
years who would need to requalify with respect to the indices of disease severity. 
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting 
in the necessity for permanent withdrawal of treatment. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that particular biological medicine within the same cycle or 
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal. 
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may provide 
new baseline PASI assessments any time that an initial or change or recommencement treatment application is submitted 
within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the PBS-
subsidised treatment. 
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be 
assessed for demonstration of response to treatment for the purposes of all continuing treatments. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy 
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of 
disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater 
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and 
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot. The PASI assessment must be no older than 4 weeks at the time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Whole body 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as: 
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when 
compared with the baseline value for this treatment cycle. 



 

General Pharmaceutical Benefits  145 

The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheet including the date of the assessment of the patient's condition. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing: 
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and 
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or 
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this 
treatment cycle. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets, and the face, hand, foot area diagrams including the dates of assessment of the patient's 
condition. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
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A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Balance of supply - Continuing treatment, Whole body or Continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the continuing treatment, Whole body restriction to 

complete 24 weeks treatment;or 
• Patient must have received insufficient therapy with this drug under the continuing treatment, Face, hand, foot restriction 

to complete 24 weeks treatment, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a dermatologist 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

risankizumab 150 mg/mL injection, 1 mL pen device 
14142H Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 1 0.00 5140.26 25.00  Skyrizi [VE]   

 RISANKIZUMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, 
tildrakizumab and ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological 
medicines' appears in notes and restrictions, it refers to adalimumab, bimekizumab, etanercept, guselkumab, infliximab, 
ixekizumab, risankizumab, secukinumab, tildrakizumab, and ustekinumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time. 
A patient who received PBS-subsidised adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, 
risankizumab, secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their 
first cycle as of 1 February 2019. 
A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where 
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological 
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological 
medicine as long as they sustain a response to therapy. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological 
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
A patient must be assessed for response to each course of treatment according to the criteria included in the relevant 
continuing treatment restriction. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before 
they are eligible to commence the next cycle. 
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was 
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the 
new cycle. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more than 
5 years may commence a new treatment cycle under Initial 3 treatment restriction. 
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A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of less than 
5 years may commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis. 
There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus 
psoriasis affecting the face, hands and feet. 
(1) Initial treatment. 
An application for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence 
such therapy (Initial 1 - New patient); or 
(ii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and 
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years). 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years). 
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab, 
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab, 24 
weeks of therapy for bimekizumab and 28 weeks of therapy for risankizumab, tildrakizumab and ustekinumab. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of their course of initial treatment to ensure uninterrupted biological medicine supply. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after 
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. It is recommended that a patient is reviewed for response following a 
minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be 
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab, adalimumab and etanercept only: 
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient 
is reviewed for response following a minimum of 12 weeks of therapy under the Initial 1 or Initial 2 treatment restrictions. 
For second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended that a 
patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion 
of the most recent course of treatment. 
(4) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater 
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5 
years who would need to requalify with respect to the indices of disease severity. 
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting 
in the necessity for permanent withdrawal of treatment. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that particular biological medicine within the same cycle or 
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal. 
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may provide 
new baseline PASI assessments any time that an initial or change or recommencement treatment application is submitted 
within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the PBS-
subsidised treatment. 
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be 
assessed for demonstration of response to treatment for the purposes of all continuing treatments. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy 
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of 
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disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater 
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and 
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot. The PASI assessment must be no older than 4 weeks at the time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Whole body (new patient) 
Clinical criteria: 
• Patient must have severe chronic plaque psoriasis where lesions have been present for at least 6 months from the time 

of initial diagnosis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 

(PASI) assessment, to at least 2 of the following 6 treatments:  
(i) phototherapy (UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 
mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin 
at a dose of at least 0.4 mg per kg per day for at least 6 weeks; (v) apremilast at a dose of 30 mg twice a day for at least 
6 weeks; (vi) deucravacitinib at a dose of 6 mg once daily for at least 6 weeks, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 28 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
Where treatment with methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin is contraindicated according to the 
relevant TGA-approved Product Information, or where phototherapy is contraindicated, details must be provided at the time 
of application. 
Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin 
developed during the relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details 
of the degree of this toxicity must be provided at the time of application. 
Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, 
deucravacitinib, acitretin or phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to 
achieve an adequate response is met. 
The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the 
patient at the time of the application: 
(a) A current Psoriasis Area and Severity Index (PASI) score of greater than 15, as assessed, preferably whilst still on 
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment. 
(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer 
than 4 weeks following cessation of each course of treatment. 
(c) The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of 
assessment of the patient's condition, AND 
(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
At the time of the authority application, medical practitioners should request to provide for an initial course of this drug for 
this condition sufficient for up to 28 weeks of therapy, at a dose of 150 mg for weeks 0 and 4, then 150 mg every 12 weeks 
thereafter. 

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement 
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin can be found on 
the Services Australia website (www.servicesaustralia.gov.au). 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
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Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 2, Whole body (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for 

this condition within this treatment cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 28 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as: 
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when 
compared with the baseline value for this treatment cycle. 
An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to recommence 
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of assessment of 
the patient's condition, AND 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 
At the time of the authority application, medical practitioners should request to provide for an initial course of this drug for 
this condition sufficient for up to 28 weeks of therapy, at a dose of 150 mg for weeks 0 and 4, then 150 mg every 12 weeks 
thereafter. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 
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Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 3, Whole body (recommencement of treatment after a break in biological medicine 
of more than 5 years) 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must have a current Psoriasis Area and Severity Index (PASI) score of greater than 15, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 28 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets including the dates of assessment of the patient's condition. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Face, hand, foot (new patient) 
Clinical criteria: 
• Patient must have severe chronic plaque psoriasis of the face, or palm of a hand or sole of a foot where the plaque or 

plaques have been present for at least 6 months from the time of initial diagnosis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 

(PASI) assessment, to at least 2 of the following 6 treatments:  
(i) phototherapy (UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 
mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin 
at a dose of at least 0.4 mg per kg per day for at least 6 weeks; (v) apremilast at a dose of 30 mg twice a day for at least 
6 weeks; (vi) deucravacitinib at a dose of 6 mg once daily for at least 6 weeks, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 28 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
Where treatment with methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin is contraindicated according to the 
relevant TGA-approved Product Information, or where phototherapy is contraindicated, details must be provided at the time 
of application. 
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Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin 
developed during the relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details 
of the degree of this toxicity must be provided at the time of application. 
Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, 
deucravacitinib, acitretin or phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to 
achieve an adequate response is met. 
The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the 
patient at the time of the application: 
(a) Chronic plaque psoriasis classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot 
where: 
(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling are 
rated as severe or very severe, as assessed, preferably whilst still on treatment, but no longer than 4 weeks following 
cessation of the most recent prior treatment; or 
(ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a foot, as assessed, preferably whilst still on 
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment; 
(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer 
than 4 weeks following cessation of each course of treatment. 
(c) The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets, and the face, hand, foot 
area diagrams including the dates of assessment of the patient's condition, AND 
(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
At the time of the authority application, medical practitioners should request to provide for an initial course of this drug for 
this condition sufficient for up to 28 weeks of therapy, at a dose of 150 mg for weeks 0 and 4, then 150 mg every 12 weeks 
thereafter. 

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement 
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin can be found on 
the Services Australia website (www.servicesaustralia.gov.au). 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 2, Face, hand, foot (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for 

this condition within this treatment cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 28 weeks of treatment under this restriction. 
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Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing: 
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and 
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or 
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this 
treatment cycle. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to recommence 
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets, and the face, hand, foot area 
diagrams including the dates of assessment of the patient's condition, AND 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 
At the time of the authority application, medical practitioners should request to provide for an initial course of this drug for 
this condition sufficient for up to 28 weeks of therapy, at a dose of 150 mg for weeks 0 and 4, then 150 mg every 12 weeks 
thereafter. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 3, Face, hand, foot (recommencement of treatment after a break in biological 
medicine of more than 5 years) 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must be classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot 

where:  
(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling 
are rated as severe or very severe; or (ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 28 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
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The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets, and the face, hand, foot area diagrams including the dates of assessment of the patient's 
condition. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Balance of supply - Initial treatment - Initial 1, Whole body or Face, hand, foot (new patient) or Initial 2, 
Whole body or Face, hand, foot (change or recommencement of treatment after a break in biological medicine of less than 5 
years) or Initial 3, Whole body or Face, hand, foot (recommencement of treatment after a break in biological medicine of 
more than 5 years) 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1, Whole body (new 

patient) restriction to complete 28 weeks treatment;or 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2, Whole body (change or 

recommencement of treatment after a break in biological medicine of less than 5 years ) restriction to complete 28 weeks 
treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3, Whole body 
(recommencement of treatment after a break in biological medicine of more than 5 years) restriction to complete 28 
weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 1, Face, hand, foot (new 
patient) restriction to complete 28 weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 2, Face, hand, foot 
(change or recommencement of treatment after a break in biological medicine of less than 5 years) restriction to 
complete 28 weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3, Face, hand, foot 
(recommencement of treatment after a break in biological medicine of more than 5 years) restriction to complete 28 
weeks treatment, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• The treatment must provide no more than the balance of up to 28 weeks treatment available under the above restriction. 
Treatment criteria: 
• Must be treated by a dermatologist 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

risankizumab 150 mg/mL injection, 1 mL pen device 
14111Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 2 0.00 5140.26 25.00  Skyrizi [VE]   

 SECUKINUMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS 
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The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, 
tildrakizumab and ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological 
medicines' appears in notes and restrictions, it refers to adalimumab, bimekizumab, etanercept, guselkumab, infliximab, 
ixekizumab, risankizumab, secukinumab, tildrakizumab, and ustekinumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time. 
A patient who received PBS-subsidised adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, 
risankizumab, secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their 
first cycle as of 1 February 2019. 
A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where 
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological 
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological 
medicine as long as they sustain a response to therapy. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological 
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
A patient must be assessed for response to each course of treatment according to the criteria included in the relevant 
continuing treatment restriction. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before 
they are eligible to commence the next cycle. 
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was 
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the 
new cycle. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more than 
5 years may commence a new treatment cycle under Initial 3 treatment restriction. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of less than 
5 years may commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis. 
There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus 
psoriasis affecting the face, hands and feet. 
(1) Initial treatment. 
An application for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence 
such therapy (Initial 1 - New patient); or 
(ii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and 
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years). 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years). 
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab, 
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab, 24 
weeks of therapy for bimekizumab and 28 weeks of therapy for risankizumab, tildrakizumab and ustekinumab. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of their course of initial treatment to ensure uninterrupted biological medicine supply. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after 
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. It is recommended that a patient is reviewed for response following a 
minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be 
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab, adalimumab and etanercept only: 
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For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient 
is reviewed for response following a minimum of 12 weeks of therapy under the Initial 1 or Initial 2 treatment restrictions. 
For second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended that a 
patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion 
of the most recent course of treatment. 
(4) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater 
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5 
years who would need to requalify with respect to the indices of disease severity. 
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting 
in the necessity for permanent withdrawal of treatment. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that particular biological medicine within the same cycle or 
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal. 
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may provide 
new baseline PASI assessments any time that an initial or change or recommencement treatment application is submitted 
within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the PBS-
subsidised treatment. 
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be 
assessed for demonstration of response to treatment for the purposes of all continuing treatments. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy 
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of 
disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater 
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and 
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot. The PASI assessment must be no older than 4 weeks at the time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Whole body 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as: 
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when 
compared with the baseline value for this treatment cycle. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheet including the date of the assessment of the patient's condition. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
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If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing: 
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and 
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or 
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this 
treatment cycle. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets, and the face, hand, foot area diagrams including the dates of assessment of the patient's 
condition. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 
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Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Balance of supply - Continuing treatment, Whole body or Continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the continuing treatment, Whole body restriction to 

complete 24 weeks treatment;or 
• Patient must have received insufficient therapy with this drug under the continuing treatment, Face, hand, foot restriction 

to complete 24 weeks treatment, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a dermatologist 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

secukinumab 150 mg/mL injection, 2 x 1 mL pen devices 
10425Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 1336.28 25.00  Cosentyx [NV]   

Secukinumab 300 mg/2 mL injection, 2 mL pen device 
14972B Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 1336.27 25.00  Cosentyx [NV]   

 SECUKINUMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, 
tildrakizumab and ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological 
medicines' appears in notes and restrictions, it refers to adalimumab, bimekizumab, etanercept, guselkumab, infliximab, 
ixekizumab, risankizumab, secukinumab, tildrakizumab, and ustekinumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time. 
A patient who received PBS-subsidised adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, 
risankizumab, secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their 
first cycle as of 1 February 2019. 
A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where 
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological 
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological 
medicine as long as they sustain a response to therapy. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological 
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
A patient must be assessed for response to each course of treatment according to the criteria included in the relevant 
continuing treatment restriction. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before 
they are eligible to commence the next cycle. 
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was 
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the 
new cycle. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more than 
5 years may commence a new treatment cycle under Initial 3 treatment restriction. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of less than 
5 years may commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis. 
There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus 
psoriasis affecting the face, hands and feet. 
(1) Initial treatment. 
An application for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence 
such therapy (Initial 1 - New patient); or 
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(ii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and 
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years). 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years). 
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab, 
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab, 24 
weeks of therapy for bimekizumab and 28 weeks of therapy for risankizumab, tildrakizumab and ustekinumab. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of their course of initial treatment to ensure uninterrupted biological medicine supply. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after 
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. It is recommended that a patient is reviewed for response following a 
minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be 
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab, adalimumab and etanercept only: 
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient 
is reviewed for response following a minimum of 12 weeks of therapy under the Initial 1 or Initial 2 treatment restrictions. 
For second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended that a 
patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion 
of the most recent course of treatment. 
(4) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater 
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5 
years who would need to requalify with respect to the indices of disease severity. 
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting 
in the necessity for permanent withdrawal of treatment. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that particular biological medicine within the same cycle or 
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal. 
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may provide 
new baseline PASI assessments any time that an initial or change or recommencement treatment application is submitted 
within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the PBS-
subsidised treatment. 
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be 
assessed for demonstration of response to treatment for the purposes of all continuing treatments. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy 
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of 
disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater 
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and 
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot. The PASI assessment must be no older than 4 weeks at the time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Whole body (new patient) 
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Clinical criteria: 
• Patient must have severe chronic plaque psoriasis where lesions have been present for at least 6 months from the time 

of initial diagnosis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 

(PASI) assessment, to at least 2 of the following 6 treatments:  
(i) phototherapy (UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 
mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin 
at a dose of at least 0.4 mg per kg per day for at least 6 weeks; (v) apremilast at a dose of 30 mg twice a day for at least 
6 weeks; (vi) deucravacitinib at a dose of 6 mg once daily for at least 6 weeks, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
Where treatment with methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin is contraindicated according to the 
relevant TGA-approved Product Information, or where phototherapy is contraindicated, details must be provided at the time 
of application. 
Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin 
developed during the relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details 
of the degree of this toxicity must be provided at the time of application. 
Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, 
deucravacitinib, acitretin or phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to 
achieve an adequate response is met. 
The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the 
patient at the time of the application: 
(a) A current Psoriasis Area and Severity Index (PASI) score of greater than 15, as assessed, preferably whilst still on 
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment. 
(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer 
than 4 weeks following cessation of each course of treatment. 
(c) The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of 
assessment of the patient's condition, AND 
(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement 
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin can be found on 
the Services Australia website (www.servicesaustralia.gov.au). 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
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Treatment Phase: Initial treatment - Initial 2, Whole body (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for 

this condition within this treatment cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as: 
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when 
compared with the baseline value for this treatment cycle. 
An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to recommence 
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of assessment of 
the patient's condition, AND 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 3, Whole body (recommencement of treatment after a break in biological medicine 
of more than 5 years) 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must have a current Psoriasis Area and Severity Index (PASI) score of greater than 15, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
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Treatment criteria: 
• Must be treated by a dermatologist 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets including the dates of assessment of the patient's condition. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Face, hand, foot (new patient) 
Clinical criteria: 
• Patient must have severe chronic plaque psoriasis of the face, or palm of a hand or sole of a foot where the plaque or 

plaques have been present for at least 6 months from the time of initial diagnosis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 

(PASI) assessment, to at least 2 of the following 6 treatments:  
(i) phototherapy (UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 
mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin 
at a dose of at least 0.4 mg per kg per day for at least 6 weeks; (v) apremilast at a dose of 30 mg twice a day for at least 
6 weeks; (vi) deucravacitinib at a dose of 6 mg once daily for at least 6 weeks, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
Where treatment with methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin is contraindicated according to the 
relevant TGA-approved Product Information, or where phototherapy is contraindicated, details must be provided at the time 
of application. 
Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin 
developed during the relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details 
of the degree of this toxicity must be provided at the time of application. 
Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, 
deucravacitinib, acitretin or phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to 
achieve an adequate response is met. 
The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the 
patient at the time of the application: 
(a) Chronic plaque psoriasis classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot 
where: 
(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling are 
rated as severe or very severe, as assessed, preferably whilst still on treatment, but no longer than 4 weeks following 
cessation of the most recent prior treatment; or 
(ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a foot, as assessed, preferably whilst still on 
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment; 
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(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer 
than 4 weeks following cessation of each course of treatment. 
(c) The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets, and the face, hand, foot 
area diagrams including the dates of assessment of the patient's condition, AND 
(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement 
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin can be found on 
the Services Australia website (www.servicesaustralia.gov.au). 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 2, Face, hand, foot (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for 

this condition within this treatment cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing: 
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and 
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or 
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this 
treatment cycle. 
An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to recommence 
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
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Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets, and the face, hand, foot area 
diagrams including the dates of assessment of the patient's condition, AND 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 3, Face, hand, foot (recommencement of treatment after a break in biological 
medicine of more than 5 years) 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must be classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot 

where:  
(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling 
are rated as severe or very severe; or (ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets, and the face, hand, foot area diagrams including the dates of assessment of the patient's 
condition. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
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Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

secukinumab 150 mg/mL injection, 2 x 1 mL pen devices 
10910F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 4 0 0.00 *5165.92 25.00  Cosentyx [NV]   

Secukinumab 300 mg/2 mL injection, 2 mL pen device 
15028Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 4 0 0.00 *5165.88 25.00  Cosentyx [NV]   

 TILDRAKIZUMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, 
tildrakizumab and ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological 
medicines' appears in notes and restrictions, it refers to adalimumab, bimekizumab, etanercept, guselkumab, infliximab, 
ixekizumab, risankizumab, secukinumab, tildrakizumab, and ustekinumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time. 
A patient who received PBS-subsidised adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, 
risankizumab, secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their 
first cycle as of 1 February 2019. 
A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where 
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological 
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological 
medicine as long as they sustain a response to therapy. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological 
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
A patient must be assessed for response to each course of treatment according to the criteria included in the relevant 
continuing treatment restriction. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before 
they are eligible to commence the next cycle. 
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was 
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the 
new cycle. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more than 
5 years may commence a new treatment cycle under Initial 3 treatment restriction. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of less than 
5 years may commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis. 
There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus 
psoriasis affecting the face, hands and feet. 
(1) Initial treatment. 
An application for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence 
such therapy (Initial 1 - New patient); or 
(ii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and 
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years). 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years). 
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An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab, 
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab, 24 
weeks of therapy for bimekizumab and 28 weeks of therapy for risankizumab, tildrakizumab and ustekinumab. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of their course of initial treatment to ensure uninterrupted biological medicine supply. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after 
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. It is recommended that a patient is reviewed for response following a 
minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be 
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab, adalimumab and etanercept only: 
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient 
is reviewed for response following a minimum of 12 weeks of therapy under the Initial 1 or Initial 2 treatment restrictions. 
For second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended that a 
patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion 
of the most recent course of treatment. 
(4) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater 
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5 
years who would need to requalify with respect to the indices of disease severity. 
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting 
in the necessity for permanent withdrawal of treatment. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that particular biological medicine within the same cycle or 
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal. 
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may provide 
new baseline PASI assessments any time that an initial or change or recommencement treatment application is submitted 
within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the PBS-
subsidised treatment. 
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be 
assessed for demonstration of response to treatment for the purposes of all continuing treatments. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy 
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of 
disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater 
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and 
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot. The PASI assessment must be no older than 4 weeks at the time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Whole body 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
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Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as: 
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when 
compared with the baseline value for this treatment cycle. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheet including the date of the assessment of the patient's condition. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing: 
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and 
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or 
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this 
treatment cycle. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets, and the face, hand, foot area diagrams including the dates of assessment of the patient's 
condition. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
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Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Balance of supply - Continuing treatment, Whole body or Continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the continuing treatment, Whole body restriction to 

complete 24 weeks treatment;or 
• Patient must have received insufficient therapy with this drug under the continuing treatment, Face, hand, foot restriction 

to complete 24 weeks treatment, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a dermatologist 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

tildrakizumab 100 mg/mL injection, 1 mL syringe 
11613F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 1 0.00 3117.48 25.00  Ilumya [RA]   

 TILDRAKIZUMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, 
tildrakizumab and ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological 
medicines' appears in notes and restrictions, it refers to adalimumab, bimekizumab, etanercept, guselkumab, infliximab, 
ixekizumab, risankizumab, secukinumab, tildrakizumab, and ustekinumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time. 
A patient who received PBS-subsidised adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, 
risankizumab, secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their 
first cycle as of 1 February 2019. 
A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where 
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological 
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological 
medicine as long as they sustain a response to therapy. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological 
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
A patient must be assessed for response to each course of treatment according to the criteria included in the relevant 
continuing treatment restriction. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before 
they are eligible to commence the next cycle. 
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The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was 
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the 
new cycle. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more than 
5 years may commence a new treatment cycle under Initial 3 treatment restriction. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of less than 
5 years may commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis. 
There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus 
psoriasis affecting the face, hands and feet. 
(1) Initial treatment. 
An application for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence 
such therapy (Initial 1 - New patient); or 
(ii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and 
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years). 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years). 
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab, 
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab, 24 
weeks of therapy for bimekizumab and 28 weeks of therapy for risankizumab, tildrakizumab and ustekinumab. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of their course of initial treatment to ensure uninterrupted biological medicine supply. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after 
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. It is recommended that a patient is reviewed for response following a 
minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be 
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab, adalimumab and etanercept only: 
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient 
is reviewed for response following a minimum of 12 weeks of therapy under the Initial 1 or Initial 2 treatment restrictions. 
For second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended that a 
patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion 
of the most recent course of treatment. 
(4) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater 
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5 
years who would need to requalify with respect to the indices of disease severity. 
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting 
in the necessity for permanent withdrawal of treatment. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that particular biological medicine within the same cycle or 
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal. 
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may provide 
new baseline PASI assessments any time that an initial or change or recommencement treatment application is submitted 
within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the PBS-
subsidised treatment. 
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To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be 
assessed for demonstration of response to treatment for the purposes of all continuing treatments. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy 
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of 
disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater 
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and 
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot. The PASI assessment must be no older than 4 weeks at the time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Whole body (new patient) 
Clinical criteria: 
• Patient must have severe chronic plaque psoriasis where lesions have been present for at least 6 months from the time 

of initial diagnosis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 

(PASI) assessment, to at least 2 of the following 6 treatments:  
(i) phototherapy (UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 
mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin 
at a dose of at least 0.4 mg per kg per day for at least 6 weeks; (v) apremilast at a dose of 30 mg twice a day for at least 
6 weeks; (vi) deucravacitinib at a dose of 6 mg once daily for at least 6 weeks, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 28 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
Where treatment with methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin is contraindicated according to the 
relevant TGA-approved Product Information, or where phototherapy is contraindicated, details must be provided at the time 
of application. 
Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin 
developed during the relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details 
of the degree of this toxicity must be provided at the time of application. 
Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, 
deucravacitinib, acitretin or phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to 
achieve an adequate response is met. 
The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the 
patient at the time of the application: 
(a) A current Psoriasis Area and Severity Index (PASI) score of greater than 15, as assessed, preferably whilst still on 
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment. 
(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer 
than 4 weeks following cessation of each course of treatment. 
(c) The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of 
assessment of the patient's condition, AND 
(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
At the time of the authority application, medical practitioners should request to provide for an initial course of this drug for 
this condition sufficient for up to 28 weeks of therapy, at a dose of 100 mg for weeks 0 and 4, then 100 mg every 12 weeks 
thereafter. 
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Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement 
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin can be found on 
the Services Australia website (www.servicesaustralia.gov.au). 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 2, Whole body (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for 

this condition within this treatment cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 28 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as: 
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when 
compared with the baseline value for this treatment cycle. 
An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to recommence 
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of assessment of 
the patient's condition, AND 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 
At the time of the authority application, medical practitioners should request to provide for an initial course of this drug for 
this condition sufficient for up to 28 weeks of therapy, at a dose of 100 mg for weeks 0 and 4, then 100 mg every 12 weeks 
thereafter. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
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Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 3, Whole body (recommencement of treatment after a break in biological medicine 
of more than 5 years) 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must have a current Psoriasis Area and Severity Index (PASI) score of greater than 15, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 28 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets including the dates of assessment of the patient's condition. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Face, hand, foot (new patient) 
Clinical criteria: 
• Patient must have severe chronic plaque psoriasis of the face, or palm of a hand or sole of a foot where the plaque or 

plaques have been present for at least 6 months from the time of initial diagnosis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 

(PASI) assessment, to at least 2 of the following 6 treatments:  
(i) phototherapy (UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 
mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin 
at a dose of at least 0.4 mg per kg per day for at least 6 weeks; (v) apremilast at a dose of 30 mg twice a day for at least 
6 weeks; (vi) deucravacitinib at a dose of 6 mg once daily for at least 6 weeks, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 28 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 



  

172  Schedule of Pharmaceutical Benefits – June 2026 

Treatment criteria: 
• Must be treated by a dermatologist 
Where treatment with methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin is contraindicated according to the 
relevant TGA-approved Product Information, or where phototherapy is contraindicated, details must be provided at the time 
of application. 
Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin 
developed during the relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details 
of the degree of this toxicity must be provided at the time of application. 
Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, 
deucravacitinib, acitretin or phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to 
achieve an adequate response is met. 
The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the 
patient at the time of the application: 
(a) Chronic plaque psoriasis classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot 
where: 
(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling are 
rated as severe or very severe, as assessed, preferably whilst still on treatment, but no longer than 4 weeks following 
cessation of the most recent prior treatment; or 
(ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a foot, as assessed, preferably whilst still on 
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment; 
(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer 
than 4 weeks following cessation of each course of treatment. 
(c) The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets, and the face, hand, foot 
area diagrams including the dates of assessment of the patient's condition, AND 
(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
At the time of the authority application, medical practitioners should request to provide for an initial course of this drug for 
this condition sufficient for up to 28 weeks of therapy, at a dose of 100 mg for weeks 0 and 4, then 100 mg every 12 weeks 
thereafter. 

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement 
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin can be found on 
the Services Australia website (www.servicesaustralia.gov.au). 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 2, Face, hand, foot (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for 

this condition within this treatment cycle, AND 
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• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 
during the current treatment cycle, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 28 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing: 
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and 
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or 
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this 
treatment cycle. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to recommence 
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets, and the face, hand, foot area 
diagrams including the dates of assessment of the patient's condition, AND 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 
At the time of the authority application, medical practitioners should request to provide for an initial course of this drug for 
this condition sufficient for up to 28 weeks of therapy, at a dose of 100 mg for weeks 0 and 4, then 100 mg every 12 weeks 
thereafter. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 3, Face, hand, foot (recommencement of treatment after a break in biological 
medicine of more than 5 years) 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must be classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot 

where:  
(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling 
are rated as severe or very severe; or (ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 28 weeks of treatment under this restriction. 
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Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s), AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets, and the face, hand, foot area diagrams including the dates of assessment of the patient's 
condition. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe chronic plaque psoriasis 
Treatment Phase: Balance of supply - Initial treatment - Initial 1, Whole body or Face, hand, foot (new patient) or Initial 2, 
Whole body or Face, hand, foot (change or re-commencement of treatment after a break in biological medicine of less than 
5 years) or Initial 3, Whole body or Face, hand, foot (re-commencement of treatment after a break in biological medicine of 
more than 5 years) 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1, Whole body (new 

patient) restriction to complete 28 weeks treatment;or 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2, Whole body (change or 

recommencement of treatment after a break in biological medicine of less than 5 years ) restriction to complete 28 weeks 
treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3, Whole body 
(recommencement of treatment after a break in biological medicine of more than 5 years) restriction to complete 28 
weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 1, Face, hand, foot (new 
patient) restriction to complete 28 weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 2, Face, hand, foot 
(change or recommencement of treatment after a break in biological medicine of less than 5 years) restriction to 
complete 28 weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3, Face, hand, foot 
(recommencement of treatment after a break in biological medicine of more than 5 years) restriction to complete 28 
weeks treatment, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• The treatment must provide no more than the balance of up to 28 weeks treatment available under the above restriction. 
Treatment criteria: 
• Must be treated by a dermatologist 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 
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tildrakizumab 100 mg/mL injection, 1 mL syringe 
11616J Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 2 0.00 3117.48 25.00  Ilumya [RA]   

 TOCILIZUMAB 
Note TREATMENT OF ADULT PATIENTS WITH A HISTORY OF JUVENILE IDIOPATHIC ARTHRITIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab, 
etanercept and tocilizumab for a patient over 18 years who has a history of juvenile idiopathic arthritis with onset prior to the 
age of 18 years. Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, etanercept 
and tocilizumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the 3 biological medicines at any one time. 
From 1 April 2014, a patient receiving PBS-subsidised biological medicine therapy is considered to be in a treatment cycle 
where they may swap to an alternate biological medicine without having to experience a disease flare. Under these 
interchangeability arrangements, within a single treatment cycle, a patient may: 
(i) continue to receive long-term treatment with a PBS-subsidised biological medicine while they continue to show a 
response to therapy, AND 
(ii) fail to respond or to sustain a response to each PBS-subsidised biological medicine once only. Therefore, once a patient 
fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to an alternate biological 
medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
single treatment cycle and they must have, at a minimum, a 5 year break in PBS-subsidised biological medicine therapy 
before they are eligible to receive further PBS-subsidised biological medicine therapy. 
The length of a treatment break is measured from the date the most recent treatment with PBS-subsidised biological 
medicine was approved to the date of the first application for initial treatment with a biological medicine under the new 
treatment cycle. 
A patient who received PBS-subsidised biological medicine treatment immediately prior to 1 April 2014 is considered to be 
in their first cycle as of 1 April 2014. A patient who has had a break in biological medicine treatment of at least 24 months 
immediately prior to making a new application, on or after 1 April 2014, will commence a new treatment cycle under the 
Initial 3 treatment restriction 
A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of 
less than 24 months may commence a further course of treatment within the same treatment cycle under the Initial 2 
treatment restriction. 
A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of 
more than 24 months must commence a new treatment cycle under the Initial 3 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine therapy after 1 April 2014. 
(1) Initial treatment. 
Applications for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy 
(Initial 1 - New patient); or 
(ii) a patient has received prior PBS-subsidised biological medicine therapy (initial or continuing) and wishes to trial an 
alternate medicine (Initial 2 - Change or recommencement of treatment after a break in biological medicine of less than 24 
months) [further details are under 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 24 months with the same medicine (Initial 2 - Change or recommencement of treatment after a break in 
biological medicine therapy of less than 24 months); or 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 24 months (Initial 3 - recommencement of treatment after a break in biological medicine of more than 24 months). 
Initial treatment authorisations will be limited to provide for a maximum of 16 weeks of therapy. 
A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks 
of therapy and conducted no later than 4 weeks from the cessation of the treatment course. If the response assessment is 
not conducted within these timeframes, the patient will be deemed to have failed this course of treatment. 
(2) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. 
It is recommended that a patient be reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not conducted within the required timeframe, the 
patient will be deemed to have failed to respond to treatment with that biological medicine, unless the patient has 
experienced a serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
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Adalimumab and infliximab only: 
Following the completion of an initial treatment course with a specific biological medicine, a patient remains eligible to 
receive up to 24 weeks per course of continuing treatment under the First continuing treatment and Subsequent continuing 
treatment restrictions with that drug providing they continue to sustain the response. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of the most recent course of treatment. 
(3) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (joint count and ESR/CRP) or 
the prior non-biological medicine therapy requirements, except if the patient has had a break in therapy of more than 24 
months who would then need to requalify under the Initial 3 restrictions with respect to the indices of disease severity. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that drug within the same treatment cycle. 
To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is 
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the 
relevant restriction. 
(4) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
measurements of the joint count submitted with the first authority application for a biological medicine. However, prescribers 
may provide a new baseline measurement any time that an initial treatment authority application is submitted within a 
treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline 
measurements. 
(5) Recommencement of treatment after 24 months break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological 
medicine therapy of at least 24 months, must qualify under the Initial 3 restriction and meet the relevant criteria and index of 
disease severity. 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: Continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) an active joint count of fewer than 10 active (swollen and tender) joints; or 
(b) a reduction in the active (swollen and tender) joint count by at least 50% from baseline; or 
(c) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where 
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony 
overgrowth). 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response will be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be demonstrated on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker will be used to determine response.  
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
Where the most recent course of PBS-subsidised treatment with this drug was approved under either Initial 1, Initial 2, or 
Initial 3 treatment restrictions, an assessment of a patient's response must have been conducted following a minimum of 12 
weeks of therapy and submitted no later than 4 weeks from the date of completion of treatment. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
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Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be 
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: Balance of supply - Continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the continuing treatment restriction 

to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restriction 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes 
11730J Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 801.70 25.00  Actemra Subcutaneous 
Injection [RO] 

  

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices 
11750K Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 801.70 25.00  Actemra ACTPen [RO]   

 TOCILIZUMAB 
Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be 

accepted where one is claimed. 
Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab, and 

etanercept for patients over 18 years who have a history of juvenile idiopathic arthritis with onset prior to the age of 18 years. 
This listing is a temporary listing and is only to be used to transfer patients currently receiving PBS-subsidised treatment 
with tocilizumab to another biological medicine, where tocilizumab is not available due to the current critical medicines 
shortage. 
Alternative biological medicine refers to adalimumab and etanercept. 
Should it be necessary to continue treatment with the alternative biological medicine, applications must be made under the 
relevant 'First continuing - Temporary listing' PBS listing. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 
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Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment from another biological medicine to 
tocilizumab after resolution of the critical shortage of tocilizumab) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021, 

AND 
• Patient must have been receiving PBS-subsidised treatment with a biological medicine for this condition in place of 

tocilizumab due to the critical supply shortage of tocilizumab, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
If a patient has received 12 weeks or more of therapy with the alternative biological medicine as their most recent treatment, 
evidence of a response must be provided. 
If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence demonstrating a 
response to the alternative biological medicine is not required, if the patient has not completed 12 weeks of treatment. 
Prescribers must note on the change/recommencement authority application form that the patient is unable to demonstrate 
response due to insufficient treatment length and the patient is switching to tocilizumab as the shortage has been resolved. 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) an active joint count of fewer than 10 active (swollen and tender) joints; or 
(b) a reduction in the active (swollen and tender) joint count by at least 50% from baseline; or 
(c) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where 
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony 
overgrowth). 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 
A patient who fails to demonstrate a response to treatment with this drug under this restriction will not be eligible to receive 
further PBS-subsidised treatment with this drug in this treatment cycle. A patient may re-trial this drug after a minimum of 5 
years have elapsed between the date the last prescription for a PBS-subsidised biological medicine was approved in this 
cycle and the date of the first application under a new cycle under the initial 3 treatment restriction. 
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be 
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle. 

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices 
12761P Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 3 0.00 801.70 25.00  Actemra ACTPen [RO]   

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes 
12762Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 3 0.00 801.70 25.00  Actemra Subcutaneous 
Injection [RO] 

  

 TOCILIZUMAB 
Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be 

accepted where one is claimed. 
Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab, and 

etanercept for patients who have severe active juvenile idiopathic arthritis. 
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This listing is a temporary listing and is only to be used to transfer patients currently receiving PBS subsidised treatment with 
tocilizumab to another biological medicine, where tocilizumab is not available due to the current critical medicines shortage. 
Alternative biological medicine refers to adalimumab and etanercept. 
Should it be necessary to continue treatment with the alternative biological medicine, applications must be made under the 
relevant 'First continuing - Temporary listing' PBS listing. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment from another biological medicine to 
tocilizumab after resolution of the critical shortage of tocilizumab) 
Treatment criteria: 
• Must be treated by a paediatric rheumatologist;or 
• Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre. 
Clinical criteria: 
• Patient must have been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021, 

AND 
• Patient must have been receiving PBS-subsidised treatment with a biological medicine for this condition in place of 

tocilizumab due to the critical supply shortage of tocilizumab. 
Population criteria: 
• Patient must be under 18 years of age 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
Patients under 30 kg may receive up to 24 weeks of treatment under this restriction. Patients 30 kg and over may receive up 
to 16 weeks of treatment under this restriction. 
If a patient has received 12 weeks or more of therapy with the alternative biological medicine as their most recent treatment, 
evidence of a response must be provided. 
If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence demonstrating a 
response to the alternative biological medicine is not required, if the patient has not completed 12 weeks of treatment. 
Prescribers must note on the change/recommencement authority application form that the patient is unable to demonstrate 
response due to insufficient treatment length and the patient is switching to tocilizumab as the shortage has been resolved. 
An adequate response to treatment is defined as: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where 
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony 
overgrowth). 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 
A patient who fails to demonstrate a response to treatment with this drug under this restriction will not be eligible to receive 
further PBS-subsidised treatment with this drug in this treatment cycle. A patient may re-trial this drug after a minimum of 12 
months have elapsed between the date the last prescription for a PBS-subsidised biological medicine was approved in this 
cycle and the date of the first application under a new cycle under the initial 3 treatment restriction. 
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be 
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle. 
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tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices 
12767Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 1 0.00 801.70 25.00  Actemra ACTPen [RO]   

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes 
12768B Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 1 0.00 801.70 25.00  Actemra Subcutaneous 
Injection [RO] 

  

 TOCILIZUMAB 
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults 
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it 
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'. 
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are 
included within the term 'biological medicine'. 
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis. 
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', 
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be 
subsidised again. 
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a 
treatment failure. 
(1) Selecting the correct 'Treatment phase' listing to apply under 
Initiating subsidy: 
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or 
(ii) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been 
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in 
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last prescribed, 
(c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different 
biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the 
most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed between the 
2 non-rituximab bDMARDs administered before and after rituximab. 
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate. 
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological 
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine 
cannot be back to the same biological medicine where that medicine has provided an inadequate response. 
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at 
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD 
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where 
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab 
course. 
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. 
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement. 
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be 
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the 
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction 
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. 
Indicate where the adverse reaction has occurred in the authority application. 
Continuing subsidy: 
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and 
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment. 
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed. 
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same 
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine, 
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a 
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine. 
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops 
providing an adequate response, or the patient takes a break in treatment. 
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application 
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the 
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to 
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological 
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment. 
Balance of Supply listings: 
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are 
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the 
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full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply 
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a 
written-only authority application may not be practical in terms of providing timely access to continued treatment. 
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat 
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had 
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least 
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 
'Continuing treatment'. 
(2) Baseline measurements to determine response. 
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP 
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline 
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment 
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline, an 
ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is 
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the 
total number of active joints. Where the baseline is determined on total number of major joints, the response must be 
determined on the total number of major joints. 
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP 
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must 
be no more than 4 weeks old at the time of application. 
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of 
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the 
time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: First continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will 
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition. 
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If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: First continuing treatment - balance of supply 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 

restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes 
10954M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 801.70 25.00  Actemra Subcutaneous 
Injection [RO] 

  

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices 
11567T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 801.70 25.00  Actemra ACTPen [RO]   

 TOCILIZUMAB 
Note TREATMENT OF ADULT PATIENTS WITH A HISTORY OF JUVENILE IDIOPATHIC ARTHRITIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab, 
etanercept and tocilizumab for a patient over 18 years who has a history of juvenile idiopathic arthritis with onset prior to the 
age of 18 years. Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, etanercept 
and tocilizumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the 3 biological medicines at any one time. 
From 1 April 2014, a patient receiving PBS-subsidised biological medicine therapy is considered to be in a treatment cycle 
where they may swap to an alternate biological medicine without having to experience a disease flare. Under these 
interchangeability arrangements, within a single treatment cycle, a patient may: 
(i) continue to receive long-term treatment with a PBS-subsidised biological medicine while they continue to show a 
response to therapy, AND 
(ii) fail to respond or to sustain a response to each PBS-subsidised biological medicine once only. Therefore, once a patient 
fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to an alternate biological 
medicine if they wish to continue PBS-subsidised biological treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a 
single treatment cycle and they must have, at a minimum, a 5 year break in PBS-subsidised biological medicine therapy 
before they are eligible to receive further PBS-subsidised biological medicine therapy. 
The length of a treatment break is measured from the date the most recent treatment with PBS-subsidised biological 
medicine was approved to the date of the first application for initial treatment with a biological medicine under the new 
treatment cycle. 
A patient who received PBS-subsidised biological medicine treatment immediately prior to 1 April 2014 is considered to be 
in their first cycle as of 1 April 2014. A patient who has had a break in biological medicine treatment of at least 24 months 
immediately prior to making a new application, on or after 1 April 2014, will commence a new treatment cycle under the 
Initial 3 treatment restriction 
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A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of 
less than 24 months may commence a further course of treatment within the same treatment cycle under the Initial 2 
treatment restriction. 
A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of 
more than 24 months must commence a new treatment cycle under the Initial 3 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine therapy after 1 April 2014. 
(1) Initial treatment. 
Applications for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy 
(Initial 1 - New patient); or 
(ii) a patient has received prior PBS-subsidised biological medicine therapy (initial or continuing) and wishes to trial an 
alternate medicine (Initial 2 - Change or recommencement of treatment after a break in biological medicine of less than 24 
months) [further details are under 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 24 months with the same medicine (Initial 2 - Change or recommencement of treatment after a break in 
biological medicine therapy of less than 24 months); or 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 24 months (Initial 3 - recommencement of treatment after a break in biological medicine of more than 24 months). 
Initial treatment authorisations will be limited to provide for a maximum of 16 weeks of therapy. 
A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks 
of therapy and conducted no later than 4 weeks from the cessation of the treatment course. If the response assessment is 
not conducted within these timeframes, the patient will be deemed to have failed this course of treatment. 
(2) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive up 
to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. 
The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of up to 24 
weeks providing they continue to sustain the response. 
It is recommended that a patient be reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of the most recent course of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not conducted within the required timeframe, the 
patient will be deemed to have failed to respond to treatment with that biological medicine, unless the patient has 
experienced a serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Adalimumab and infliximab only: 
Following the completion of an initial treatment course with a specific biological medicine, a patient remains eligible to 
receive up to 24 weeks per course of continuing treatment under the First continuing treatment and Subsequent continuing 
treatment restrictions with that drug providing they continue to sustain the response. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of the most recent course of treatment. 
(3) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (joint count and ESR/CRP) or 
the prior non-biological medicine therapy requirements, except if the patient has had a break in therapy of more than 24 
months who would then need to requalify under the Initial 3 restrictions with respect to the indices of disease severity. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that drug within the same treatment cycle. 
To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is 
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the 
relevant restriction. 
(4) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline 
measurements of the joint count submitted with the first authority application for a biological medicine. However, prescribers 
may provide a new baseline measurement any time that an initial treatment authority application is submitted within a 
treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline 
measurements. 
(5) Recommencement of treatment after 24 months break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological 
medicine therapy of at least 24 months, must qualify under the Initial 3 restriction and meet the relevant criteria and index of 
disease severity. 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
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Clinical criteria: 
• Patient must have a documented history of severe active juvenile idiopathic arthritis with onset prior to the age of 18 

years, AND 
• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 

response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs) 
which must include at least 3 months continuous treatment with each of at least 2 DMARDs, one of which must be 
methotrexate at a dose of at least 20 mg weekly and one of which must be:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; or (ii) leflunomide at a dose of at least 10 mg daily; or (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated 
according to the Therapeutic Goods Administration (TGA)-approved Product Information or cannot be tolerated at a 20 
mg weekly dose, must include at least 3 months continuous treatment with each of at least 2 of the following DMARDs:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; and/or (ii) leflunomide at a dose of at least 10 mg daily; and/or 
(iii) sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of:  
(i) hydroxychloroquine, (ii) leflunomide, (iii) sulfasalazine, are either contraindicated according to the relevant TGA-
approved Product Information or cannot be tolerated at the doses specified above in addition to having a contraindication 
or intolerance to methotrexate: the remaining tolerated DMARD must be trialled at a minimum dose as mentioned 
above;or 

• Patient must have a contraindication/severe intolerance to each of:  
(i) methotrexate, (ii) hydroxychloroquine, (iii) leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the 
contraindications/severe intolerances claimed in the authority application, AND 

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
If methotrexate is contraindicated according to the TGA-approved Product Information or cannot be tolerated at a 20 mg 
weekly dose, the application must include details of the contraindication or intolerance to methotrexate. The maximum 
tolerated dose of methotrexate must be documented in the application, if applicable. 
The application must include details of the DMARDs trialled, their doses and duration of treatment, and all relevant 
contraindications and/or intolerances. 
The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents 
sequentially or by using one or more combinations of DMARDs. 
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of 
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs 
specified above, details of the contraindication or intolerance and dose for each DMARD must be provided in the authority 
application. 
The following criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at the time 
of the initial application: 
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level greater 
than 15 mg per L; AND either  
(a) an active joint count of at least 20 active (swollen and tender) joints; or 
(b) at least 4 active joints from the following list: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where 
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony 
overgrowth). 
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior 
to ceasing DMARD therapy. All measures must be no more than one month old at the time of initial application.  
If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons 
why this criterion cannot be satisfied.  
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted no later than 4 weeks from the date of completion of the most recent course of treatment. This will enable ongoing 
treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be 
accepted for the following purposes: 



 

General Pharmaceutical Benefits  185 

(a) exempting a patient from the requirement to undertake a minimum 3 month trial of methotrexate at a 20 mg weekly 
dose;(b) substituting azathioprine, cyclosporin or sodium aurothiomalate for another DMARD as part of the 6 month 
intensive DMARD trial;(c) exempting a patient from the requirement for a 6 month trial of intensive DMARD therapy. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have a documented history of severe active juvenile idiopathic arthritis with onset prior to the age of 18 

years, AND 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) an active joint count of fewer than 10 active (swollen and tender) joints; or 
(b) a reduction in the active (swollen and tender) joint count by at least 50% from baseline; or 
(c) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where 
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony 
overgrowth). 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to 
change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent 
course of PBS-subsidised biological medicine treatment, within the timeframes specified below. 
Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2, 
Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a 
minimum of 12 weeks of therapy and submitted no later than 4 weeks from the date of completion of treatment. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 
A patient who fails to demonstrate a response to treatment with this drug under this restriction will not be eligible to receive 
further PBS-subsidised treatment with this drug in this treatment cycle. A patient may re-trial this drug after a minimum of 5 
years have elapsed between the date the last prescription for a PBS-subsidised biological medicine was approved in this 
cycle and the date of the first application under a new cycle under the initial 3 treatment restriction. 
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be 
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle. 
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Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 24 months or more from the most recently approved PBS-subsidised biological 

medicine for this condition;or 
• Patient must not have received PBS-subsidised biological medicine for at least 5 years if they failed or ceased to respond 

to PBS-subsidised biological medicine treatment 3 times in their last treatment cycle, AND 
• The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour;or 
• The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND 
• The condition must have either (a) a total active joint count of at least 20 active (swollen and tender) joints; or (b) at least 

4 active major joints, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
Active joints are defined as: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where 
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony 
overgrowth). 
All measurements must be no more than 4 weeks old at the time of this application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2, 
Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a 
minimum of 12 weeks of therapy and submitted no later than 4 weeks from the date of completion of treatment. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active juvenile idiopathic arthritis 
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Treatment Phase: Balance of supply - Initial treatment - Initial 1 (new patient) or Initial 2 (change or recommencement of 
treatment after break of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine 
of more than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment;or 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16 
weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices 
11725D Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 3 0.00 801.70 25.00  Actemra ACTPen [RO]   

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes 
11741Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 3 0.00 801.70 25.00  Actemra Subcutaneous 
Injection [RO] 

  

 TOCILIZUMAB 
Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be 

accepted where one is claimed. 
Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 

medicines for adults with severe active rheumatoid arthritis. This listing is a temporary listing and is only to be used to 
transfer patients back to tocilizumab from another biological medicine, where treatment was changed due to unavailability of 
tocilizumab due to the critical medicines shortage. 
The term biological medicine refers to the tumour necrosis factor (TNF) alfa antagonists (adalimumab, certolizumab pegol, 
etanercept, golimumab, infliximab), the chimeric anti-CD20 monoclonal antibody (rituximab), the interleukin-6 inhibitor 
(tocilizumab), the T-cell co-stimulation modulator (abatacept) and the Janus kinase (JAK) inhibitors (baricitinib, tofacitinib, 
upadacitinib). 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment from another biological medicine to 
tocilizumab after resolution of the critical shortage of tocilizumab) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021, 

AND 
• Patient must have been receiving PBS-subsidised treatment with a biological medicine for this condition in place of 

tocilizumab due to the critical supply shortage of tocilizumab, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
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Population criteria: 
• Patient must be at least 18 years of age 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
If a patient has received 12 weeks or more of therapy with the alternative biological medicine as their most recent treatment, 
evidence of a response must be provided. 
If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence demonstrating a 
response to the alternative biological medicine is not required, if the patient has not completed 12 weeks of treatment. 
Prescribers must note on the change/recommencement authority application form that the patient is unable to demonstrate 
response due to insufficient treatment length and the patient is switching to tocilizumab as the shortage has been resolved. 
A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy 
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate 
biological medicine. 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices 
12792G Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 3 0.00 801.70 25.00  Actemra ACTPen [RO]   

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes 
12806B Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 3 0.00 801.70 25.00  Actemra Subcutaneous 
Injection [RO] 

  

 TOCILIZUMAB 
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults 
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it 
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'. 
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are 
included within the term 'biological medicine'. 
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis. 
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', 
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be 
subsidised again. 
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a 
treatment failure. 
(1) Selecting the correct 'Treatment phase' listing to apply under 
Initiating subsidy: 
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or 
(ii) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been 
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in 
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last prescribed, 
(c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different 
biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the 
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most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed between the 
2 non-rituximab bDMARDs administered before and after rituximab. 
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate. 
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological 
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine 
cannot be back to the same biological medicine where that medicine has provided an inadequate response. 
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at 
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD 
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where 
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab 
course. 
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. 
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement. 
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be 
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the 
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction 
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. 
Indicate where the adverse reaction has occurred in the authority application. 
Continuing subsidy: 
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and 
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment. 
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed. 
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same 
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine, 
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a 
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine. 
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops 
providing an adequate response, or the patient takes a break in treatment. 
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application 
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the 
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to 
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological 
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment. 
Balance of Supply listings: 
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are 
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the 
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply 
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a 
written-only authority application may not be practical in terms of providing timely access to continued treatment. 
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat 
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had 
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least 
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 
'Continuing treatment'. 
(2) Baseline measurements to determine response. 
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP 
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline 
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment 
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline, an 
ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is 
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the 
total number of active joints. Where the baseline is determined on total number of major joints, the response must be 
determined on the total number of major joints. 
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP 
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must 
be no more than 4 weeks old at the time of application. 
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of 
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the 
time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
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Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 

response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs) 
which must include at least 3 months continuous treatment with at least 2 DMARDs, one of which must be methotrexate 
at a dose of at least 20 mg weekly plus one of the following:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated 
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg 
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of:  
(i) hydroxychloroquine, (ii) leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved 
Product Information/cannot be tolerated at the doses specified above in addition to having a contraindication or 
intolerance to methotrexate: the remaining tolerated DMARD must be trialled at a minimum dose as mentioned above;or 

• Patient must have a contraindication/severe intolerance to each of:  
(i) methotrexate, (ii) hydroxychloroquine, (iii) leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the 
contraindications/severe intolerances claimed in the authority application, AND 

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg 
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate. 
The maximum tolerated dose of methotrexate must be documented in the application, if applicable. 
The application must include details of the DMARDs trialled, their doses and duration of treatment, and all relevant 
contraindications and/or intolerances including severity. 
The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents 
sequentially or by using one or more combinations of DMARDs, however the time on treatment must be at least 6 months. 
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of 
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs 
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided 
in the authority application. 
The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in 
all patients at the time of the initial application: 
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level 
greater than 15 mg per L; AND either 
(a) a total active joint count of at least 20 active (swollen and tender) joints; or 
(b) at least 4 active joints from the following list of major joints: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior 
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this 
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral 
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 
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Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be 
accepted where one is claimed. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition;or 
• Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active 

juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND 
• Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND 
• Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition 

5 times, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic 
juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this 
restriction using existing baseline scores. 
Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide 
baseline disease severity indicators with this application, in addition to the response assessment outlined below. 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing 
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a 
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 
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A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy 
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate 
biological medicine. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine 

for this condition, AND 
• Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND 
• Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition 

5 times, AND 
• The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour;or 
• The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND 
• The condition must have either:  

(a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4 active major joints, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or 
hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement 
are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this 
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral 
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
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Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Balance of supply - Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a 
break in biological medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological 
medicine of more than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment;or 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16 
weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes 
10951J Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 3 0.00 801.70 25.00  Actemra Subcutaneous 
Injection [RO] 

  

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices 
11565Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 3 0.00 801.70 25.00  Actemra ACTPen [RO]   

 TOFACITINIB 
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults 
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it 
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'. 
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are 
included within the term 'biological medicine'. 
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis. 
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', 
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be 
subsidised again. 
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a 
treatment failure. 
(1) Selecting the correct 'Treatment phase' listing to apply under 
Initiating subsidy: 
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or 
(ii) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been 
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in 
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last prescribed, 
(c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different 
biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the 
most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed between the 
2 non-rituximab bDMARDs administered before and after rituximab. 
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate. 
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological 
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine 
cannot be back to the same biological medicine where that medicine has provided an inadequate response. 
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at 
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD 
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treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where 
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab 
course. 
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. 
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement. 
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be 
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the 
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction 
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. 
Indicate where the adverse reaction has occurred in the authority application. 
Continuing subsidy: 
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and 
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment. 
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed. 
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same 
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine, 
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a 
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine. 
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops 
providing an adequate response, or the patient takes a break in treatment. 
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application 
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the 
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to 
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological 
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment. 
Balance of Supply listings: 
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are 
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the 
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply 
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a 
written-only authority application may not be practical in terms of providing timely access to continued treatment. 
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat 
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had 
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least 
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 
'Continuing treatment'. 
(2) Baseline measurements to determine response. 
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP 
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline 
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment 
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline, an 
ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is 
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the 
total number of active joints. Where the baseline is determined on total number of major joints, the response must be 
determined on the total number of major joints. 
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP 
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must 
be no more than 4 weeks old at the time of application. 
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of 
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the 
time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: First continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
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Population criteria: 
• Patient must be at least 18 years of age 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will 
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: First continuing treatment - balance of supply 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 

restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

tofacitinib 5 mg tablet, 56 
10511F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 1155.38 25.00  Xeljanz [PF]   

 TOFACITINIB 
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults 
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it 
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'. 
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are 
included within the term 'biological medicine'. 
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Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis. 
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', 
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be 
subsidised again. 
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a 
treatment failure. 
(1) Selecting the correct 'Treatment phase' listing to apply under 
Initiating subsidy: 
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or 
(ii) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been 
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in 
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last prescribed, 
(c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different 
biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the 
most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed between the 
2 non-rituximab bDMARDs administered before and after rituximab. 
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate. 
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological 
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine 
cannot be back to the same biological medicine where that medicine has provided an inadequate response. 
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at 
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD 
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where 
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab 
course. 
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. 
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement. 
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be 
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the 
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction 
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. 
Indicate where the adverse reaction has occurred in the authority application. 
Continuing subsidy: 
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and 
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment. 
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed. 
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same 
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine, 
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a 
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine. 
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops 
providing an adequate response, or the patient takes a break in treatment. 
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application 
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the 
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to 
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological 
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment. 
Balance of Supply listings: 
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are 
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the 
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply 
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a 
written-only authority application may not be practical in terms of providing timely access to continued treatment. 
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat 
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had 
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least 
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 
'Continuing treatment'. 
(2) Baseline measurements to determine response. 
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP 
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline 
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment 
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline, an 
ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is 
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based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the 
total number of active joints. Where the baseline is determined on total number of major joints, the response must be 
determined on the total number of major joints. 
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP 
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must 
be no more than 4 weeks old at the time of application. 
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of 
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the 
time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 

response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs) 
which must include at least 3 months continuous treatment with at least 2 DMARDs, one of which must be methotrexate 
at a dose of at least 20 mg weekly plus one of the following:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated 
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg 
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of:  
(i) hydroxychloroquine, (ii) leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved 
Product Information/cannot be tolerated at the doses specified above in addition to having a contraindication or 
intolerance to methotrexate: the remaining tolerated DMARD must be trialled at a minimum dose as mentioned above;or 

• Patient must have a contraindication/severe intolerance to each of:  
(i) methotrexate, (ii) hydroxychloroquine, (iii) leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the 
contraindications/severe intolerances claimed in the authority application, AND 

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg 
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate. 
The maximum tolerated dose of methotrexate must be documented in the application, if applicable. 
The application must include details of the DMARDs trialled, their doses and duration of treatment, and all relevant 
contraindications and/or intolerances including severity. 
The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents 
sequentially or by using one or more combinations of DMARDs, however the time on treatment must be at least 6 months. 
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of 
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs 
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided 
in the authority application. 
The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in 
all patients at the time of the initial application: 
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level 
greater than 15 mg per L; AND either 
(a) a total active joint count of at least 20 active (swollen and tender) joints; or 
(b) at least 4 active joints from the following list of major joints: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior 
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this 
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral 
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
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Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be 
accepted where one is claimed. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition;or 
• Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active 

juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND 
• Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND 
• Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition 

5 times, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic 
juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this 
restriction using existing baseline scores. 
Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide 
baseline disease severity indicators with this application, in addition to the response assessment outlined below. 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing 
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a 
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
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from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 
A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy 
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate 
biological medicine. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine 

for this condition, AND 
• Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND 
• Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition 

5 times, AND 
• The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour;or 
• The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND 
• The condition must have either:  

(a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4 active major joints, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or 
hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement 
are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this 
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral 
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
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To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Balance of supply - Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a 
break in biological medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological 
medicine of more than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment;or 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16 
weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

tofacitinib 5 mg tablet, 56 
10517M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 3 0.00 1155.38 25.00  Xeljanz [PF]   

 UPADACITINIB 
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults 
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it 
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'. 
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are 
included within the term 'biological medicine'. 
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis. 
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', 
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be 
subsidised again. 
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a 
treatment failure. 
(1) Selecting the correct 'Treatment phase' listing to apply under 
Initiating subsidy: 
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or 
(ii) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been 
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in 
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last prescribed, 
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(c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different 
biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the 
most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed between the 
2 non-rituximab bDMARDs administered before and after rituximab. 
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate. 
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological 
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine 
cannot be back to the same biological medicine where that medicine has provided an inadequate response. 
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at 
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD 
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where 
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab 
course. 
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. 
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement. 
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be 
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the 
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction 
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. 
Indicate where the adverse reaction has occurred in the authority application. 
Continuing subsidy: 
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and 
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment. 
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed. 
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same 
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine, 
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a 
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine. 
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops 
providing an adequate response, or the patient takes a break in treatment. 
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application 
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the 
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to 
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological 
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment. 
Balance of Supply listings: 
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are 
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the 
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply 
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a 
written-only authority application may not be practical in terms of providing timely access to continued treatment. 
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat 
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had 
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least 
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 
'Continuing treatment'. 
(2) Baseline measurements to determine response. 
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP 
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline 
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment 
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline, an 
ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is 
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the 
total number of active joints. Where the baseline is determined on total number of major joints, the response must be 
determined on the total number of major joints. 
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP 
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must 
be no more than 4 weeks old at the time of application. 
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of 
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the 
time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 
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Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: First continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
An adequate response to treatment is defined as: 
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will 
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Balance of supply - first continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 

restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 
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upadacitinib 15 mg modified release tablet, 28 
11979L Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 1212.73 25.00  Rinvoq [VE]   

 UPADACITINIB 
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults 
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it 
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'. 
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are 
included within the term 'biological medicine'. 
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis. 
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis', 
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be 
subsidised again. 
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a 
treatment failure. 
(1) Selecting the correct 'Treatment phase' listing to apply under 
Initiating subsidy: 
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or 
(ii) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been 
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in 
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last prescribed, 
(c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a different 
biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and is the 
most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed between the 
2 non-rituximab bDMARDs administered before and after rituximab. 
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1 
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate. 
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological 
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine 
cannot be back to the same biological medicine where that medicine has provided an inadequate response. 
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at 
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD 
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where 
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab 
course. 
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy. 
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement. 
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be 
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the 
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction 
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'. 
Indicate where the adverse reaction has occurred in the authority application. 
Continuing subsidy: 
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and 
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment. 
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed. 
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same 
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine, 
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a 
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine. 
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops 
providing an adequate response, or the patient takes a break in treatment. 
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application 
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the 
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to 
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological 
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment. 
Balance of Supply listings: 
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are 
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the 
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply 
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a 
written-only authority application may not be practical in terms of providing timely access to continued treatment. 
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Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat 
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had 
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least 
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment under 
'Continuing treatment'. 
(2) Baseline measurements to determine response. 
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP 
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline 
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment 
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline, an 
ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is 
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the 
total number of active joints. Where the baseline is determined on total number of major joints, the response must be 
determined on the total number of major joints. 
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP 
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must 
be no more than 4 weeks old at the time of application. 
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of 
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the 
time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 

response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs) 
which must include at least 3 months continuous treatment with at least 2 DMARDs, one of which must be methotrexate 
at a dose of at least 20 mg weekly plus one of the following:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated 
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg 
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs:  
(i) hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) 
sulfasalazine at a dose of at least 2 g daily;or 

• Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate 
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of:  
(i) hydroxychloroquine, (ii) leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved 
Product Information/cannot be tolerated at the doses specified above in addition to having a contraindication or 
intolerance to methotrexate: the remaining tolerated DMARD must be trialled at a minimum dose as mentioned above;or 

• Patient must have a contraindication/severe intolerance to each of:  
(i) methotrexate, (ii) hydroxychloroquine, (iii) leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the 
contraindications/severe intolerances claimed in the authority application, AND 

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg 
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate. 
The maximum tolerated dose of methotrexate must be documented in the application, if applicable. 
The application must include details of the DMARDs trialled, their doses and duration of treatment, and all relevant 
contraindications and/or intolerances including severity. 
The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents 
sequentially or by using one or more combinations of DMARDs, however the time on treatment must be at least 6 months. 
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of 
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs 
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided 
in the authority application. 
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The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in 
all patients at the time of the initial application: 
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level 
greater than 15 mg per L; AND either 
(a) a total active joint count of at least 20 active (swollen and tender) joints; or 
(b) at least 4 active joints from the following list of major joints: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior 
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this 
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral 
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be 
accepted where one is claimed. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition;or 
• Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active 

juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND 
• Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND 
• Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition 

5 times, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic 
juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this 
restriction using existing baseline scores. 
Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide 
baseline disease severity indicators with this application, in addition to the response assessment outlined below. 
An adequate response to treatment is defined as: 
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an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 
20% from baseline;  
AND either of the following: 
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20 
active joints; or 
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%: 
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or 
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and 
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing 
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a 
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 
A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy 
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate 
biological medicine. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine 

for this condition, AND 
• Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND 
• Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition 

5 times, AND 
• The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour;or 
• The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND 
• The condition must have either:  

(a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4 active major joints, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age 
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Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or 
hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement 
are due to active disease and not irreversible damage such as joint destruction or bony overgrowth). 
All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this 
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral 
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be 
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number 
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is 
provided with the initial application, the same marker must be used to determine response. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription, AND 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority Required 
Severe active rheumatoid arthritis 
Treatment Phase: Balance of supply - Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a 
break in biological medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological 
medicine of more than 24 months) 
Treatment criteria: 
• Must be treated by a rheumatologist;or 
• Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment;or 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16 
weeks treatment;or 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday). 

 

upadacitinib 15 mg modified release tablet, 28 
11989B Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 3 0.00 1212.73 25.00  Rinvoq [VE]   

 VENETOCLAX 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333. 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 
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Authority Required 
Chronic lymphocytic leukaemia (CLL) or small lymphocytic lymphoma (SLL) 
Treatment Phase: Second and final continuing treatment prescription (treatment cycles 7 to 12 inclusive) of first-line therapy 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND 
• The treatment must cease upon disease progression;or 
• The treatment must cease upon completion of 12 cycles of treatment with this drug for this condition, whichever comes 

first, AND 
• The treatment must be in combination with obinutuzumab (refer to Product Information for timing of obinutuzumab and 

venetoclax doses), AND 
• The treatment must not be in combination with acalabrutinib 

venetoclax 100 mg tablet, 120 
12199C Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 7404.80 25.00  Venclexta [VE]   

 VENETOCLAX 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333. 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Chronic lymphocytic leukaemia (CLL) or small lymphocytic lymphoma (SLL) 
Treatment Phase: First continuing treatment (treatment cycles 2 to 6 inclusive) of first-line therapy 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND 
• The treatment must be in combination with obinutuzumab (refer to Product Information for timing of obinutuzumab and 

venetoclax doses), AND 
• The treatment must not be in combination with acalabrutinib, AND 
• The treatment must cease upon disease progression 

venetoclax 100 mg tablet, 120 
12205J Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 4 0.00 7404.80 25.00  Venclexta [VE]   

 VENETOCLAX 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333. 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Chronic lymphocytic leukaemia (CLL) or small lymphocytic lymphoma (SLL) 
Treatment Phase: First continuing treatment (treatment cycles 4 to 8 inclusive) of first-line therapy with acalabrutinib 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND 
• The treatment must be in combination with acalabrutinib, AND 
• The treatment must not be in combination with obinutuzumab, AND 
• The treatment must cease upon disease progression 

venetoclax 100 mg tablet, 120 
15357G Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 4 0.00 7404.80 25.00  Venclexta [VE]   

 VENETOCLAX 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333. 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Chronic lymphocytic leukaemia (CLL) or small lymphocytic lymphoma (SLL) 
Treatment Phase: Second and final continuing treatment (treatment cycles 9 to 14 inclusive) of first-line therapy with 
acalabrutinib 
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Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND 
• The treatment must be in combination with acalabrutinib, AND 
• The treatment must not be in combination with obinutuzumab, AND 
• The treatment must not exceed 12 cycles in total with this drug, measured from the initial dose, or, must not extend 

beyond disease progression, whichever comes first 
venetoclax 100 mg tablet, 120 
15358H Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 1 5 0.00 7404.80 25.00  Venclexta [VE]   

 VENETOCLAX 
Note The latest International Workshop on CLL (iwCLL) provides guidance on various aspects of management of CLL/SLL. 

Notably, two of these are: 
(1) when to treat versus when to monitor the patient without therapy - see 'Indications for treatment' section, AND 
(2) recognising progressive disease - see 'Definition of response, relapse, and refractory disease' section. 
See the following literature reference for details: 
Hallek, M et al. iwCLL guidelines for diagnosis, indications for treatment, response assessment, and supportive 
management of CLL. Blood vol. 131, 25 (2018): 2745-2760. 

Note A patient may only qualify for PBS-subsidised treatment under this restriction once in a lifetime. 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333. 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Chronic lymphocytic leukaemia (CLL) or small lymphocytic lymphoma (SLL) 
Treatment Phase: Initial treatment in first-line therapy - Dose titration (weeks 1 to 4 of a 5-week ramp-up schedule) 
Clinical criteria: 
• The condition must be untreated with drug treatment at the time of the first dose of this drug;or 
• Patient must have developed an intolerance of a severity necessitating permanent treatment withdrawal following use of 

another drug PBS indicated as first-line drug treatment of CLL/SLL, AND 
• The treatment must only be prescribed for a patient with active disease in accordance with the International Workshop on 

CLL (iwCLL) guidance (latest version) in relation to when to prescribe drug treatment for this condition, AND 
• The treatment must be in combination with obinutuzumab (refer to Product Information for timing of obinutuzumab and 

venetoclax doses), AND 
• The treatment must not be in combination with acalabrutinib 

venetoclax 10 mg tablet [14] (&) venetoclax 50 mg tablet [7] (&) venetoclax 100 mg tablet [7] (&) venetoclax 100 
mg tablet [14], 1 pack 
12188L Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 ‡1 0 0.00 1706.83 25.00  Venclexta [VE]   

 VENETOCLAX 
Note The latest International Workshop on CLL (iwCLL) provides guidance on various aspects of management of CLL/SLL. 

Notably, two of these are: 
(1) when to treat versus when to monitor the patient without therapy - see 'Indications for treatment' section, AND 
(2) recognising progressive disease - see 'Definition of response, relapse, and refractory disease' section. 
See the following literature reference for details: 
Hallek, M et al. iwCLL guidelines for diagnosis, indications for treatment, response assessment, and supportive 
management of CLL. Blood vol. 131, 25 (2018): 2745-2760. 

Note A patient may only qualify for PBS-subsidised treatment under this restriction once in a lifetime. 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333. 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority Required 
Chronic lymphocytic leukaemia (CLL) or small lymphocytic lymphoma (SLL) 
Treatment Phase: Initial treatment in first-line therapy with acalabrutinib - Dose titration (cycle 3) 
Clinical criteria: 
• The condition must be untreated with venetoclax at the time of the first dose of this drug;or 
• Patient must have developed an intolerance of a severity necessitating permanent treatment withdrawal following use of 

another drug PBS indicated as first-line drug treatment of CLL/SLL, AND 
• The treatment must only be prescribed for a patient with active disease in accordance with the International Workshop on 

CLL (iwCLL) guidance (latest version) in relation to when to prescribe drug treatment for this condition, AND 
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• The treatment must be in combination with acalabrutinib, AND 
• The treatment must not be in combination with obinutuzumab 

venetoclax 10 mg tablet [14] (&) venetoclax 50 mg tablet [7] (&) venetoclax 100 mg tablet [7] (&) venetoclax 100 
mg tablet [14], 1 pack 
15361L Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $  Brand Name and Manufacturer   

 ‡1 0 0.00 1706.83 25.00  Venclexta [VE]   
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	abatacept 125 mg/mL injection, 4 x 1 mL syringes
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	adrenaline (epinephrine) 150 microgram/0.15 mL injection, 0.15 mL pen device
	adrenaline (epinephrine) 150 microgram/0.3 mL injection, 0.3 mL pen device

	 ADRENALINE (EPINEPHRINE)
	adrenaline (epinephrine) 300 microgram/0.3 mL injection, 0.3 mL pen device
	adrenaline (epinephrine) 300 microgram/0.3 mL injection, 0.3 mL pen device

	 BARICITINIB
	baricitinib 2 mg tablet, 28
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	empagliflozin 10 mg tablet, 30
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	fruquintinib 1 mg capsule, 21
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	 GALCANEZUMAB
	galcanezumab 120 mg/mL injection, 1 mL pen device

	 GALCANEZUMAB
	galcanezumab 120 mg/mL injection, 1 mL pen device

	 GOLIMUMAB
	golimumab 50 mg/0.5 mL injection, 0.5 mL syringe
	golimumab 50 mg/0.5 mL injection, 0.5 mL pen device

	 GOLIMUMAB
	golimumab 50 mg/0.5 mL injection, 0.5 mL syringe
	golimumab 50 mg/0.5 mL injection, 0.5 mL pen device

	 GUSELKUMAB
	guselkumab 100 mg/mL injection, 1 x 1 mL syringe

	 INFLIXIMAB
	infliximab 120 mg/mL injection, 1 mL syringe
	infliximab 120 mg/mL injection, 1 mL pen device

	 INFLIXIMAB
	infliximab 120 mg/mL injection, 1 mL pen device
	infliximab 120 mg/mL injection, 1 mL syringe

	 IXEKIZUMAB
	ixekizumab 80 mg/mL injection, 2 x 1 mL pen devices

	 IXEKIZUMAB
	ixekizumab 80 mg/mL injection, 2 x 1 mL pen devices

	 MAVACAMTEN
	mavacamten 10 mg capsule, 28
	mavacamten 15 mg capsule, 28

	 MAVACAMTEN
	mavacamten 2.5 mg capsule, 28
	mavacamten 5 mg capsule, 28

	 RISANKIZUMAB
	risankizumab 150 mg/mL injection, 1 mL pen device

	 RISANKIZUMAB
	risankizumab 150 mg/mL injection, 1 mL pen device

	 SECUKINUMAB
	secukinumab 150 mg/mL injection, 2 x 1 mL pen devices
	Secukinumab 300 mg/2 mL injection, 2 mL pen device

	 SECUKINUMAB
	secukinumab 150 mg/mL injection, 2 x 1 mL pen devices
	Secukinumab 300 mg/2 mL injection, 2 mL pen device

	 TILDRAKIZUMAB
	tildrakizumab 100 mg/mL injection, 1 mL syringe

	 TILDRAKIZUMAB
	tildrakizumab 100 mg/mL injection, 1 mL syringe

	 TOCILIZUMAB
	tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
	tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

	 TOCILIZUMAB
	tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
	tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes

	 TOCILIZUMAB
	tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
	tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes

	 TOCILIZUMAB
	tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
	tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

	 TOCILIZUMAB
	tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
	tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes

	 TOCILIZUMAB
	tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
	tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes

	 TOCILIZUMAB
	tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
	tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

	 TOFACITINIB
	tofacitinib 5 mg tablet, 56

	 TOFACITINIB
	tofacitinib 5 mg tablet, 56

	 UPADACITINIB
	upadacitinib 15 mg modified release tablet, 28

	 UPADACITINIB
	upadacitinib 15 mg modified release tablet, 28

	 VENETOCLAX
	venetoclax 100 mg tablet, 120

	 VENETOCLAX
	venetoclax 100 mg tablet, 120

	 VENETOCLAX
	venetoclax 100 mg tablet, 120

	 VENETOCLAX
	venetoclax 100 mg tablet, 120

	 VENETOCLAX
	venetoclax 10 mg tablet [14] (&) venetoclax 50 mg tablet [7] (&) venetoclax 100 mg tablet [7] (&) venetoclax 100 mg tablet [14], 1 pack

	 VENETOCLAX
	venetoclax 10 mg tablet [14] (&) venetoclax 50 mg tablet [7] (&) venetoclax 100 mg tablet [7] (&) venetoclax 100 mg tablet [14], 1 pack




