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Fees, Patient Contributions and
Safety Net Thresholds

The following fees, patient contributions and safety net thresholds apply from 1 October 2026 and are included, where
applicable, in prices published in the Schedule.

Dispensing Fees: Ready-prepared $9.24
Dangerous drug fee $5.73
Extemporaneously-prepared $11.28
Allowable additional patient charge* $2.79
Additional Fees (for safety net prices): Ready-prepared $1.54
Extemporaneously-prepared $1.99
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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Summary of Changes

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

Prescriber Bag

Advance Notices
1 January 2027
Deletion — Brand
3486L BenPen, SZ — BENZYLPENICILLIN, benzylpenicillin 600 mg injection, 1 vial

General Pharmaceutical Benefits

Additions
Addition — Item
15539W  ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes (Yuflyma)

15541Y  CICLOSPORIN, Ciclosporin 0.1% eye drops, 2 mL (Vevye)

15536Q GLYCOMACROPEPTIDE FORMULA WITH DOCOSAHEXAENOIC ACID AND LOW PHENYLALANINE,
glycomacropeptide formula with docosahexaenoic acid and low phenylalanine powder for oral liquid, 30 x40 g
sachets (PKU GMPro Delight)

15542B  TACROLIMUS, Tacrolimus 0.1% ointment, 30 g (aZematop)

15421P  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Avtozma)
15432F  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Avtozma)
15441Q TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Avtozma)
15444W  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Avtozma)
15445X  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Avtozma)
15446Y  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Avtozma)
15454 TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Avtozma)
15456L  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Avtozma)
15457M  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Avtozma)
15462T  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Avtozma)
15491H  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Avtozma)
15492J TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Avtozma)

Addition — Brand
12337H  Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes

12371D  Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
12407B  Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
12423W  Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
14244Q  Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
14245R  Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes




14275H
14976F
14995F
14996G
14997H
15039M
15148G
15149H
15190L
5500L
5500L
5054B
5054B
2744K
5061J
13464P
2744K
5061J
13464P
2744K
5061J
13464P
2735Y
13525W
2735Y
13525W
2735Y
13525W
5052X
8292K
11227X
11228Y
8389M
11452R
11451Q
11440D
11441E
1309X
12868G
1309X
12868G
1309X
12868G
9171Q

Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
Apixaban Dr.Reddy's, Rl — APIXABAN, apixaban 2.5 mg tablet, 20

MSN-APIXABAN, VM — APIXABAN, apixaban 2.5 mg tablet, 20

Apixaban Dr.Reddy's, Rl — APIXABAN, apixaban 2.5 mg tablet, 30

MSN-APIXABAN, VM — APIXABAN, apixaban 2.5 mg tablet, 30

Apixaban Dr.Reddy's, RI — APIXABAN, apixaban 2.5 mg tablet, 60

Apixaban Dr.Reddy's, RI — APIXABAN, apixaban 2.5 mg tablet, 60

Apixaban Dr.Reddy's, RI — APIXABAN, apixaban 2.5 mg tablet, 60

Apixaban Viatris, AF — APIXABAN, apixaban 2.5 mg tablet, 60

Apixaban Viatris, AF — APIXABAN, apixaban 2.5 mg tablet, 60

Apixaban Viatris, AF — APIXABAN, apixaban 2.5 mg tablet, 60

MSN-APIXABAN, VM — APIXABAN, apixaban 2.5 mg tablet, 60

MSN-APIXABAN, VM — APIXABAN, apixaban 2.5 mg tablet, 60

MSN-APIXABAN, VM — APIXABAN, apixaban 2.5 mg tablet, 60

Apixaban Dr.Reddy's, Rl — APIXABAN, apixaban 5 mg tablet, 60

Apixaban Dr.Reddy's, Rl — APIXABAN, apixaban 5 mg tablet, 60

Apixaban Viatris, AF — APIXABAN, apixaban 5 mg tablet, 60

Apixaban Viatris, AF — APIXABAN, apixaban 5 mg tablet, 60

MSN-APIXABAN, VM — APIXABAN, apixaban 5 mg tablet, 60

MSN-APIXABAN, VM — APIXABAN, apixaban 5 mg tablet, 60

ARX-Cefuroxime, XT — CEFUROXIME, cefuroxime 250 mg tablet, 14

ARX-Cefuroxime, XT — CEFUROXIME, cefuroxime 250 mg tablet, 14

ARX-Cefuroxime, XT — CEFUROXIME, cefuroxime 250 mg tablet, 20

ARX-Cefuroxime, XT — CEFUROXIME, cefuroxime 250 mg tablet, 20
APX-GABAPENTIN, XT — GABAPENTIN, gabapentin 800 mg tablet, 100

Guanfacine MHC, XT — GUANFACINE, guanfacine 1 mg modified release tablet, 28
Guanfacine MHC, XT — GUANFACINE, guanfacine 2 mg modified release tablet, 28
Guanfacine MHC, XT — GUANFACINE, guanfacine 3 mg modified release tablet, 28
Guanfacine MHC, XT — GUANFACINE, guanfacine 4 mg modified release tablet, 28
Ceahani, NM — NILOTINIB, nilotinib 150 mg capsule, 120

Ceahani, NM — NILOTINIB, nilotinib 150 mg capsule, 120

MSN-NILOTINIB, HK — NILOTINIB, nilotinib 150 mg capsule, 120

MSN-NILOTINIB, HK — NILOTINIB, nilotinib 150 mg capsule, 120

NILOTAS, CR — NILOTINIB, nilotinib 150 mg capsule, 120

NILOTAS, CR — NILOTINIB, nilotinib 150 mg capsule, 120

Ceahani, NM — NILOTINIB, nilotinib 200 mg capsule, 120
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12858R  Ceahani, NM — NILOTINIB, nilotinib 200 mg capsule, 120

9171Q MSN-NILOTINIB, HK — NILOTINIB, nilotinib 200 mg capsule, 120

12858R  MSN-NILOTINIB, HK — NILOTINIB, nilotinib 200 mg capsule, 120

9171Q NILOTAS, CR — NILOTINIB, nilotinib 200 mg capsule, 120

12858R  NILOTAS, CR — NILOTINIB, nilotinib 200 mg capsule, 120

9391G Risedronate Way, IX — RISEDRONATE, risedronate sodium 150 mg tablet, 1

13488X  Risedronate Way, IX — RISEDRONATE, risedronate sodium 150 mg tablet, 1

11565Q  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
11567T  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
11722Y  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
11725D  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
11734N  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
11742B  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
11744D  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
11750K  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
12083Y  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
12084B  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
12085C  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
12090H  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
12094M  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
12761P  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
12767Y  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
12792G  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
13306H  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
13720D  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
10951J Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
10954M  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
11720W  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
11721X  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
11730  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
11741Y  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
11743C  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
11748H  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
12086D  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
12095N  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
12099T  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
12102Y  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
12105D  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
12762Q  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
12768B  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
12806B  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
13301C  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
13685G  Avtozma, EW — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
9128K VASSIX, NB — VARENICLINE, varenicline 500 microgram tablet [11] (&) varenicline 1 mg tablet [42], 53




5469W
9129L

VASSIX, NB — VARENICLINE, varenicline 1 mg tablet, 56
VASSIX, NB — VARENICLINE, varenicline 1 mg tablet, 56

Addition — Equivalence Indicator

147721
5052X
8292K
1309X
12868G
9171Q
12858R
12311Y
12314D
11565Q
11567T
11722Y
11725D
11734N
11742B
11744D
11750K
12083Y
12084B
12085C
12090H
12094M
12761P
12767Y
12792G
13306H
13720D
10951J
10954M
11720W
11721X
11730J
11741Y
11743C
11748H
12086D
12095N
12099T
12102Y
12105D
12762Q

Amgevita, XT — ADALIMUMAB, adalimumab 20 mg/0.4 mL injection, 0.4 mL syringe

Pharmacor Cefuroxime, CR — CEFUROXIME, cefuroxime 250 mg tablet, 14

Pharmacor Cefuroxime, CR — CEFUROXIME, cefuroxime 250 mg tablet, 14

Tasigna, NV — NILOTINIB, nilotinib 150 mg capsule, 120

Tasigna, NV — NILOTINIB, nilotinib 150 mg capsule, 120

Tasigna, NV — NILOTINIB, nilotinib 200 mg capsule, 120

Tasigna, NV — NILOTINIB, nilotinib 200 mg capsule, 120

OxyNorm, MF — OXYCODONE, oxycodone hydrochloride 5 mg capsule, 10

OxyNorm, MF — OXYCODONE, oxycodone hydrochloride 5 mg capsule, 10

Actemra ACTPen, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

Actemra ACTPen, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

Actemra ACTPen, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

Actemra ACTPen, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

Actemra ACTPen, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

Actemra ACTPen, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

Actemra ACTPen, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

Actemra ACTPen, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

Actemra ACTPen, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

Actemra ACTPen, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

Actemra ACTPen, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

Actemra ACTPen, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

Actemra ACTPen, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

Actemra ACTPen, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

Actemra ACTPen, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

Actemra ACTPen, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

Actemra ACTPen, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

Actemra ACTPen, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

Actemra Subcutaneous Injection, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
Actemra Subcutaneous Injection, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
Actemra Subcutaneous Injection, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
Actemra Subcutaneous Injection, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
Actemra Subcutaneous Injection, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
Actemra Subcutaneous Injection, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
Actemra Subcutaneous Injection, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
Actemra Subcutaneous Injection, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
Actemra Subcutaneous Injection, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
Actemra Subcutaneous Injection, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
Actemra Subcutaneous Injection, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
Actemra Subcutaneous Injection, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
Actemra Subcutaneous Injection, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
Actemra Subcutaneous Injection, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
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12768B
12806B
13301C
13685G

Actemra Subcutaneous Injection, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
Actemra Subcutaneous Injection, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
Actemra Subcutaneous Injection, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
Actemra Subcutaneous Injection, RO — TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes

Addition — Note

14772L  ADALIMUMAB, adalimumab 20 mg/0.4 mL injection, 0.4 mL syringe (Amgevita)
11743C  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection,
Avtozma)
11744D  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen, Avtozma)
12083Y  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen, Avtozma)
12085C TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen, Avtozma)
12095N  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection,
Avtozma)
12105D TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection,
Avtozma)
9378N TRIPTORELIN, triptorelin 3.75 mg injection [1 vial] (&) inert substance diluent [2 mL ampoule], 1 pack
(Diphereline)
Deletions
Deletion — Item
13643C CEFUROXIME, cefuroxime 125 mg/5 mL powder for oral liquid, 70 mL (Zinnat (UK))
13653N  CEFUROXIME, cefuroxime 125 mg/5 mL powder for oral liquid, 70 mL (Zinnat (UK))

Deletion — Brand

2604C
13575L
1963H
3446J
3449M
9085E
9086F
9087G
9088H
9089J
9090K
9091L
9431J
11211C
11216H
11217J
11225T
13698Y
13707K
13733T
13751R
15050D

NOUMED ALLOPURINOL, VO — ALLOPURINOL, allopurinol 300 mg tablet, 60

NOUMED ALLOPURINOL, VO — ALLOPURINOL, allopurinol 300 mg tablet, 60

Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes




8389M

Gabapentin APOTEX, TY - GABAPENTIN, gabapentin 800 mg tablet, 100

8655M Levetiracetam Mylan, AL — LEVETIRACETAM, levetiracetam 500 mg tablet, 60
14034P Levetiracetam Mylan, AL — LEVETIRACETAM, levetiracetam 500 mg tablet, 60
2147B APX-Olmesartan, TY — OLMESARTAN, olmesartan medoxomil 20 mg tablet, 30
13505T APX-Olmesartan, TY — OLMESARTAN, olmesartan medoxomil 20 mg tablet, 30
2148C APX-Olmesartan, TY — OLMESARTAN, olmesartan medoxomil 40 mg tablet, 30
13533G  APX-Olmesartan, TY — OLMESARTAN, olmesartan medoxomil 40 mg tablet, 30
2161R APX-Olmesartan/HCTZ, TY — OLMESARTAN + HYDROCHLOROTHIAZIDE, olmesartan medoxomil 20 mg +
hydrochlorothiazide 12.5 mg tablet, 30
13447R  APX-Olmesartan/HCTZ, TY — OLMESARTAN + HYDROCHLOROTHIAZIDE, olmesartan medoxomil 20 mg +
hydrochlorothiazide 12.5 mg tablet, 30
2166B APX-Olmesartan/HCTZ, TY — OLMESARTAN + HYDROCHLOROTHIAZIDE, olmesartan medoxomil 40 mg +
hydrochlorothiazide 12.5 mg tablet, 30
13601W  APX-Olmesartan/HCTZ, TY — OLMESARTAN + HYDROCHLOROTHIAZIDE, olmesartan medoxomil 40 mg +
hydrochlorothiazide 12.5 mg tablet, 30
2170F APX-Olmesartan/HCTZ, TY — OLMESARTAN + HYDROCHLOROTHIAZIDE, olmesartan medoxomil 40 mg +
hydrochlorothiazide 25 mg tablet, 30
13602X  APX-Olmesartan/HCTZ, TY — OLMESARTAN + HYDROCHLOROTHIAZIDE, olmesartan medoxomil 40 mg +
hydrochlorothiazide 25 mg tablet, 30
Deletion — Equivalence Indicator
11130T Ventolin Nebules, GK — SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 20 x 2.5 mL ampoules
Deletion — Note
15060P  LUMASIRAN, Lumasiran 94.5 mg/0.5 mL injection, 0.5 mL vial (Oxlumo)
11130T SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 20 x 2.5 mL ampoules (Ventolin Nebules)
12761P  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen, Avtozma)
12762Q TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection,
Avtozma)
12767Y  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen, Avtozma)
12768B  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection,
Avtozma)
12792G  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen, Avtozma)
12806B TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection,
Avtozma)
Deletion — Restriction
15060P LUMASIRAN, Lumasiran 94.5 mg/0.5 mL injection, 0.5 mL vial (Oxlumo)
9378N TRIPTORELIN, triptorelin 3.75 mg injection [1 vial] (&) inert substance diluent [2 mL ampoule], 1 pack
(Diphereline)
Alterations

Alteration — Note

13248G
13268H

13259W
13260X

13264D

1354G

ASCIMINIB, asciminib 20 mg tablet, 60 (Scemblix)
ASCIMINIB, asciminib 20 mg tablet, 60 (Scemblix)
ASCIMINIB, asciminib 40 mg tablet, 60 (Scemblix)
ASCIMINIB, asciminib 40 mg tablet, 60 (Scemblix)
ASCIMINIB, asciminib 40 mg tablet, 60 (Scemblix)

DASATINIB, dasatinib 20 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)
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12869H

1381Q

12843Y

1415L

12890K

1416M

12889J

9113P

10915L
11775R
11782D
9114Q

10916M
11752M
11772N
12912N
12935T
8816B

1309X
12868G
9171Q
12858R
10520Q
10530F
10951J

11565Q
11725D
11730J

11734N
11741Y

11748H

11750K

DASATINIB, dasatinib 20 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

DASATINIB, dasatinib 50 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

DASATINIB, dasatinib 50 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

DASATINIB, dasatinib 70 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

DASATINIB, dasatinib 70 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

DASATINIB, dasatinib 100 mg tablet, 30 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib
SUN, DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

DASATINIB, dasatinib 100 mg tablet, 30 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib
SUN, DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

IMATINIB, imatinib 100 mg tablet, 60 (Gilmat, Glivec, Imanib, IMATINIB RBX, Imatinib Sandoz, Imatinib-Teva)
IMATINIB, imatinib 100 mg capsule, 60 (ARX-IMATINIB, IMATINIB-DRLA)

IMATINIB, imatinib 100 mg tablet, 60 (Gilmat, Glivec, Imanib, IMATINIB RBX, Imatinib Sandoz, Imatinib-Teva)
IMATINIB, imatinib 100 mg capsule, 60 (ARX-IMATINIB, IMATINIB-DRLA)

IMATINIB, imatinib 400 mg tablet, 30 (Gilmat, Glivec, Imanib, IMATINIB RBX, Imatinib Sandoz, Imatinib-Teva)
IMATINIB, imatinib 400 mg capsule, 30 (ARX-IMATINIB, IMATINIB-DRLA, Imatinib GH)

IMATINIB, imatinib 400 mg tablet, 30 (Gilmat, Glivec, Imanib, IMATINIB RBX, Imatinib Sandoz, Imatinib-Teva)
IMATINIB, imatinib 400 mg capsule, 30 (ARX-IMATINIB, IMATINIB-DRLA, Imatinib GH)

IMATINIB, imatinib 600 mg tablet, 30 (Imatab)

IMATINIB, imatinib 600 mg tablet, 30 (Imatab)

MODAFINIL, modafinil 100 mg tablet, 60 (APO-Modafinil, Modafin, Modafinil GH, Modafinil Sandoz, Modafinil
Viatris, MODAFINIL-WGR, Modavigil)

NILOTINIB, nilotinib 150 mg capsule, 120 (Ceahani, MSN-NILOTINIB, NILOTAS, Tasigna)
NILOTINIB, nilotinib 150 mg capsule, 120 (Ceahani, MSN-NILOTINIB, NILOTAS, Tasigna)
NILOTINIB, nilotinib 200 mg capsule, 120 (Ceahani, MSN-NILOTINIB, NILOTAS, Tasigna)
NILOTINIB, nilotinib 200 mg capsule, 120 (Ceahani, MSN-NILOTINIB, NILOTAS, Tasigna)
PONATINIB, ponatinib 15 mg tablet, 60 (/clusig)
PONATINIB, ponatinib 45 mg tablet, 30 (/clusig)

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

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

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

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

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

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

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

Alteration — Restriction

14116Y
14105J
14134X

ABEMACICLIB, abemaciclib 50 mg tablet, 56 (Verzenio)
ABEMACICLIB, abemaciclib 100 mg tablet, 56 (Verzenio)
ABEMACICLIB, abemaciclib 150 mg tablet, 56 (Verzenio)




13248G

ASCIMINIB, asciminib 20 mg tablet, 60 (Scemblix)

13268H  ASCIMINIB, asciminib 20 mg tablet, 60 (Scemblix)

13259W  ASCIMINIB, asciminib 40 mg tablet, 60 (Scemblix)

13260X  ASCIMINIB, asciminib 40 mg tablet, 60 (Scemblix)

13264D  ASCIMINIB, asciminib 40 mg tablet, 60 (Scemblix)

1354G DASATINIB, dasatinib 20 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

12869H DASATINIB, dasatinib 20 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

1381Q DASATINIB, dasatinib 50 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

12843Y  DASATINIB, dasatinib 50 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

1415L DASATINIB, dasatinib 70 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

12890K DASATINIB, dasatinib 70 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

1416M DASATINIB, dasatinib 100 mg tablet, 30 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib
SUN, DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

12889J DASATINIB, dasatinib 100 mg tablet, 30 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib
SUN, DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

9113P IMATINIB, imatinib 100 mg tablet, 60 (Gilmat, Glivec, Imanib, IMATINIB RBX, Imatinib Sandoz, Imatinib-Teva)

10915L  IMATINIB, imatinib 100 mg capsule, 60 (ARX-IMATINIB, IMATINIB-DRLA)

11775R  IMATINIB, imatinib 100 mg tablet, 60 (Gilmat, Glivec, Imanib, IMATINIB RBX, Imatinib Sandoz, Imatinib-Teva)

11782D  IMATINIB, imatinib 100 mg capsule, 60 (ARX-IMATINIB, IMATINIB-DRLA)

9114Q IMATINIB, imatinib 400 mg tablet, 30 (Gilmat, Glivec, Imanib, IMATINIB RBX, Imatinib Sandoz, Imatinib-Teva)

10916M  IMATINIB, imatinib 400 mg capsule, 30 (ARX-IMATINIB, IMATINIB-DRLA, Imatinib GH)

11752M  IMATINIB, imatinib 400 mg tablet, 30 (Gilmat, Glivec, Imanib, IMATINIB RBX, Imatinib Sandoz, Imatinib-Teva)

11772N  IMATINIB, imatinib 400 mg capsule, 30 (ARX-IMATINIB, IMATINIB-DRLA, Imatinib GH)

12912N  IMATINIB, imatinib 600 mg tablet, 30 (Imatab)

12935T  IMATINIB, imatinib 600 mg tablet, 30 (Imatab)

8816B MODAFINIL, modafinil 100 mg tablet, 60 (APO-Modafinil, Modafin, Modafinil GH, Modafinil Sandoz, Modafinil
Viatris, MODAFINIL-WGR, Modavigi)

1309X NILOTINIB, nilotinib 150 mg capsule, 120 (Ceahani, MSN-NILOTINIB, NILOTAS, Tasigna)

12868G  NILOTINIB, nilotinib 150 mg capsule, 120 (Ceahani, MSN-NILOTINIB, NILOTAS, Tasigna)

9171Q NILOTINIB, nilotinib 200 mg capsule, 120 (Ceahani, MSN-NILOTINIB, NILOTAS, Tasigna)

12858R  NILOTINIB, nilotinib 200 mg capsule, 120 (Ceahani, MSN-NILOTINIB, NILOTAS, Tasigna)

10520Q PONATINIB, ponatinib 15 mg tablet, 60 (Iclusig)

10530F  PONATINIB, ponatinib 45 mg tablet, 30 (Iclusig)

14851P  RIBOCICLIB, ribociclib 200 mg tablet, 21 (Kisqali)

14863G  RIBOCICLIB, ribociclib 200 mg tablet, 42 (Kisqali)

9488J SUNITINIB, sunitinib 12.5 mg capsule, 28 (Sunitinib Sandoz, Sutent)

9489K SUNITINIB, sunitinib 25 mg capsule, 28 (ARX-Sunitinib, Sunitinib Sandoz, Sutent)

10503T  SUNITINIB, sunitinib 37.5 mg capsule, 28 (ARX-Sunitinib, Sunitinib Sandoz, Sutent)

9490L SUNITINIB, sunitinib 50 mg capsule, 28 (ARX-Sunitinib, Sunitinib Sandoz, Sutent)

11730J TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection,
Avtozma)
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11743C  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection,
Avtozma)

11744D  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen, Avtozma)
11750K  TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen, Avtozma)

Alteration — Restriction Level

From To
9378N  TRIPTORELIN triptorelin 3.75 mg injection [1 vial] (&) inert substance diluent [2 mL restricted unrestricted
ampoule], 1 pack (Diphereline)
Alteration — Manufacturer Code
From To
8565T Puregon 300 1U/0.36 mL — FOLLITROPIN BETA, follitropin beta 300 units/0.36 mL injection, oQ AF
0.36 mL cartridge
8566W Puregon 600 1U/0.72 mL — FOLLITROPIN BETA, follitropin beta 600 units/0.72 mL injection, oQ AF
0.72 mL cartridge
8871X Puregon 900 1U/1.08 mL — FOLLITROPIN BETA, follitropin beta 900 units/1.08 mL injection, oQ AF

1.08 mL cartridge

Supply Only
Supply Only — Period Commencing
2478K DASATINIB, dasatinib 20 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

12849G DASATINIB, dasatinib 20 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

12850H DASATINIB, dasatinib 20 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

12888H DASATINIB, dasatinib 20 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

2482P DASATINIB, dasatinib 50 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

12857Q DASATINIB, dasatinib 50 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

12860W DASATINIB, dasatinib 50 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

12865D DASATINIB, dasatinib 50 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

2485T DASATINIB, dasatinib 70 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

12866E  DASATINIB, dasatinib 70 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

12886F DASATINIB, dasatinib 70 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

12903D DASATINIB, dasatinib 70 mg tablet, 60 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib SUN,
DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

9342Q DASATINIB, dasatinib 100 mg tablet, 30 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib
SUN, DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

12842X  DASATINIB, dasatinib 100 mg tablet, 30 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib
SUN, DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

12859T DASATINIB, dasatinib 100 mg tablet, 30 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib
SUN, DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

12902C DASATINIB, dasatinib 100 mg tablet, 30 (Dasatinib ARX, Dasatinib Dr.Reddy's, Dasatinib Sandoz, Dasatinib
SUN, DASATINIB-TEVA, Dasatinib Viatris, Sprycel)

9115R IMATINIB, imatinib 100 mg tablet, 60 (Gilmat, Glivec, Imanib, IMATINIB RBX, Imatinib Sandoz, Imatinib-Teva)
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10920R
11875B
11880G
9116T

10935M
11870R
11878E
12924F
12928K
12867F
12885E
12887G

IMATINIB, imatinib 100 mg capsule, 60 (ARX-IMATINIB, IMATINIB-DRLA)

IMATINIB, imatinib 100 mg capsule, 60 (ARX-IMATINIB, IMATINIB-DRLA)

IMATINIB, imatinib 100 mg tablet, 60 (Gilmat, Glivec, Imanib, IMATINIB RBX, Imatinib Sandoz, Imatinib-Teva)
IMATINIB, imatinib 400 mg tablet, 30 (Gilmat, Glivec, Imanib, IMATINIB RBX, Imatinib Sandoz, Imatinib-Teva)
IMATINIB, imatinib 400 mg capsule, 30 (ARX-IMATINIB, IMATINIB-DRLA, Imatinib GH)

IMATINIB, imatinib 400 mg capsule, 30 (ARX-IMATINIB, IMATINIB-DRLA, Imatinib GH)

IMATINIB, imatinib 400 mg tablet, 30 (Gilmat, Glivec, Imanib, IMATINIB RBX, Imatinib Sandoz, Imatinib-Teva)
IMATINIB, imatinib 600 mg tablet, 30 (Imatab)

IMATINIB, imatinib 600 mg tablet, 30 (Imatab)

NILOTINIB, nilotinib 200 mg capsule, 120 (Tasigna)

NILOTINIB, nilotinib 200 mg capsule, 120 (Tasigna)

NILOTINIB, nilotinib 200 mg capsule, 120 (Tasigna)

Supply Only — Period Ending

8408M

14378R

9224L
2000G

BECLOMETASONE, beclometasone dipropionate 50 microgram/actuation breath activated inhalation, 200
actuations (Qvar 50 Autohaler)

BECLOMETASONE, beclometasone dipropionate 50 microgram/actuation breath activated inhalation, 200
actuations (Qvar 50 Autohaler)

INSULIN GLULISINE, insulin glulisine 100 units/mL injection, 1 x 10 mL vial (Apidra)
SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules (Salbutamol Cipla)

Advance Notices
1 November 2026

Deletion —
13110B

14793N

14834R

Deletion —
8720Y

9344T

14498C

8888T
3381Y
3384D
12192Q
12197Y
13366L

Item
Copaxone, TB — GLATIRAMER ACETATE, glatiramer acetate 40 mg/mL injection, 12 x 1 mL pen devices

Prazosin Hydrochloride Capsules, USP 1 mg (Novitium Pharma, USA), DZ — PRAZOSIN, prazosin 1 mg capsule,
100

Prazosin Hydrochloride Capsules, USP 1 mg (Novitium Pharma, USA), DZ — PRAZOSIN, prazosin 1 mg capsule,
100

Brand
ARIPIPRAZOLE-WGR, WG — ARIPIPRAZOLE, aripiprazole 30 mg tablet, 30

Lecteva, TB— LEVODOPA + CARBIDOPA + ENTACAPONE, levodopa 75 mg + carbidopa 18.75 mg +
entacapone 200 mg tablet, 100

Lecteva, TB— LEVODOPA + CARBIDOPA + ENTACAPONE, levodopa 75 mg + carbidopa 18.75 mg +
entacapone 200 mg tablet, 100

Mobic, BY — MELOXICAM, meloxicam 15 mg capsule, 30

OLANZAPINE ODT-WGR, WG — OLANZAPINE, olanzapine 5 mg orally disintegrating tablet, 28
OLANZAPINE ODT-WGR, WG — OLANZAPINE, olanzapine 15 mg orally disintegrating tablet, 28
Rivaroxaban-Teva, TB — RIVAROXABAN, rivaroxaban 2.5 mg tablet, 60

Rivaroxaban-Teva, TB — RIVAROXABAN, rivaroxaban 2.5 mg tablet, 60

Rivaroxaban-Teva, TB — RIVAROXABAN, rivaroxaban 2.5 mg tablet, 60

1 December 2026

Deletion —
8678R

8746H

5491B
8447N

Item
Phlexy-10, SB — AMINO ACID FORMULA WITHOUT PHENYLALANINE, amino acid formula without
phenylalanine 1 g tablet, 75

Easiphen, SB— AMINO ACID FORMULA WITH VITAMINS AND MINERALS WITHOUT PHENYLALANINE,
amino acid formula with vitamins and minerals without phenylalanine oral liquid, 18 x 250 mL

Teveten, GO — EPROSARTAN, eprosartan 600 mg tablet, 28
Teveten, GO — EPROSARTAN, eprosartan 600 mg tablet, 28
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13861M  Teveten, GO — EPROSARTAN, eprosartan 600 mg tablet, 28
13912F Teveten, GO — EPROSARTAN, eprosartan 600 mg tablet, 28
8624X Teveten Plus 600/12.5, GO — EPROSARTAN + HYDROCHLOROTHIAZIDE, eprosartan 600 mg +
hydrochlorothiazide 12.5 mg tablet, 28
14337N  Teveten Plus 600/12.5, GO — EPROSARTAN + HYDROCHLOROTHIAZIDE, eprosartan 600 mg +
hydrochlorothiazide 12.5 mg tablet, 28
2939Q Daonil, SW — GLIBENCLAMIDE, glibenclamide 5 mg tablet, 100
13868X  Daonil, SW— GLIBENCLAMIDE, glibenclamide 5 mg tablet, 100
11844  PKU GMPro LQ, SB— GLYCOMACROPEPTIDE FORMULA WITH DOCOSAHEXAENOIC ACID AND LOW
PHENYLALANINE, glycomacropeptide formula with docosahexaenoic acid and low phenylalanine oral liquid, 18
x 250 mL cartons
12911M  Imatab, JU — IMATINIB, imatinib 600 mg tablet, 30
12912N  Imatab, JU — IMATINIB, imatinib 600 mg tablet, 30
12919Y  Imatab, JU — IMATINIB, imatinib 600 mg tablet, 30
12920B  Imatab, JU — IMATINIB, imatinib 600 mg tablet, 30
12923E  Imatab, JU — IMATINIB, imatinib 600 mg tablet, 30
12926H  Imatab, JU — IMATINIB, imatinib 600 mg tablet, 30
12927J  Imatab, JU — IMATINIB, imatinib 600 mg tablet, 30
12935T  Imatab, JU — IMATINIB, imatinib 600 mg tablet, 30
13100L  Systane, AQ — POLYETHYLENE GLYCOL-400 + PROPYLENE GLYCOL, polyethylene glycol-400 0.4% +
propylene glycol 0.3% eye drops, 30 x 0.8 mL unit doses
13113E  Systane, AQ— POLYETHYLENE GLYCOL-400 + PROPYLENE GLYCOL, polyethylene glycol-400 0.4% +
propylene glycol 0.3% eye drops, 30 x 0.8 mL unit doses
14520F  Systane, AQ — POLYETHYLENE GLYCOL-400 + PROPYLENE GLYCOL, polyethylene glycol-400 0.4% +
propylene glycol 0.3% eye drops, 30 x 0.8 mL unit doses
1034K Bricanyl, AP — TERBUTALINE, terbutaline sulfate 500 microgram/mL injection, 5 x 1 mL ampoules
Deletion — Brand
1886G Amoxil, AS — AMOXICILLIN, amoxicillin 125 mg/5 mL powder for oral liquid, 100 mL
3302T Amoxil, AS — AMOXICILLIN, amoxicillin 125 mg/5 mL powder for oral liquid, 100 mL
9467G Rivaroxaban-Teva, TB — RIVAROXABAN, rivaroxaban 10 mg tablet, 30
11633G  Rivaroxaban-Teva, TB — RIVAROXABAN, rivaroxaban 10 mg tablet, 30
13521P Rivaroxaban-Teva, TB — RIVAROXABAN, rivaroxaban 10 mg tablet, 30
11856B Sevelamer Lupin, GQ — SEVELAMER, sevelamer carbonate 800 mg tablet, 180
14027G  Sevelamer Lupin, GQ — SEVELAMER, sevelamer carbonate 800 mg tablet, 180
1 January 2027
Deletion — Item
11937G  Braftovi, FB — ENCORAFENIB, encorafenib 50 mg capsule, 28
11954E Braftovi, FB — ENCORAFENIB, encorafenib 50 mg capsule, 28
9040T Levemir Penfill, NO — INSULIN DETEMIR, insulin detemir 100 units/mL injection, 5 x 3 mL cartridges
12236B  Levemir FlexPen, NF — INSULIN DETEMIR, insulin detemir 100 units/mL injection, 5 x 3 mL pen devices
2294R Epilim, SW - VALPROATE, valproate sodium 100 mg tablet, 100
13840K  Epilim, SW - VALPROATE, valproate sodium 100 mg tablet, 100
Deletion — Brand
1775K BenPen, SZ — BENZYLPENICILLIN, benzylpenicillin 600 mg injection, 1 vial
3398W BenPen, SZ — BENZYLPENICILLIN, benzylpenicillin 600 mg injection, 1 vial
8480H Vasocardol CD, AV — DILTIAZEM, diltiazem hydrochloride 360 mg modified release capsule, 30
14565N Vasocardol CD, AV — DILTIAZEM, diltiazem hydrochloride 360 mg modified release capsule, 30
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1761Q

1762R

2237R
8837D
14404D
14506L

Protaphane Penfill 3 mL, NO — INSULIN ISOPHANE HUMAN, insulin isophane human 100 units/mL injection, 5 x
3 mL cartridges

Actrapid Penfill 3 mL, NO — INSULIN NEUTRAL HUMAN, insulin neutral human 100 units/mL injection, 5 x 3 mL
cartridges

Sertraline generichealth, GQ — SERTRALINE, sertraline 100 mg tablet, 30
Sertraline generichealth, GQ — SERTRALINE, sertraline 100 mg tablet, 30
Sertraline generichealth, GQ — SERTRALINE, sertraline 100 mg tablet, 30
Sertraline generichealth, GQ — SERTRALINE, sertraline 100 mg tablet, 30

Highly Specialised Drugs Program (Private Hospital)

Additions

Addition - Item
15537R  OMALIZUMAB, Omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device (Omlyclo)
15530J OMALIZUMAB, Omalizumab 150 mg/mL injection, 1 mL pen device (Omlyclo)
15535P  OMALIZUMAB, Omalizumab 150 mg/mL injection, 1 mL pen device (Omlyclo)
15419M  TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Avtozma)
15463W  TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Avtozma)
15475L  TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Avtozma)
15478P  TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Avtozma)
15489F TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Avtozma)
15431E  TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Avtozma)
15443T  TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Avtozma)
15464X  TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Avtozma)
15476M  TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Avtozma)
15497P  TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Avtozma)
15420N  TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Avtozma)
15433G  TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Avtozma)
15453H TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Avtozma)
15465Y  TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Avtozma)
15490G  TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Avtozma)
15531K  TOFERSEN, Tofersen 100 mg/15 mL injection, 15 mL vial (Qalsody)
15533M  TOFERSEN, Tofersen 100 mg/15 mL injection, 15 mL vial (Qalsody)
15540X TOFERSEN, Tofersen 100 mg/15 mL injection, 15 mL vial (Qalsody)

Addition — Brand
12443X  Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
13292N  Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
15173N  Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
14904K  Omlyclo, EW — OMALIZUMAB, Omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device
14921H  Omlyclo, EW — OMALIZUMAB, Omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device
14939G  Omlyclo, EW — OMALIZUMAB, Omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device
14883H  Omlyclo, EW — OMALIZUMAB, Omalizumab 150 mg/mL injection, 1 mL pen device
14903J Omlyclo, EW — OMALIZUMAB, Omalizumab 150 mg/mL injection, 1 mL pen device
14923K  Omlyclo, EW — OMALIZUMAB, Omalizumab 150 mg/mL injection, 1 mL pen device
14928Q  Omlyclo, EW — OMALIZUMAB, Omalizumab 150 mg/mL injection, 1 mL pen device
14938F  Omlyclo, EW — OMALIZUMAB, Omalizumab 150 mg/mL injection, 1 mL pen device
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1419Q
9671B
10068X
10073E
12787B
12811G
13311N
13315T
13696W
1423X
9672C
10071C
10079L
12766X
12795K
13312P
13329M
13716X
1464C
9673D
10060L
10078K
12805Y
12810F
13323F
13338B
13731Q

Avtozma, EW — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial

Addition — Equivalence Indicator

14919F
149117
14927P
1419Q
9671B
10068X
10073E
12787B
12811G
13311N
13315T
13696W
1423X
9672C
10071C
10079L

Omlyclo, EW — OMALIZUMAB, omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe

Omlyclo, EW — OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL syringe
Omlyclo, EW — OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL syringe
Actemra, RO — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
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12766X
12795K
13312P
13329M
13716X
1464C

9673D

10060L
10078K
12805Y
12810F
13323F
13338B
13731Q

Actemra, RO — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Actemra, RO — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial

Addition — Note

14919F  OMALIZUMAB, omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe (Omlyclo)
14911T  OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL syringe (Omlyclo)
14927P  OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL syringe (Omlyclo)
1419Q TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra, Avtozma)
1423X TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra, Avtozma)
1464C TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra, Avtozma)

Deletions

Deletion — Brand
9615C Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
13332Q  Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
12058P Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 14
2798G Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
9642L Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
11036W Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
12038N  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
12071H  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
12984J Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
13642B Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
15103X  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
15418L Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21
11966T Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 28
12004T  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 14
2796E Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
9643M Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
11063G Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
12050F Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
12060R  Lenalidomide Dr.Reddy's, RI — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
12980E  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
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13658W Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
15079P  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
15485B  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
11969Y  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 28
12069F Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 14
9644N Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
11042E Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
12011E Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
12020P Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
12986L Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
13657T  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
15073H Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
15488E  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
11965R  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 28
12018M  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 14
9645P Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 21
11055W  Lenalidomide Dr.Reddy's, R — LENALIDOMIDE, lenalidomide 25 mg capsule, 21
12037M  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 21
12068E Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 21
12993W  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 21
13660Y  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 21
15096M  Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 21

Deletion — Equivalence Indicator
14582L Lenalide, JU — LENALIDOMIDE, lenalidomide 20 mg capsule, 21

14583M  Lenalide, JU — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
14609X  Lenalide, JU— LENALIDOMIDE, lenalidomide 20 mg capsule, 21
14610Y  Lenalide, JU — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
14624Q Lenalide, JU — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
14631C  Lenalide, JU — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
15105B  Lenalide, JU — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
15486C  Lenalide, JU — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
14582L Lenalidomide Sandoz, SZ — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
14583M  Lenalidomide Sandoz, SZ — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
14609X  Lenalidomide Sandoz, SZ— LENALIDOMIDE, lenalidomide 20 mg capsule, 21
14610Y  Lenalidomide Sandoz, SZ — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
14624Q Lenalidomide Sandoz, SZ— LENALIDOMIDE, lenalidomide 20 mg capsule, 21
14631C  Lenalidomide Sandoz, SZ— LENALIDOMIDE, lenalidomide 20 mg capsule, 21
15105B  Lenalidomide Sandoz, SZ— LENALIDOMIDE, lenalidomide 20 mg capsule, 21
15486C  Lenalidomide Sandoz, SZ— LENALIDOMIDE, lenalidomide 20 mg capsule, 21

Deletion — Note
15012D DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL pen devices (Dupixent)

15043R  DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes (Dupixent)
15022P  DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL pen devices (Dupixent)




15033F  DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes (Dupixent)
10182X  ECULIZUMAB, eculizumab 300 mg/30 mL injection, 30 mL vial (Soliris)
10194M  ECULIZUMAB, eculizumab 300 mg/30 mL injection, 30 mL vial (Soliris)
13791W  RAVULIZUMAB, ravulizumab 300 mg/3 mL injection, 3 mL vial (Ultomiris)
13802K  RAVULIZUMAB, ravulizumab 1.1 g/11 mL injection, 11 mL vial (Ultomiris)

Deletion — Restriction
15012D  DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL pen devices (Dupixent)

15043R  DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes (Dupixent)
15022P  DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL pen devices (Dupixent)
15033F  DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes (Dupixent)

Alterations
Alteration — Note
2798G LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)

9642L LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
11036W LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
11966T LENALIDOMIDE, lenalidomide 5 mg capsule, 28 (Lenalide, Lenalidomide Sandoz, Revlimid)
12038N LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
12058P  LENALIDOMIDE, lenalidomide 5 mg capsule, 14 (Lenalide, Lenalidomide Sandoz, Revlimid)
12071H LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
12984J LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
13642B LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
15103X LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
15418L LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
2796E LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
9643M LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
11063G LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
11969Y LENALIDOMIDE, lenalidomide 10 mg capsule, 28 (Lenalide, Lenalidomide Sandoz, Reviimid)
12004T LENALIDOMIDE, lenalidomide 10 mg capsule, 14 (Lenalide, Lenalidomide Sandoz, Revlimid)
12050F LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
12060R LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Reviimid)
12980E LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
13658W LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
15079P LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
15485B LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
9644N LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
11042E LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Reviimid)
11965R  LENALIDOMIDE, lenalidomide 15 mg capsule, 28 (Lenalide, Lenalidomide Sandoz, Reviimid)
12011E  LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Reviimid)
12020P LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
12069F LENALIDOMIDE, lenalidomide 15 mg capsule, 14 (Lenalide, Lenalidomide Sandoz, Revlimid)
12986L LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
13657T LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
15073H LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Reviimid)
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15488E
14582L
14583M
14609X
14610Y
14615F
14624Q
14631C
15105B
15486C
9645P
11055W
12018M
12037M
12068E
12993W
13660Y
15096M
9671B
10068X
10073E
12787B
12811G
9672C
10071C
10079L
12766X
12795K
9673D
10060L
10078K
12805Y
12810F

LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 20 mg capsule, 14 (Lenalide)

LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 25 mg capsule, 14 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra, Avtozma)

Alteration — Restriction

14977G
15034G
15000L
15042Q
10182X
10194M
13814C
13811X
10417G
10386P

DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes (Dupixent)
DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL pen devices (Dupixent)
DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL pen devices (Dupixent)
DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes (Dupixent)
ECULIZUMAB, eculizumab 300 mg/30 mL injection, 30 mL vial (Soliris)

ECULIZUMAB, eculizumab 300 mg/30 mL injection, 30 mL vial (Soliris)
POMALIDOMIDE, pomalidomide 1 mg capsule, 21 (Pomalidomide Sandoz, Pomolide)
POMALIDOMIDE, pomalidomide 2 mg capsule, 21 (Pomalidomide Sandoz, Pomolide)
POMALIDOMIDE, pomalidomide 3 mg capsule, 21 (Pomalidomide Sandoz, Pomolide)
POMALIDOMIDE, pomalidomide 4 mg capsule, 21 (Pomalidomide Sandoz, Pomolide)

19



13791W  RAVULIZUMAB, ravulizumab 300 mg/3 mL injection, 3 mL vial (Ultomiris)

13802K  RAVULIZUMAB, ravulizumab 1.1 g/11 mL injection, 11 mL vial (Ultomiris)

10073E  TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra, Avtozma)
10071C  TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra, Avtozma)
10078K  TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra, Avtozma)

Advance Notices
1 November 2026
Deletion — Brand
11496C DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 360 mg tablet, 30

11511W  DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 360 mg tablet, 30
11547R  DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 360 mg tablet, 30

1 December 2026
Deletion — Item
6109M Sandimmun, NV — CICLOSPORIN, ciclosporin 50 mg/mL injection, 10 x 1 mL ampoules

6205N Eprex 3000, JC — EPOETIN ALFA, epoetin alfa 3000 units/0.3 mL injection, 6 x 0.3 mL syringes
6206P Eprex 4000, JC — EPOETIN ALFA, epoetin alfa 4000 units/0.4 mL injection, 6 x 0.4 mL syringes
6204M Eprex 2000, JC — EPOETIN ALFA, epoetin alfa 2000 units/0.5 mL injection, 6 x 0.5 mL syringes
6251B Eprex 1000, JC — EPOETIN ALFA, epoetin alfa 1000 units/0.5 mL injection, 6 x 0.5 mL syringes
6302Q Eprex 5000, JC — EPOETIN ALFA, epoetin alfa 5000 units/0.5 mL injection, 6 x 0.5 mL syringes
6434P Eprex 20,000, JC — EPOETIN ALFA, epoetin alfa 20 000 units/0.5 mL injection, 6 x 0.5 mL syringes
6303R Eprex 6000, JC — EPOETIN ALFA, epoetin alfa 6000 units/0.6 mL injection, 6 x 0.6 mL syringes
6305W Eprex 8000, JC — EPOETIN ALFA, epoetin alfa 8000 units/0.8 mL injection, 6 x 0.8 mL syringes
6339P Eprex 40,000, JC — EPOETIN ALFA, epoetin alfa 40 000 units/mL injection, 1 mL syringe

6207Q Eprex 10000, JC — EPOETIN ALFA, epoetin alfa 10 000 units/mL injection, 6 x 1 mL syringes

Deletion — Brand
11838C  Sevelamer Lupin, GQ — SEVELAMER, sevelamer carbonate 800 mg tablet, 180

Highly Specialised Drugs Program (Public Hospital)

Additions
Addition — Item
15543C OMALIZUMAB, Omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device (Omlyclo)

15529H OMALIZUMAB, Omalizumab 150 mg/mL injection, 1 mL pen device (Omlyclo)
15534N  OMALIZUMAB, Omalizumab 150 mg/mL injection, 1 mL pen device (Omlyclo)
15429C TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Avtozma)
15440P  TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Avtozma)
15473J TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Avtozma)
15474K  TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Avtozma)
15477N  TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Avtozma)
15470F  TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Avtozma)
15471G  TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Avtozma)
15472H TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Avtozma)
15498Q TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Avtozma)
15499R  TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Avtozma)
15430D TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Avtozma)
15439N  TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Avtozma)
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15442R
15455K
15466B
15528G
15532L
15538T

Addition —

12406Y
13293P
15156Q
14905L
149497
14950W
14884J
14922J
14929R
14937E
14945N
1476Q
9657G
10077J
10081N
12775J
12794J
13304F
13324G
13690M
1481Y
9658H
10056G
10058J
12791F
12796L
13305G
13330N
13684F
1482B
9659J
10064Q
10072D
12763R
12802T
13299Y
13339C

TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Avtozma)
TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Avtozma)
TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Avtozma)
TOFERSEN, Tofersen 100 mg/15 mL injection, 15 mL vial (Qalsody)
TOFERSEN, Tofersen 100 mg/15 mL injection, 15 mL vial (Qalsody)
TOFERSEN, Tofersen 100 mg/15 mL injection, 15 mL vial (Qalsody)

Brand
Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes

Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
Yuflyma, EW — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
Omlyclo, EW — OMALIZUMAB, Omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device
Omlyclo, EW — OMALIZUMAB, Omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device
Omlyclo, EW — OMALIZUMAB, Omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device
Omlyclo, EW — OMALIZUMAB, Omalizumab 150 mg/mL injection, 1 mL pen device
Omlyclo, EW — OMALIZUMAB, Omalizumab 150 mg/mL injection, 1 mL pen device
Omlyclo, EW — OMALIZUMAB, Omalizumab 150 mg/mL injection, 1 mL pen device
Omlyclo, EW — OMALIZUMAB, Omalizumab 150 mg/mL injection, 1 mL pen device
Omlyclo, EW — OMALIZUMAB, Omalizumab 150 mg/mL injection, 1 mL pen device
Avtozma, EW — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial

Avtozma, EW — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial

Avtozma, EW — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial

Avtozma, EW — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial

Avtozma, EW — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial

Avtozma, EW — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial

Avtozma, EW — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial

Avtozma, EW — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial

Avtozma, EW — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial

Avtozma, EW — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
Avtozma, EW — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
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13715W  Avtozma, EW — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial

Addition — Equivalence Indicator
14947Q  Omlyclo, EW — OMALIZUMAB, omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe

14946P  Omlyclo, EW — OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL syringe
14948R  Omlyclo, EW — OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL syringe
1476Q Actemra, RO — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
9657G Actemra, RO — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
10077J Actemra, RO — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
10081N  Actemra, RO — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
12775J Actemra, RO — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
12794J Actemra, RO — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
13304F  Actemra, RO — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
13324G  Actemra, RO — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
13690M  Actemra, RO — TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial
1481Y Actemra, RO — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
9658H Actemra, RO — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
10056G  Actemra, RO — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
10058J Actemra, RO — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
12791F  Actemra, RO — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
12796L Actemra, RO — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
13305G  Actemra, RO — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
13330N  Actemra, RO — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
13684F  Actemra, RO — TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial
1482B Actemra, RO — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
9659J Actemra, RO — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
10064Q Actemra, RO — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
10072D  Actemra, RO — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
12763R  Actemra, RO — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
12802T  Actemra, RO — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
13299Y  Actemra, RO — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
13339C  Actemra, RO — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial
13715W  Actemra, RO — TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial

Addition — Note
14947Q OMALIZUMAB, omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe (Omlyclo)

14946P  OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL syringe (Omlyclo)

14948R  OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL syringe (Omlyclo)

1476Q TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra, Avtozma)
1481Y TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra, Avtozma)
1482B TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra, Avtozma)

Deletions
Deletion — Brand
5733R Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes

13308K  Nepexto, GQ — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes
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12035K
2799H
5783J
11029L
12034J
12039P
12985K
13636Q
15106C
15487D
11967W
12070G
2802L
5784K
11064H
12057N
12061T
12988N
13661B
15067B
15451F
11968X
12012F
5785L
11062F
12026Y
12062W
12991R
13641Y
15078N
15452G
11964Q
12019N
5786M
11041D
12036L
12059Q
12979D
13630J
15104Y

Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 14

Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21

Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21

Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21

Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21

Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21

Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21

Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21

Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21

Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 21

Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 5 mg capsule, 28

Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 14
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 10 mg capsule, 28
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 14
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 15 mg capsule, 28
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 14
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 21
Lenalidomide Dr.Reddy's, Rl — LENALIDOMIDE, lenalidomide 25 mg capsule, 21

Deletion — Equivalence Indicator

14588T
14592B
14608W

Lenalide, JU — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
Lenalide, JU — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
Lenalide, JU — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
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14616G  Lenalide, JU — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
14632D Lenalide, JU — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
14633E  Lenalide, JU — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
15095L Lenalide, JU — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
15428B  Lenalide, JU — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
14588T Lenalidomide Sandoz, SZ — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
14592B Lenalidomide Sandoz, SZ — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
14608W Lenalidomide Sandoz, SZ — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
14616G  Lenalidomide Sandoz, SZ— LENALIDOMIDE, lenalidomide 20 mg capsule, 21
14632D Lenalidomide Sandoz, SZ— LENALIDOMIDE, lenalidomide 20 mg capsule, 21
14633E  Lenalidomide Sandoz, SZ— LENALIDOMIDE, lenalidomide 20 mg capsule, 21
15095L Lenalidomide Sandoz, SZ — LENALIDOMIDE, lenalidomide 20 mg capsule, 21
15428B  Lenalidomide Sandoz, SZ— LENALIDOMIDE, lenalidomide 20 mg capsule, 21

Deletion — Note
15011C  DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL pen devices (Dupixent)

15021N  DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes (Dupixent)
14986R  DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes (Dupixent)
14988W DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL pen devices (Dupixent)
10183Y  ECULIZUMAB, eculizumab 300 mg/30 mL injection, 30 mL vial (Soliris)

10191J ECULIZUMAB, eculizumab 300 mg/30 mL injection, 30 mL vial (Soliris)

13808R  RAVULIZUMAB, ravulizumab 300 mg/3 mL injection, 3 mL vial (Ultomiris)

13809T RAVULIZUMAB, ravulizumab 1.1 g/11 mL injection, 11 mL vial (Ultomiris)

Deletion — Restriction
15011C  DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL pen devices (Dupixent)

15021N  DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes (Dupixent)
14986R  DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes (Dupixent)
14988W DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL pen devices (Dupixent)

Alterations
Alteration — Note
2799H LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)

5783J LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
11029L LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
11967W LENALIDOMIDE, lenalidomide 5 mg capsule, 28 (Lenalide, Lenalidomide Sandoz, Revlimid)
12034J LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
12035K LENALIDOMIDE, lenalidomide 5 mg capsule, 14 (Lenalide, Lenalidomide Sandoz, Revlimid)
12039P LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
12985K LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
13636Q LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
15106C LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
15487D LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
2802L LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
5784K LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
11064H LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
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11968X
12057N
12061T
12070G
12988N
13661B
15067B
15451F
5785L
11062F
11964Q
12012F
12026Y
12062W
12991R
13641Y
15078N
15452G
14588T
14592B
14608W
14616G
14623P
14632D
14633E
15095L
15428B
5786M
11041D
12019N
12036L
12059Q
12979D
13630J
15104Y
9657G
10077J
10081N
12775J
12794J
9658H
10056G
10058J
12791F

LENALIDOMIDE, lenalidomide 10 mg capsule, 28 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 10 mg capsule, 14 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 15 mg capsule, 28 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 15 mg capsule, 14 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 20 mg capsule, 14 (Lenalide)

LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 20 mg capsule, 21 (Lenalide, Lenalidomide Sandoz)
LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 25 mg capsule, 14 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Lenalide, Lenalidomide Sandoz, Revlimid)
TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra, Avtozma)
TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra, Avtozma)




12796L  TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra, Avtozma)
9659J TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra, Avtozma)
10064Q TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra, Avtozma)
10072D  TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra, Avtozma)
12763R  TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra, Avtozma)
12802T  TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra, Avtozma)

Alteration — Restriction
14961K  DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes (Dupixent)

14987T  DUPILUMAB, dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL pen devices (Dupixent)
14963M  DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL pen devices (Dupixent)
14978H DUPILUMAB, dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes (Dupixent)
10183Y  ECULIZUMAB, eculizumab 300 mg/30 mL injection, 30 mL vial (Soliris)

10191J ECULIZUMAB, eculizumab 300 mg/30 mL injection, 30 mL vial (Soliris)

13803L POMALIDOMIDE, pomalidomide 1 mg capsule, 21 (Pomalidomide Sandoz, Pomolide)
13788Q POMALIDOMIDE, pomalidomide 2 mg capsule, 21 (Pomalidomide Sandoz, Pomolide)
10406Q POMALIDOMIDE, pomalidomide 3 mg capsule, 21 (Pomalidomide Sandoz, Pomolide)
10387Q POMALIDOMIDE, pomalidomide 4 mg capsule, 21 (Pomalidomide Sandoz, Pomolide)
13808R  RAVULIZUMAB, ravulizumab 300 mg/3 mL injection, 3 mL vial (Ultomiris)

13809T RAVULIZUMARB, ravulizumab 1.1 g/11 mL injection, 11 mL vial (Ultomiris)

10081N  TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra, Avtozma)
10058J TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra, Avtozma)
10072D  TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra, Avtozma)

Advance Notices
1 November 2026
Deletion — Brand
11533B DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 360 mg tablet, 30

11536E  DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 360 mg tablet, 30
11555E  DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 360 mg tablet, 30

1 December 2026
Deletion — Item
5631J Sandimmun, NV — CICLOSPORIN, ciclosporin 50 mg/mL injection, 10 x 1 mL ampoules

5720C Eprex 3000, JC — EPOETIN ALFA, epoetin alfa 3000 units/0.3 mL injection, 6 x 0.3 mL syringes
5721D Eprex 4000, JC — EPOETIN ALFA, epoetin alfa 4000 units/0.4 mL injection, 6 x 0.4 mL syringes
5713Q Eprex 20,000, JC — EPOETIN ALFA, epoetin alfa 20 000 units/0.5 mL injection, 6 x 0.5 mL syringes
5714R Eprex 1000, JC — EPOETIN ALFA, epoetin alfa 1000 units/0.5 mL injection, 6 x 0.5 mL syringes
5715T Eprex 5000, JC — EPOETIN ALFA, epoetin alfa 5000 units/0.5 mL injection, 6 x 0.5 mL syringes
5719B Eprex 2000, JC — EPOETIN ALFA, epoetin alfa 2000 units/0.5 mL injection, 6 x 0.5 mL syringes
5716W Eprex 6000, JC — EPOETIN ALFA, epoetin alfa 6000 units/0.6 mL injection, 6 x 0.6 mL syringes
5717X Eprex 8000, JC — EPOETIN ALFA, epoetin alfa 8000 units/0.8 mL injection, 6 x 0.8 mL syringes
5718Y Eprex 40,000, JC — EPOETIN ALFA, epoetin alfa 40 000 units/mL injection, 1 mL syringe

5722E Eprex 10000, JC — EPOETIN ALFA, epoetin alfa 10 000 units/mL injection, 6 x 1 mL syringes

Deletion — Brand
11855Y  Sevelamer Lupin, GQ — SEVELAMER, sevelamer carbonate 800 mg tablet, 180
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Highly Specialised Drugs Program (Community Access)

Deletions
Deletion — Note

15334C

EDARAVONE, edaravone 30 mg/20 mL injection, 10 x 20 mL ampoules (Radicava)

Alterations
Alteration — Restriction

14806G
15334C

EDARAVONE, edaravone 30 mg/20 mL injection, 10 x 20 mL ampoules (Radicava)
EDARAVONE, edaravone 30 mg/20 mL injection, 10 x 20 mL ampoules (Radicava)

Advance Notices
1 January 2027
Deletion — Item
Sublocade, IR — BUPRENORPHINE, buprenorphine 100 mg/0.5 mL modified release injection, 0.5 mL syringe

Sublocade, IR — BUPRENORPHINE, buprenorphine 300 mg/1.5 mL modified release injection, 1.5 mL syringe

13320C
13327K

IVF Program

Alterations
Alteration — Manufacturer Code

5816D

5817E

6335K

6336L

6464F

Elonva — CORIFOLLITROPIN ALFA, corifollitropin alfa 100 microgram/0.5 mL injection, 0.5 mL
syringe

Elonva — CORIFOLLITROPIN ALFA, corifollitropin alfa 150 microgram/0.5 mL injection, 0.5 mL
syringe

Puregon 300 1U/0.36 mL — FOLLITROPIN BETA, follitropin beta 300 units/0.36 mL injection,
0.36 mL cartridge

Puregon 600 1U/0.72 mL — FOLLITROPIN BETA, follitropin beta 600 units/0.72 mL injection,
0.72 mL cartridge

Puregon 900 1U/1.08 mL — FOLLITROPIN BETA, follitropin beta 900 units/1.08 mL injection,
1.08 mL cartridge

Repatriation Pharmaceutical Benefits

Advance Notices
1 December 2026
Deletion — Item

4434

10017F

10029W

10023M

10021K

10586E
10596Q
4246L
4306P

Aci-Jel, CU— ACETIC ACID + OXYQUINOLINE + RICINOLEIC ACID, acetic acid 0.94% + oxyquinoline sulfate

0.025% + ricinoleic acid 0.75% vaginal gel, 100 g

From
oQ

0oQ

0oQ

oQ

oQ

To
AF

AF

AF

AF

AF

Allevyn Life 66801067, SN — DRESSING FOAM WITH SILICONE, dressing foam with silicone 10.3 cm x 10.3 cm

dressing, 10

Allevyn Life 66801068, SN — DRESSING FOAM WITH SILICONE, dressing foam with silicone 12.9 cm x 12.9 cm

dressing, 10

Allevyn Life 66801069, SN — DRESSING FOAM WITH SILICONE, dressing foam with silicone 15.4 cm x 15.4 cm

dressing, 10

Allevyn Life 66801070, SN — DRESSING FOAM WITH SILICONE, dressing foam with silicone 21 cm x 21 cm

dressing, 10

Petrus Pharmaceuticals Pty Ltd, PP — GLYCEROL, glycerol 700 mg suppository, 12
Petrus Pharmaceuticals Pty Ltd, PP — GLYCEROL, glycerol 1.4 g suppository, 12
Petrus Pharmaceuticals Pty Ltd, PP — GLYCEROL, glycerol 2.8 g suppository, 12
Lubri-Gel, PP — LUBRICATING AGENT, lubricating agent gel, 100 g
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General Pharmaceutical Benefits

ABEMACICLIB

Note The Nottingham grading system is the histologic grading system developed by Elston and Ellis as a modification of the
Scarff-Bloom-Richardson grading system. See the following literature publication for details:
Elston, CW, Ellis, 0. Pathological prognostic factors in breast cancer. The value of histological grade in breast cancer:
experience from a large study with long-term follow-up. Histopathology. 1991 Nov;19(5):403-10.

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

Early breast cancer
Clinical criteria:

The treatment must be adjuvant to surgical resection, AND

Patient must have been untreated with cyclin-dependent kinase 4/6 (CDK4/6) inhibitor therapy at the time non-PBS-
subsidised or PBS-subsidised treatment was initiated; OR

Patient must have developed an intolerance to another CDK4/6 inhibitor therapy (other than this drug) of a severity
necessitating permanent treatment withdrawal, AND

The condition must not have been treated with adjuvant endocrine therapy for more than 6 months prior to commencing a
CDK4/6 inhibitor therapy for this condition, AND

The condition must be human epidermal growth factor receptor 2 (HER2) negative, AND

The condition must be hormone receptor positive, AND

The condition must be at high risk of recurrence at treatment initiation with this drug, with high risk being any of: (a)
cancer cells in at least 4 positive axillary lymph nodes, (b) cancer cells in 1 to 3 positive axillary lymph nodes plus at least
one of: (i) tumour size of at least 5 cm in size, (ii) grade 3 tumour histology (on the Nottingham grading system), AND
The treatment must not be a PBS-subsidised benefit beyond whichever comes first: (i) a total of 2 years of active
treatment (this includes any non-PBS-subsidised supply if applicable), (ii) disease recurrence/progression, AND

The treatment must not be in combination with any of the following: (i) olaparib, (ii) pembrolizumab, (iii) ribociclib.

Treatment criteria:

Patient must be undergoing concurrent treatment with endocrine therapy where this drug is being prescribed as a PBS
benefit, 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.

Retain all pathology imaging and investigative test results in the patient's medical records.
PBS-subsidised treatment with CDK 4/6 inhibitors is restricted to one line of therapy at any disease staging for breast cancer
(i.e. if therapy has been prescribed for early disease, subsidy under locally advanced or metastatic disease is no longer
available).

abemaciclib 50 mg tablet, 56

14116Y Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer

N

1 5 0.00 4093.49 25.00 Verzenio [LY]

abemaciclib 100 mg tablet, 56
14105J Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

N

1 5 0.00 4093.49 25.00 Verzenio [LY]

abemaciclib 150 mg tablet, 56
14134X Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

N

1 5 0.00 4093.49 25.00 Verzenio [LY]
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ADALIMUMAB

Note Pharmaceutical benefits that have the form adalimumab 20 mg/0.2 mL syringes and pharmaceutical benefits that have the

form adalimumab 20 mg/0.4 mL syringes are equivalent for the purposes of substitution

Note Pharmaceutical benefits that have a pack size of 1 may be substituted for pharmaceutical benefits that have a pack size of

2, in combinations equivalent to the maximum quantity number of units.

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)

15445

Vision threatening non-infectious uveitis

Treatment Phase: Continuing treatment

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

e Patient must have demonstrated an adequate response to treatment with this drug for this condition, AND

e The treatment must not exceed 24 weeks under this restriction per authority application.

Treatment criteria:

e Must be treated by an ophthalmologist, rheumatologist or immunologist with expertise in uveitis; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion.

An adequate response to treatment is defined as:

(a) Sustained reduction in inflammation defined as a 2-step decrease from baseline in Standardisation of Uveitis

Nomenclature (SUN) criteria for anterior chamber or vitreous haze; or

(b) Sustained quiescence of inflammation defined as Standardisation of Uveitis Nomenclature (SUN) criteria less than or

equal to 0.5+ anterior chamber or vitreous haze, absence of active vitreous or retinal lesions or vitreous cells; or

(c) Sustained corticosteroid sparing effect, allowing reduction in prednisone to less than 7.5 mg daily; or

(d) Reduction in frequency of ocular attacks to less than or equal to 1 per year (patients with Behcet's disease only)

The patient remains eligible to receive continuing treatment with the same biological medicine in courses of up to 24 weeks

providing they continue to sustain an adequate response. It is recommended that a patient be reviewed in the month prior to

completing their current course of treatment.

adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
15539W Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 0.00 606.96 25.00 @ Yuflyma [EW]

adalimumab 20 mg/0.4 mL injection, 0.4 mL syringe
14772L Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

2 5 0.00 *606.96 25.00 @ Amgevita [XT]

ASCIMINIB

Note

Note
Note
Note

TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for chronic myeloid leukaemia (CML).

Where the term TKI agent appears in the following notes and restrictions it refers to imatinib, dasatinib, nilotinib, ponatinib or
asciminib.

Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy.

Where a patient has previously received PBS-subsidised treatment with a TKI agent, no approval will be granted for PBS-
subsidised re-treatment of chronic myeloid leukaemia where that patient has at any time not met the response criteria whilst
being treated with that TKI agent.

For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.

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

No increase in the maximum number of repeats may be authorised.

Special Pricing Arrangements apply.

Authority Required (STREAMLINED)

19234

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing treatment for patients without T315] mutation

Clinical criteria:

¢ Patient must have received initial PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must be undergoing first continuing treatment with this drug, demonstrating either (i) a major cytogenetic
response (ii) a peripheral blood level of BCR-ABL of less than 1%; OR

¢ Patient must be undergoing subsequent continuing treatment with this drug, demonstrating a response at 12-monthly
intervals of either: (i) a major cytogenetic response (ii) a peripheral blood level of BCR-ABL of less than 1%, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.
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Treatment criteria:
e Must be treated by a medical practitioner; OR

e 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.

asciminib 20 mg tablet, 60
13268H Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

N 1 5 0.00 6265.11 25.00 Scemblix [NV]

asciminib 40 mg tablet, 60
13259W Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

N 1 5 0.00 6265.11 25.00 Scemblix [NV]

ASCIMINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for chronic myeloid leukaemia (CML).
Where the term TKI agent appears in the following notes and restrictions it refers to imatinib, dasatinib, nilotinib, ponatinib or
asciminib.
Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy.
Where a patient has previously received PBS-subsidised treatment with a TKI agent, no approval will be granted for PBS-
subsidised re-treatment of chronic myeloid leukaemia where that patient has at any time not met the response criteria whilst
being treated with that TKI agent.
For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.

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 Myeloid Leukaemia (CML)

Treatment Phase: Initial PBS-subsidised treatment for patients without T3151 mutation

Clinical criteria:

e The condition must not be in the blast phase, AND

o Patient must have experienced an inadequate response to an adequate trial of at least two tyrosine kinase inhibitors; OR
¢ Patient must have experienced intolerance, not an inadequate response, to at least two tyrosine kinase inhibitors; OR

¢ Patient must have experienced an inadequate response to an adequate trial of at least one tyrosine kinase inhibitor with
intolerance to at least another tyrosine kinase inhibitor, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.
Blast phase defined according to the latest WHO criteria.
A pathology cytogenetic report from an Approved Pathology Authority conducted on peripheral blood or bone marrow
supporting the diagnosis of chronic myeloid leukaemia to confirm eligibility for treatment, or a qualitative PCR report
documenting the presence of the BCR-ABL transcript in either peripheral blood or bone marrow must be documented in the
patient's medical records.

asciminib 20 mg tablet, 60

13248G Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 5 0.00 6265.11 25.00 Scemblix [NV]

asciminib 40 mg tablet, 60
13264D Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 0.00 6265.11 25.00 Scemblix [NV]

ASCIMINIB
Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for chronic myeloid leukaemia (CML).
Where the term TKI agent appears in the following notes and restrictions it refers to imatinib, dasatinib, nilotinib, ponatinib or
asciminib.
Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy.

Where a patient has previously received PBS-subsidised treatment with a TKI agent, no approval will be granted for PBS-
subsidised re-treatment of chronic myeloid leukaemia where that patient has at any time not met the response criteria whilst
being treated with that TKI agent.
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Note

Note
Note
Note

For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can 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

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

No increase in the maximum number of repeats may be authorised.

Special Pricing Arrangements apply.

Authority Required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial PBS-subsidised treatment for patients with T315] mutation

Clinical criteria:

e The condition must not be in the blast phase, AND

¢ Patient must be expressing the T315] mutation confirmed through a bone marrow biopsy pathology report, AND

¢ The condition must be expressing the Philadelphia chromosome confirmed through cytogenetic analysis; OR

e The condition must have the transcript BCR-ABL tyrosine kinase confirmed through quantitative polymerase chain
reaction (PCR), AND

e Patient must have experienced an inadequate response to an adequate trial of at least one tyrosine kinase inhibitor as
confirmed through a pathology report from an Approved Pathology Authority; OR

o Patient must have experienced intolerance, not an inadequate response, to at least one tyrosine kinase inhibitor, AND

¢ The treatment must be the sole PBS-subsidised therapy for this condition.

Treatment criteria:

o Must be treated by a medical practitioner.

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via

HPOS form upload or mail and must include:

(i) details (date, unique identifying number/code or provider number) of a bone marrow biopsy pathology report

demonstrating the patient has active chronic myeloid leukaemia, either manifest as cytogenetic evidence of the Philadelphia

chromosome; or

(ii) details (date, unique identifying number/code or provider number) of a bone marrow biopsy/peripheral blood pathology

report demonstrating RT-PCR level of BCR-ABL transcript greater than 0.1% on the international scale; and

(iii) details (date, unique identifying number/code or provider number) of a bone marrow biopsy pathology report

demonstrating evidence of the T315] mutation; and

(iv) where there has been a loss of response to imatinib or dasatinib or nilotinib, details (date, unique identifying

number/code or provider number) of the confirming pathology report(s) from an Approved Pathology Authority or details of

the dates of assessment in the case of progressive splenomegaly or extramedullary involvement.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(ii) 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 are eligible for PBS-subsidised treatment with only one of imatinib, dasatinib, nilotinib, ponatinib or asciminib at any

one time and must not be receiving concomitant interferon alfa therapy

Up to a maximum of 18 months of treatment may be authorised under this initial restriction.

Blast phase defined according to the latest WHO criteria.

A pathology cytogenetic report from an Approved Pathology Authority conducted on peripheral blood or bone marrow

supporting the diagnosis of chronic myeloid leukaemia to confirm eligibility for treatment, or a qualitative PCR report

documenting the presence of the BCR-ABL transcript in either peripheral blood or bone marrow must be documented in the

patient's medical records.

Authority Required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing Treatment for patients with T315I mutation

Clinical criteria:

e Patient must have received initial PBS-subsidised treatment with this drug for this condition, AND
e The treatment must be the sole PBS-subsidised therapy for this condition, AND
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¢ Patient must be undergoing first continuing treatment with this drug, demonstrating either (i) a major cytogenetic
response (ii) a peripheral blood level of BCR-ABL of less than 1%; OR

e Patient must be undergoing subsequent continuing treatment with this drug, demonstrating a 12-month response of
either (i) a major cytogenetic response (ii) a peripheral blood level of BCR-ABL of less than 1%.

Treatment criteria:

e 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.

A major cytogenetic response [see Note explaining requirements] or a peripheral blood level of BCR-ABL of less than 1% on

the international scale [see Note explaining requirements] must be documented in the patient's medical records.

The continuing application for authorisation must be made via the Online PBS Authorities System (real time assessment), or

in writing via HPOS form upload or mail and must include:

(i) details (date, unique identifying number/code or provider number) of the pathology report from an Approved Pathology

Authority demonstrating a major cytogenetic response [see Note explaining definitions of response]; or

(ii) details (date, unique identifying number/code or provider number) of the pathology report from an Approved Pathology

Authority demonstrating a peripheral blood level of BCR-ABL of less than 1% on the international scale [see Note explaining

definitions of response].

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(i) 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 are eligible for PBS-subsidised treatment with only one of imatinib, dasatinib, nilotinib, ponatinib or asciminib at any

one time and must not be receiving concomitant interferon alfa therapy

asciminib 40 mg tablet, 60
13260X Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
N 5 5 0.00 *30888.09 25.00 Scemblix [NV]

CICLOSPORIN
Caution It is recommended that the potential for immunosuppression with long term use of this drug be clinically reviewed after at
least 24 months of treatment, if not already reviewed.
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.

Authority Required

Chronic severe dry eye disease with keratitis

Treatment Phase: Initial treatment for up to the first 180 days of treatment

Clinical criteria:

e Patient must have a corneal fluorescein staining (CFS) grade of 4 at treatment initiation, using at least one of: (i) the
Oxford scale, (ii) the modified Oxford scale, (iii) an equivalent scale to the Oxford scale as determined by the prescriber,
AND

¢ Patient must have an ocular surface disease index (OSDI) score of at least 23 at treatment initiation, AND

e The condition must be inadequately controlled by monotherapy with a preservative free artificial tears substitute, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

Treatment criteria:

e Patient must be undergoing simultaneous treatment with a preservative free artificial tears substitute, AND

¢ Must be treated by an ophthalmologist or by an accredited ophthalmology registrar in consultation with an
ophthalmologist; OR

e Must be treated by an optometrist in accordance with Optometry Board of Australia guidelines, AND

e Patient must not be undergoing treatment with this drug under this treatment phase beyond day 180 of treatment.

Population criteria:

o Patient must be at least 18 years of age.

Prescribing instruction:

State in the first authority application for this drug, for the purpose of having a baseline measurement to assess response to

treatment under the Continuing treatment listing, each of: (i) the qualifying corneal fluorescein staining grade (a numerical
value no less than 4), (ii) the qualifying ocular surface disease index score (a numerical value no less than 23).

Note The Oxford scale, modified Oxford scale and Ocular Surface Disease Index (OSDI) were relied upon in the submission
supporting initial PBS listing.
The Oxford scale uses a chart system consisting of a series of panels, labelled A to E in order of increasing severity. In each
chart, staining is represented by dots. To grade staining, comparisons are made between the panels and the appearance of
staining on the exposed interpalpebral conjunctiva and cornea of the patient. The details of the chart are presented in Figure
1 and, in a simplified form in Figure 4 (where the criteria, dot count and log columns are not displayed), in the following
literature article: Bron A, Evans V, Smith, J. Grading of corneal and conjunctival staining in the context of other dry eye tests.
Cornea. 2003;22(7):640-650.
The modified Oxford scale is as above, but with the first grade depiction (Grade 0), termed 'Grade 0.5'.
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A list of equivalent scales to the Oxford scale is not provided. Prescribers should be satisfied that a scale other than the
Oxford scale, if used, is equivalent to the Oxford scale.

The Ocular Surface Disease Index (OSDI) is a 12-item questionnaire created by the Outcomes Research Group at Allergan
Inc, Irvine, CA, USA, to assess dry eye symptoms and the effects on vision-related function.

The questionnaire has 3 subscales: ocular symptoms, vision-related function, and environmental triggers. Patients rate their
responses on a 0 to 4 scale with 0 corresponding to 'none of the time' and 4 corresponding to 'all of the time'. A final score is
calculated which ranges from 0 to 100 with scores 0 to 12 representing normal, 13 to 22 representing mild dry eye disease,
23 to 32 representing moderate dry eye disease, and greater than 33 representing severe dry eye disease.

The OSDI questionnaire asks the following:
Presence of ocular symptoms - Have you experienced any of the following during the last week?
1. Eyes that are sensitive to light2. Eyes that feel gritty3. Painful or sore eyes4. Blurred vision5. Poor vision

Impact on daily activities - Have you had problems with your eyes limited you in performing any of the following during the
last week?

1. Reading2. Driving at night3. Working with a computer or bank machine (ATM)4. Watching TV
Environmental factors - Have your eyes felt uncomfortable in any of the following situations during the last week?
1. Windy conditions2. Places or areas with low humidity (very dry)3. Areas that are airconditioned

Rate responses on a scale of 0 to 4; 0 = none of the time, 1 = some of the time, 2 = half of the time, 3 = most of the time,
and 4 = all of the time.

Further information on this index is in the following literature article: Walt J, Rowe M, Stern K. Evaluating the functional
impact of dry eye: the Ocular Surface Disease Index. Drug Information Journal. 1997;31:1436

The 'Dry Eye OSDI 'Questionnaire’ app developed by Allergan Inc is available to download for iPhone.

Note If the maximum number of repeats stated in this listing is not requested in this application, further supplies can be obtained

through this treatment phase listing to continue treatment for up to the first 180 days of treatment, but the OSDI score and
CFS grade need not be re-stated. Alternatively, treatment may be continued under the 'Continuing treatment' phase listing,
provided the patient meets all eligibility criteria specified in that treatment phase listing.

Authority Required

Chronic severe dry eye disease with keratitis

Treatment Phase: Continuing treatment

Clinical criteria:

¢ Patient must have received PBS-subsidised treatment with this drug for this condition, AND

e The condition must have improved to an extent that corneal fluorescein staining, using the same scale used at the time of
the first authority application, shows an improvement (reduction) by at least 3 grades from baseline (the grade stated in

the first authority application) - the improvement need only be demonstrated by staining once only with the first
Continuing treatment authority application, AND

¢ The condition must have improved to an extent that the patient's ocular surface disease index score at the time of this
authority application, has improved (reduced) by at least 30% compared to the value stated in the first authority
application (i.e. baseline), AND

¢ The treatment must be the sole PBS-subsidised therapy for this condition.

Treatment criteria:

e Must be treated by an ophthalmologist or by an accredited ophthalmology registrar in consultation with an
ophthalmologist; OR

e Must be treated by an optometrist in accordance with Optometry Board of Australia guidelines.

Prescribing instructions:

State in the first continuing treatment authority application for this drug:

(i) an improved corneal fluorescein staining grade (a numerical value that has improved by 3 grades from that provided in

the first Initial 1 treatment authority application).

State in all continuing treatment authority applications:

(i) the ocular surface disease index score at the time of this authority application (a numerical value that is at least 30%
lower than that stated in the first Initial 1 treatment authority application).

Ciclosporin 0.1% eye drops, 2 mL
15541Y Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

| 5 0.00 77.64 25.00 Vevye [AE]

DASATINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for chronic myeloid leukaemia (CML).

Where the term TKI agent appears in the following notes and restrictions it refers to imatinib, dasatinib, nilotinib, ponatinib or
asciminib.

Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy.

Where a patient has previously received PBS-subsidised treatment with a TKI agent, no approval will be granted for PBS-
subsidised re-treatment of chronic myeloid leukaemia where that patient has at any time not met the response criteria whilst
being treated with that TKI agent.

34

Schedule of Pharmaceutical Benefits — October 2026



For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.

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)

19225

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing treatment

Clinical criteria:

¢ Patient must have received initial PBS-subsidised treatment with this drug for this condition, AND
e Patient must be responding to treatment with this drug for this condition, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

Treatment criteria:

e Must be treated by a medical practitioner; OR

e 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.

dasatinib 20 mg tablet, 60

12869H Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
N 1 5 0.00 177.22 25.00 2 Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 Dasatinib Sandoz [SZ] 2 Dasatinib SUN [RA]
2 DASATINIB-TEVA [TB] 2 Dasatinib Viatris [AL]
@ Sprycel [BQ]
dasatinib 50 mg tablet, 60
12843Y Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
N 1 5 0.00 285.85 25.00 2 Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 Dasatinib Sandoz [SZ] 2 Dasatinib SUN [RA]
2 DASATINIB-TEVA [TB] 2 Dasatinib Viatris [AL]
@ Sprycel [BQ]
dasatinib 70 mg tablet, 60
12890K Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
N 1 5 0.00 351.66 25.00 @ Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 Dasatinib Sandoz [SZ] 2 Dasatinib SUN [RA]
2 DASATINIB-TEVA [TB] 2 Dasatinib Viatris [AL]
@ Sprycel [BQ]
dasatinib 100 mg tablet, 30
12889J Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
N 1 5 0.00 285.85 25.00 2 Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]

2 Dasatinib Sandoz [SZ] 2 Dasatinib SUN [RA]
2 DASATINIB-TEVA [TB] @ Dasatinib Viatris [AL]
@ Sprycel [BQ]

DASATINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for chronic myeloid leukaemia (CML).

Where the term TKI agent appears in the following notes and restrictions it refers to imatinib, dasatinib, nilotinib, ponatinib or

asciminib.

Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy.

Where a patient has previously received PBS-subsidised treatment with a TKI agent, no approval will be granted for PBS-
subsidised re-treatment of chronic myeloid leukaemia where that patient has at any time not met the response criteria whilst
being treated with that TKI agent.

For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical

records.

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.
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Authority Required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial treatment

Clinical criteria:

¢ Patient must have a primary diagnosis of chronic myeloid leukaemia, AND

o Patient must not have previously experienced an inadequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

A pathology cytogenetic report from an Approved Pathology Authority conducted on peripheral blood or bone marrow

supporting the diagnosis of chronic myeloid leukaemia to confirm eligibility for treatment, or a qualitative PCR report

documenting the presence of the BCR-ABL transcript in either peripheral blood or bone marrow must be documented in the

patient's medical records.

dasatinib 20 mg tablet, 60

1354G Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 177.22 25.00 2 Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 Dasatinib Sandoz [SZ] 2 Dasatinib SUN [RA]
2 DASATINIB-TEVA [TB] 2 Dasatinib Viatris [AL]
@ Sprycel [BQ]
dasatinib 50 mg tablet, 60
1381Q Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 285.85 25.00 2 Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 Dasatinib Sandoz [SZ] 2 Dasatinib SUN [RA]
2 DASATINIB-TEVA [TB] 2 Dasatinib Viatris [AL]
@ Sprycel [BQ]
dasatinib 70 mg tablet, 60
1415L Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 351.66 25.00 2 Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 Dasatinib Sandoz [SZ] 2 Dasatinib SUN [RA]
2 DASATINIB-TEVA [TB] 2 Dasatinib Viatris [AL]
@ Sprycel [BQ]
dasatinib 100 mg tablet, 30
1416M Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 285.85 25.00 @ Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 Dasatinib Sandoz [SZ] 2 Dasatinib SUN [RA]
2 DASATINIB-TEVA [TB] 2 Dasatinib Viatris [AL]
@ Sprycel [BQ]

GLYCOMACROPEPTIDE FORMULA WITH DOCOSAHEXAENOIC ACID AND LOW PHENYLALANINE
Restricted benefit
Phenylketonuria
glycomacropeptide formula with docosahexaenoic acid and low phenylalanine powder for oral liquid, 30 x 40 g
sachets
15536Q Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
N 14 5 0.00 *2010.96 25.00 PKU GMPro Delight [SB]

IMATINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for chronic myeloid leukaemia (CML).
Where the term TKI agent appears in the following notes and restrictions it refers to imatinib, dasatinib, nilotinib, ponatinib or
asciminib.
Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy.
Where a patient has previously received PBS-subsidised treatment with a TKI agent, no approval will be granted for PBS-
subsidised re-treatment of chronic myeloid leukaemia where that patient has at any time not met the response criteria whilst
being treated with that TKI agent.
For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.

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)
19225
Chronic Myeloid Leukaemia (CML)
Treatment Phase: Continuing treatment
Clinical criteria:
¢ Patient must have received initial PBS-subsidised treatment with this drug for this condition, AND
e Patient must be responding to treatment with this drug for this condition, AND
e The treatment must be the sole PBS-subsidised therapy for this condition.
Treatment criteria:
e 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.
imatinib 600 mg tablet, 30
12912N Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
N 1 5 0.00 544.47 25.00 Imatab [JU]

IMATINIB
Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for chronic myeloid leukaemia (CML).
Where the term TKI agent appears in the following notes and restrictions it refers to imatinib, dasatinib, nilotinib, ponatinib or
asciminib.
Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy.
Where a patient has previously received PBS-subsidised treatment with a TKI agent, no approval will be granted for PBS-
subsidised re-treatment of chronic myeloid leukaemia where that patient has at any time not met the response criteria whilst
being treated with that TKI agent.

For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.

Note Pharmaceutical benefits that have the form imatinib tablet 400 mg and imatinib capsule 400 mg 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 (STREAMLINED)

19225

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have received initial PBS-subsidised treatment with this drug for this condition, AND
e Patient must be responding to treatment with this drug for this condition, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

Treatment criteria:

¢ Must be treated by a medical practitioner; OR

e 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.

imatinib 400 mg tablet, 30

11752M Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
N 1 5 0.00 18464 2500 ° Gimat[CR] * Glivec [NV]
2 Imanib [AF] 2 IMATINIB RBX [RA]
2 Imatinib Sandoz [SZ] 2 Imatinib-Teva [TB]
imatinib 400 mg capsule, 30
11772N Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
N 1 5 0.00 184.64 25.00 2 ARX-IMATINIB [XT] 2 IMATINIB-DRLA [RZ]

2 Imatinib GH [GQ]

IMATINIB
Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for chronic myeloid leukaemia (CML).
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Note

Note
Note

Where the term TKI agent appears in the following notes and restrictions it refers to imatinib, dasatinib, nilotinib, ponatinib or
asciminib.

Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy.

Where a patient has previously received PBS-subsidised treatment with a TKI agent, no approval will be granted for PBS-
subsidised re-treatment of chronic myeloid leukaemia where that patient has at any time not met the response criteria whilst
being treated with that TKI agent.

For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.

Pharmaceutical benefits that have the form imatinib tablet 100 mg and imatinib capsule 100 mg are equivalent for the
purposes of substitution.

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

No increase in the maximum number of repeats may be authorised.

Authority Required (STREAMLINED)

19225

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have received initial PBS-subsidised treatment with this drug for this condition, AND
e Patient must be responding to treatment with this drug for this condition, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

Treatment criteria:

¢ Must be treated by a medical practitioner; OR

e 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.

imatinib 100 mg tablet, 60

11775R Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
N 1 5 0.00 97.83 25.00 @ Gilmat [CR] 2 Glivec [NV]
2 Imanib [AF] 2 IMATINIB RBX [RA]
2 Imatinib Sandoz [SZ] 2 Imatinib-Teva [TB]
imatinib 100 mg capsule, 60
11782D Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
N 1 5 0.00 97.83 25.00 @ ARX-IMATINIB [XT] 2 IMATINIB-DRLA [RZ]
IMATINIB
Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA

Note

Note
Note

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for chronic myeloid leukaemia (CML).

Where the term TKI agent appears in the following notes and restrictions it refers to imatinib, dasatinib, nilotinib, ponatinib or
asciminib.

Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy.

Where a patient has previously received PBS-subsidised treatment with a TKI agent, no approval will be granted for PBS-
subsidised re-treatment of chronic myeloid leukaemia where that patient has at any time not met the response criteria whilst
being treated with that TKI agent.

For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.

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.

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

No increase in the maximum number of repeats may be authorised.

Authority Required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial treatment

Clinical criteria:

e Patient must have a primary diagnosis of chronic myeloid leukaemia, AND

¢ Patient must not have previously experienced an inadequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

A pathology cytogenetic report from an Approved Pathology Authority conducted on peripheral blood or bone marrow
supporting the diagnosis of chronic myeloid leukaemia to confirm eligibility for treatment, or a qualitative PCR report
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documenting the presence of the BCR-ABL transcript in either peripheral blood or bone marrow must be documented in the
patient's medical records.

imatinib 600 mg tablet, 30
12935T Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
1 5 0.00 544 .47 25.00 Imatab [JU]

IMATINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for chronic myeloid leukaemia (CML).
Where the term TKI agent appears in the following notes and restrictions it refers to imatinib, dasatinib, nilotinib, ponatinib or
asciminib.
Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy.
Where a patient has previously received PBS-subsidised treatment with a TKI agent, no approval will be granted for PBS-
subsidised re-treatment of chronic myeloid leukaemia where that patient has at any time not met the response criteria whilst
being treated with that TKI agent.
For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.

Note Pharmaceutical benefits that have the form imatinib tablet 100 mg and imatinib capsule 100 mg 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 increase in the maximum number of repeats may be authorised.

Authority Required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial treatment

Clinical criteria:

¢ Patient must have a primary diagnosis of chronic myeloid leukaemia, AND

¢ Patient must not have previously experienced an inadequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

A pathology cytogenetic report from an Approved Pathology Authority conducted on peripheral blood or bone marrow
supporting the diagnosis of chronic myeloid leukaemia to confirm eligibility for treatment, or a qualitative PCR report
documenting the presence of the BCR-ABL transcript in either peripheral blood or bone marrow must be documented in the
patient's medical records.

imatinib 100 mg tablet, 60

9113P Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 97.83 25.00 2 Gilmat [CR] 2 Glivec [NV]
2 |manib [AF] a IMATINIB RBX [RA]
2 Imatinib Sandoz [SZ] 2 Imatinib-Teva [TB]
imatinib 100 mg capsule, 60
10915L Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 97.83 25.00 2 ARX-IMATINIB [XT] 2 IMATINIB-DRLA [RZ]
IMATINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for chronic myeloid leukaemia (CML).
Where the term TKI agent appears in the following notes and restrictions it refers to imatinib, dasatinib, nilotinib, ponatinib or
asciminib.
Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy.
Where a patient has previously received PBS-subsidised treatment with a TKI agent, no approval will be granted for PBS-
subsidised re-treatment of chronic myeloid leukaemia where that patient has at any time not met the response criteria whilst
being treated with that TKI agent.
For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.

Note Pharmaceutical benefits that have the form imatinib tablet 400 mg and imatinib capsule 400 mg 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.
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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

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial treatment

Clinical criteria:

¢ Patient must have a primary diagnosis of chronic myeloid leukaemia, AND

¢ Patient must not have previously experienced an inadequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

A pathology cytogenetic report from an Approved Pathology Authority conducted on peripheral blood or bone marrow
supporting the diagnosis of chronic myeloid leukaemia to confirm eligibility for treatment, or a qualitative PCR report
documenting the presence of the BCR-ABL transcript in either peripheral blood or bone marrow must be documented in the
patient's medical records.

imatinib 400 mg tablet, 30

9114Q Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 184.64 25.00 2 Gilmat [CR] 2 Glivec [NV]
2 Imanib [AF] 2 IMATINIB RBX [RA]
2 Imatinib Sandoz [SZ] 2 Imatinib-Teva [TB]
imatinib 400 mg capsule, 30
10916M Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 184.64 25.00 2 ARX-IMATINIB [XT] 2 IMATINIB-DRLA [RZ]

2 Imatinib GH [GQ]

MODAFINIL

Note This drug is not PBS-subsidised when used in combination with PBS-subsidised dexamfetamine sulfate or armodafinil.

Authority Required

Narcolepsy

Treatment Phase: Initial 1 - treatment of narcolepsy without cataplexy

Treatment criteria:

e Must be treated by a qualified sleep medicine practitioner or neurologist.

Clinical criteria:

e The treatment must be for use when therapy with dexamfetamine sulfate poses an unacceptable medical risk; OR

e The treatment must be for use when intolerance to dexamfetamine sulfate is of a severity to necessitate treatment
withdrawal, AND

¢ Patient must have experienced excessive daytime sleepiness, recurrent naps or lapses into sleep occurring almost daily
for at least 3 months, AND

¢ Patient must have a mean sleep latency less than or equal to 10 minutes on a Multiple Sleep Latency Test (MSLT); OR

¢ Patient must have an electroencephalographic (EEG) recording showing the pathologically rapid development of REM
sleep, AND

¢ Patient must not have any medical or psychiatric disorder that could otherwise account for the hypersomnia.

The presence of any one of the following indicates treatment with dexamfetamine sulfate poses an unacceptable medical

risk:

(a) a psychiatric disorder;

(b) a cardiovascular disorder;

(c) a history of substance abuse;

(d) glaucoma;

(e) any other absolute contraindication to dexamfetamine sulfate as specified in the TGA-approved Product Information.

The MSLT must be preceded by nocturnal polysomnography. Sleep prior to the MSLT must be at least 6 hours in duration.

The authority application must be made in writing and must include the following:

a) details of the proposed prescription; and

b) a completed Narcolepsy Initial PBS authority application and Supporting information form; and

c) details of the contraindication or intolerance to dexamfetamine sulfate; and

d) either:

(i) the result and date of the polysomnography test and Multiple Sleep Latency Test (MSLT) conducted by, or under the

supervision of, a qualified sleep medicine practitioner; or

(ii) the result and date of the electroencephalograph (EEG), conducted by, or under the supervision of, a neurologist.

The polysomnography, MSLT or EEG test reports must be provided with the authority application.

(
(
(
(

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

Narcolepsy

Treatment Phase: Initial 2 - treatment of narcolepsy with cataplexy

Treatment criteria:

¢ Must be treated by a qualified sleep medicine practitioner or neurologist.

Clinical criteria:

e The treatment must be for use when therapy with dexamfetamine sulfate poses an unacceptable medical risk; OR

e The treatment must be for use when intolerance to dexamfetamine sulfate is of a severity to necessitate treatment
withdrawal, AND

¢ Patient must have experienced excessive daytime sleepiness, recurrent naps or lapses into sleep occurring almost daily
for at least 3 months, AND

¢ Patient must have a definite history of cataplexy documented in their medical records for auditing purposes, AND

o Patient must not have any medical or psychiatric disorder that could otherwise account for the hypersomnia.

The presence of any one of the following indicates treatment with dexamfetamine sulfate poses an unacceptable medical

risk:

(a) a psychiatric disorder;

(b) a cardiovascular disorder;

(c) a history of substance abuse;

(d) glaucoma;

(e) any other absolute contraindication to dexamfetamine sulfate as specified in the TGA-approved Product Information.

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

Narcolepsy

Treatment Phase: Continuing or change of treatment

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for this condition; OR
e Patient must have previously received PBS-subsidised treatment with armodafinil for this condition.

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).

modafinil 100 mg tablet, 60

8816B Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
2 5 0.00 *115.30 25.00 2 APO-Modafinil [TX] 2 Modafin [RW]
@ Modafinil GH [GQ] @ Modafinil Sandoz [SZ]
2 Modafinil Viatris [AL] 2 MODAFINIL-WGR [WG]
9.12 124.42 25.00 2@ Modavigil [FW]
NILOTINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for chronic myeloid leukaemia (CML).
Where the term TKI agent appears in the following notes and restrictions it refers to imatinib, dasatinib, nilotinib, ponatinib or
asciminib.
Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy.
Where a patient has previously received PBS-subsidised treatment with a TKI agent, no approval will be granted for PBS-
subsidised re-treatment of chronic myeloid leukaemia where that patient has at any time not met the response criteria whilst
being treated with that TKI agent.
For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.

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 (STREAMLINED)

19225

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing treatment

Clinical criteria:

¢ Patient must have received initial PBS-subsidised treatment with this drug for this condition, AND

e Patient must be responding to treatment with this drug for this condition, AND

¢ The treatment must be the sole PBS-subsidised therapy for this condition.

Treatment criteria:

e Must be treated by a medical practitioner; OR

e 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.

nilotinib 150 mg capsule, 120

12868G Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
N 1 5 0.00 2917.49 25.00 @ Ceahani [NM] 2 MSN-NILOTINIB [HK]
s NILOTAS [CR] = Tasigna [NV]
nilotinib 200 mg capsule, 120
12858R Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
N 1 5 0.00 3822.52 25.00 2 Ceahani [NM] 2 MSN-NILOTINIB [HK]
s NILOTAS [CR] * Tasigna [NV]
NILOTINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for chronic myeloid leukaemia (CML).
Where the term TKI agent appears in the following notes and restrictions it refers to imatinib, dasatinib, nilotinib, ponatinib or
asciminib.
Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy.
Where a patient has previously received PBS-subsidised treatment with a TKI agent, no approval will be granted for PBS-
subsidised re-treatment of chronic myeloid leukaemia where that patient has at any time not met the response criteria whilst
being treated with that TKI agent.
For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.

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.

Authority Required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial treatment

Clinical criteria:

¢ Patient must have a primary diagnosis of chronic myeloid leukaemia, AND

¢ Patient must not have previously experienced an inadequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

A pathology cytogenetic report from an Approved Pathology Authority conducted on peripheral blood or bone marrow

supporting the diagnosis of chronic myeloid leukaemia to confirm eligibility for treatment, or a qualitative PCR report

documenting the presence of the BCR-ABL transcript in either peripheral blood or bone marrow must be documented in the

patient's medical records.

nilotinib 150 mg capsule, 120

1309X Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 2917.49 25.00 2 Ceahani [NM] 2 MSN-NILOTINIB [HK]
s NILOTAS [CR] * Tasigna [NV]
nilotinib 200 mg capsule, 120
9171Q Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 3822.52 25.00 2 Ceahani [NM] 2 MSN-NILOTINIB [HK]
s NILOTAS [CR] * Tasigna [NV]
PONATINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA
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The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for chronic myeloid leukaemia (CML).

Where the term TKI agent appears in the following notes and restrictions it refers to imatinib, dasatinib, nilotinib, ponatinib or
asciminib.

Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy.

Where a patient has previously received PBS-subsidised treatment with a TKI agent, no approval will be granted for PBS-
subsidised re-treatment of chronic myeloid leukaemia where that patient has at any time not met the response criteria whilst
being treated with that TKI agent.
For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.

Note 1. Authority approval requirements.
Response criteria to treatment with ponatinib:

For the purposes of assessing response to PBS-subsidised treatment with ponatinib, either cytogenetic analysis indicating
the number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or quantitative
PCR indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale, must be
conducted. For bone marrow analyses, where the standard karyotyping is not informative for technical reasons, a
cytogenetic analysis performed on the bone marrow by the use of fluorescence in situ hybridisation (FISH) with BCR-ABL
specific probe must be conducted. The cytogenetic or peripheral blood quantitative PCR analyses must be conducted within
18 months of the commencement of treatment with ponatinib (patients in whom a major cytogenetic response or peripheral
blood BCR-ABL level of less than 1% is demonstrable by 18 months are eligible to receive continuing treatment with this
drug).

Thereafter, at no greater than 12 month intervals a major cytogenetic response or a peripheral blood BCR-ABL level of less
than 1% must be sustained to receive continuing treatments with this drug.

2. Definitions of response.

A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells.

A peripheral blood BCR-ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006).

3. Definitions of loss of response.

Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor therapy.

Loss of a previously demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing
consecutively in value by at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing
tyrosine kinase inhibitor therapy.

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

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial PBS-subsidised treatment for patients without T3151 mutation

Clinical criteria:

¢ Patient must have experienced an inadequate response to an adequate trial of dasatinib confirmed through a pathology
report from an Approved Pathology Authority; OR

¢ Patient must have developed intolerance to dasatinib of a severity necessitating permanent treatment withdrawal, AND

o Patient must have experienced an inadequate response to an adequate trial of nilotinib confirmed through a pathology
report from an Approved Pathology Authority; OR

¢ Patient must have developed intolerance to nilotinib of a severity necessitating permanent treatment withdrawal, AND

¢ The treatment must be the sole PBS-subsidised therapy for this condition.

Treatment criteria:

e Must be treated by a medical practitioner.

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via

HPOS form upload or mail and must include:

(i) details (date, unique identifying number/code or provider number) of a bone marrow biopsy pathology report

demonstrating the patient has active chronic myeloid leukaemia, either manifest as cytogenetic evidence of the Philadelphia

chromosome; or

(ii) details (date, unique identifying number/code or provider number) of a bone marrow biopsy/peripheral blood pathology

report demonstrating RT-PCR level of BCR-ABL transcript greater than 0.1% on the international scale; and

(iii) where there has been a loss of response to dasatinib or nilotinib, details (date, unique identifying number/code or

provider number) of the confirming pathology report(s) from an Approved Pathology Authority or details of the dates of

assessment in the case of progressive splenomegaly or extramedullary involvement.

All reports must be documented in the patient's medical records

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(ii) 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).

Up to a maximum of 18 months of treatment may be authorised under this initial 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).
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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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can 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

Authority Required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial PBS-subsidised treatment for patients with T315] mutation

Clinical criteria:

¢ Patient must be expressing the T315] mutation confirmed through a bone marrow biopsy pathology report, AND
e The treatment must be the sole PBS-subsidised therapy for this condition.

Treatment criteria:

e Must be treated by a medical practitioner.

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(i) details (date, unique identifying number/code or provider number) of a bone marrow biopsy pathology report
demonstrating the patient has active chronic myeloid leukaemia, either manifest as cytogenetic evidence of the Philadelphia
chromosome; or

(i) details (date, unique identifying number/code or provider number) of a bone marrow biopsy/peripheral blood pathology
report demonstrating RT-PCR level of BCR-ABL transcript greater than 0.1% on the international scale; and

(iii) details (date, unique identifying number/code or provider number) of a bone marrow biopsy pathology report
demonstrating evidence of the T3151 mutation.

All reports must be documented in the patient's medical records.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and

(ii) 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).

Up to a maximum of 18 months of treatment may be authorised under this initial restriction.
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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can 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

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing treatment

Clinical criteria:

¢ Patient must have received initial PBS-subsidised treatment with this drug for this condition, AND

e Patient must have demonstrated a major cytogenic response of less than 35% Philadelphia positive bone marrow cells in
the preceding 18 months and thereafter at 12 monthly intervals; OR

¢ Patient must have demonstrated a peripheral blood level of BCR-ABL of less than 1% on the international scale in the
preceding 18 months and thereafter at 12 monthly intervals, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.
Treatment criteria:
e Must be treated by a medical practitioner; OR

e 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.

A pathology report demonstrating the patient's cytogenetic response or a peripheral blood level of BCR-ABL must be

documented in the patient's medical records.
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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 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

ponatinib 15 mg tablet, 60
10520Q Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
N 1 5 0.00 5295.37  25.00 Iclusig [TK]

ponatinib 45 mg tablet, 30
10530F Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
N 1 5 0.00 5957.65  25.00 Iclusig [TK]

RIBOCICLIB

Caution QT interval monitoring is required for patients treated with this drug.

Note Non-steroidal aromatase inhibitors for the purposes of this restriction are anastrozole and letrozole.

Note Cyclin-dependent kinase 4 and 6 (CDK4/6) inhibitors for the purposes of this restriction are abemaciclib, palbociclib and
ribociclib.

Note The Nottingham grading system is the histologic grading system developed by Elston and Ellis as a modification of the
Scarff-Bloom-Richardson grading system. See the following literature publication for details:
Elston, CW, Ellis, |0. Pathological prognostic factors in breast cancer. The value of histological grade in breast cancer:
experience from a large study with long-term follow-up. Histopathology. 1991 Nov;19(5):403-10.

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

Early breast cancer

Clinical criteria:

e The treatment must be adjuvant to surgical resection, AND

o Patient must have been untreated with cyclin-dependent kinase 4/6 (CDK4/6) inhibitor therapy at the time non-PBS-
subsidised or PBS-subsidised treatment was initiated; OR

o Patient must have developed an intolerance to another CDK4/6 inhibitor therapy (other than this drug) of a severity
necessitating permanent treatment withdrawal, AND

¢ The condition must not have been treated with adjuvant endocrine therapy for more than 6 months prior to commencing a
CDK4/6 inhibitor therapy for this condition, AND

e The condition must be human epidermal growth factor receptor 2 (HER2) negative, AND
e The condition must be hormone receptor positive, AND

e The condition must be at high risk of recurrence at treatment initiation with this drug, with high risk being any of: (a)
cancer cells in at least 4 positive axillary lymph nodes, (b) cancer cells in 1 to 3 positive axillary lymph nodes plus at least
one of: (i) tumour size of at least 5 cm in size, (ii) grade 3 tumour histology (on the Nottingham grading system), AND

e The treatment must not be a PBS-subsidised benefit beyond whichever comes first: (i) a total of 3 years of active
treatment (this includes any non-PBS-subsidised supply if applicable), (ii) disease recurrence/progression, AND

e The treatment must not be in combination with any of the following: (i) abemaciclib, (ii) olaparib, (iii) pembrolizumab, AND

e Patient must require dosage reduction requiring a pack of 21 tablets.

Treatment criteria:

o Patient must be undergoing concurrent treatment with a non-steroidal aromatase inhibitor where this drug is being
prescribed as a PBS benefit, AND

e Must be treated by a medical practitioner; OR

e 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.

Retain all pathology imaging and investigative test results in the patient's medical records.

PBS-subsidised treatment with CDK 4/6 inhibitors is restricted to one line of therapy at any disease staging for breast cancer

(i.e. if therapy has been prescribed for early disease, subsidy under locally advanced or metastatic disease is no longer

available).

ribociclib 200 mg tablet, 21
14851P Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
N 1 5 0.00 1742.29 25.00 Kisqgali [NV]

RIBOCICLIB

Caution QT interval monitoring is required for patients treated with this drug.
Note Non-steroidal aromatase inhibitors for the purposes of this restriction are anastrozole and letrozole.
Note Cyclin-dependent kinase 4 and 6 (CDK4/6) inhibitors for the purposes of this restriction are abemaciclib, palbociclib and
ribociclib.
Note The Nottingham grading system is the histologic grading system developed by Elston and Ellis as a modification of the
Scarff-Bloom-Richardson grading system. See the following literature publication for details:
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Note

Note
Note
Note

Elston, CW, Ellis, |0. Pathological prognostic factors in breast cancer. The value of histological grade in breast cancer:
experience from a large study with long-term follow-up. Histopathology. 1991 Nov;19(5):403-10.
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.

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

Authority Required

Early breast cancer

Clinical criteria:

e The treatment must be adjuvant to surgical resection, AND

e Patient must have been untreated with cyclin-dependent kinase 4/6 (CDK4/6) inhibitor therapy at the time non-PBS-
subsidised or PBS-subsidised treatment was initiated; OR

¢ Patient must have developed an intolerance to another CDK4/6 inhibitor therapy (other than this drug) of a severity
necessitating permanent treatment withdrawal, AND

e The condition must not have been treated with adjuvant endocrine therapy for more than 6 months prior to commencing a
CDK4/6 inhibitor therapy for this condition, AND

e The condition must be human epidermal growth factor receptor 2 (HER2) negative, AND
e The condition must be hormone receptor positive, AND

e The condition must be at high risk of recurrence at treatment initiation with this drug, with high risk being any of: (a)
cancer cells in at least 4 positive axillary lymph nodes, (b) cancer cells in 1 to 3 positive axillary lymph nodes plus at least
one of: (i) tumour size of at least 5 cm in size, (ii) grade 3 tumour histology (on the Nottingham grading system), AND

¢ The treatment must not be a PBS-subsidised benefit beyond whichever comes first: (i) a total of 3 years of active
treatment (this includes any non-PBS-subsidised supply if applicable), (ii) disease recurrence/progression, AND

e The treatment must not be in combination with any of the following: (i) abemaciclib, (ii) olaparib, (iii) pembrolizumab.

Treatment criteria:

¢ Must be treated by a medical practitioner; OR

e 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, AND

e Patient must be undergoing concurrent treatment with a non-steroidal aromatase inhibitor where this drug is being
prescribed as a PBS benefit.

Retain all pathology imaging and investigative test results in the patient's medical records.

PBS-subsidised treatment with CDK 4/6 inhibitors is restricted to one line of therapy at any disease staging for breast cancer

(i.e. if therapy has been prescribed for early disease, subsidy under locally advanced or metastatic disease is no longer
available).

ribociclib 200 mg tablet, 42
14863G Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

N 1 5 0.00 3387.18  25.00 Kisqali [NV]
SUNITINIB
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

Note
Note

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can 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

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

Authority Required

Metastatic or unresectable malignant gastrointestinal stromal tumour

Treatment Phase: Initial treatment

Clinical criteria:

e The condition must not be resectable, AND

¢ The treatment must be the sole PBS-subsidised systemic anti-cancer therapy for this condition, AND
o Patient must have a WHO performance status of 2 or less, AND

¢ Patient must have previously failed or be intolerant to imatinib mesilate.

46

Schedule of Pharmaceutical Benefits — October 2026



Applications for authorisation must be made via the Online PBS Authorities System (real time assessment), or in writing via

HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:
(a) details of the proposed prescription; and

(b) 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 who have failed to respond or are intolerant to imatinib are no longer eligible to receive PBS-subsidised imatinib.

sunitinib 12.5 mg capsule, 28

9488J Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 1 0.00 509.46 25.00 @ Sunitinib Sandoz [SZ] @ Sutent [PF]

sunitinib 25 mg capsule, 28

9489K Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 1 0.00 1015.87 25.00 2 ARX-Sunitinib [XT] 2 Sunitinib Sandoz [SZ]

2 Sutent [PF]

sunitinib 37.5 mg capsule, 28
10503T Max.Qty Packs No. of Rpts

Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer

1 1

©

0.00 1508.73 25.00 @ ARX-Sunitinib [XT] Sunitinib Sandoz [SZ]
2 Sutent [PF]

sunitinib 50 mg capsule, 28

9490L Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 1 0.00 2026.44 25.00 2 ARX-Sunitinib [XT] @ Sunitinib Sandoz [SZ]
2 Sutent [PF]
TACROLIMUS

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.

Authority Required

Moderate to severe atopic dermatitis
Treatment Phase: Flare treatment

Clinical criteria:

¢ Patient must have 1 or more of the following contraindications to topical corticosteroids: (i) perioral dermatitis; (ii)
periorbital dermatitis; (iii) rosacea; (iv) epidermal atrophy; (v) dermal atrophy; (vi) allergy to topical corticosteroids; (vii)
cataracts; (viii) glaucoma; (ix) raised intraocular pressure; OR

e The condition must not have been adequately controlled with topical corticosteroid therapy.

Inadequate control of this condition with topical corticosteroid therapy is defined as:

(i) no clearance of the skin despite at least 2 weeks of a potent topical corticosteroid for the body or a mild topical

corticosteroid for the face and eyelids, applied every day; or

(ii) clearing of the skin with at least 2 weeks of a potent topical corticosteroid for the body or a mild topical corticosteroid for

the face and eyelids, applied every day, but almost immediate and significant flare in disease (within 48 hours) upon

stopping topical corticosteroids, occurring on at least 2 consecutive occasions.

Treatment should be discontinued, and further treatment options should be considered if no signs of improvement are seen
after 2 weeks of treatment.

Once clearance or near clearance of atopic dermatitis is achieved, patients should cease tacrolimus treatment and reinitiate

only if there is a flare of their atopic dermatitis that meets the PBS eligibility criteria.

Tacrolimus 0.1% ointment, 30 g

15542B Max.Qty Packs No. of Rpts

Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

N 1 1

0.00 5427  25.00 aZematop [XT]

TOCILIZUMAB

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.

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 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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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)

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.

Treatment criteria:

e Must be treated by a paediatric rheumatologist; OR

e Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Population criteria:

o Patient must be under 18 years of age.

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

(i) 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.

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
15444\W Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 1 0.00 760.99 25.00 Avtozma [EW]

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
15456L Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 1 0.00 760.99 25.00 Avtozma [EW]

TOCILIZUMAB

Note A patient may only qualify for PBS-subsidised treatment under this restriction once in a lifetime.
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)

19020
Active giant cell arteritis

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND
e The treatment must not exceed 52 weeks in total including initial and continuing applications.
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Treatment criteria:

e Must be treated by a rheumatologist, clinical immunologist or neurologist experienced in the management of giant cell
arteritis.

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
15421P Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
1 6 0.00 760.99 25.00 Avtozma [EW]

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
15457M Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
1 6 0.00 760.99 25.00 Avtozma [EW]

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

(i) 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

(i) 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 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)

18939

Severe active juvenile idiopathic arthritis

Treatment Phase: Subsequent continuing treatment
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.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Population criteria:

o 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 measurement of response to the prior course of therapy must be documented in the patient's medical notes.
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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.

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
15432F Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 5 0.00 760.99 25.00 Avtozma [EW]

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
15454J Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 5 0.00 760.99 25.00 Avtozma [EW]

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

(i) 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

(i) 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.
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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: First continuing treatment

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.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Population criteria:

o 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).

Py
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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 authorisation under this restriction should be made using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/hpos)
Alternatively applications for authority to prescribe can 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: Subsequent continuing treatment

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.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Population criteria:

o 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

(i) 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

(
(
(
(
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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).

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 authorisation under this restriction should be made using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/hpos)

Alternatively applications for authority to prescribe can 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

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

e The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions.
Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

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 Brand Name and Manufacturer
1 5 0.00 760.99 25.00 2 Actemra Subcutaneous 2 Avtozma [EW]
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 Brand Name and Manufacturer
1 5 0.00 760.99 25.00 2 Actemra ACTPen [RO] 2 Avtozma [EW]

TOCILIZUMAB

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
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(tocilizumab), the T-cell co-stimulation modulator (abatacept) and the Janus kinase (JAK) inhibitors (baricitinib, tofacitinib,
upadacitinib).

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).

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)

Clinical criteria:

e Patient must have been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,
AND

e 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

e Patient must not receive more than 16 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Population criteria:

¢ Patient must be at least 18 years of age.

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).

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.

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
15446Y Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
1 3 0.00 760.99 25.00 Avtozma [EW]

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
15492J Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
1 3 0.00 760.99 25.00 Avtozma [EW]

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.
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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

(i) 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.

(i) 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.
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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 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).

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)

19036

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Clinical criteria:

e Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Population criteria:

o 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).

The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4
weeks old at the time of the prescribing.

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.

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.

Authority Required (STREAMLINED)

18938
Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment - balance of supply
Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND

e The treatment must provide no more than the balance of up to 24 weeks treatment.
Treatment criteria:
e Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
15441Q Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
1 5 0.00 760.99 25.00 Avtozma [EW)]

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
15462T Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
1 5 0.00 760.99 25.00 Avtozma [EW]

TOCILIZUMAB

Note Biosimilar prescribing policy

General Pharmaceutical Benefits 57



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 A patient may only qualify for PBS-subsidised treatment under this restriction once in a lifetime.

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)
Alternatively, applications for authority to prescribe can 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

Active giant cell arteritis

Treatment Phase: Initial treatment

Treatment criteria:

¢ Must be treated by a rheumatologist, clinical immunologist or neurologist experienced in the management of giant cell
arteritis.

Clinical criteria:

¢ Patient must have clinical symptoms of active giant cell arteritis in the absence of any other identifiable cause, AND

¢ Patient must have an ESR equal to or greater than 30 mm/hour within the past 6 weeks; OR

¢ Patient must have a CRP equal to or greater than 10 mg/L within the past 6 weeks; OR

o Patient must have active giant cell arteritis confirmed by positive temporal artery biopsy or imaging, AND

¢ Patient must have had a history of an ESR equal to or greater than 50 mm/hour or a CRP equal to or greater than 24.5
mg/L at diagnosis, AND

o Patient must have had temporal artery biopsy revealing features of giant cell arteritis at diagnosis; OR

e Patient must have had evidence of large-vessel vasculitis by magnetic resonance (MR) or computed tomography (CT)
angiography or PET/CT at diagnosis; OR

¢ Patient must have had evidence of positive temporal artery halo sign by ultrasound (US) at diagnosis, AND

¢ The treatment must be in combination with a tapering course of corticosteroids, AND

e The treatment must not exceed 52 weeks in total including initial and continuing applications.

Population criteria:

o Patient must be aged 50 years or older.

Clinical symptoms of giant cell arteritis at diagnosis include unequivocal cranial symptoms of giant cell arteritis (new onset
localized headache, scalp tenderness, temporal artery tenderness or decreased pulsation, ischemia related vision loss, or
otherwise unexplained mouth or jaw pain upon mastication); or symptoms of polymyalgia rheumatica, defined as shoulder
and/or hip girdle pain associated with inflammatory morning stiffness.

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via
HPOS and must include:

(a) details (dates, results, and unique identifying number/code or provider number) of evidence that the patient has active
giant cell arteritis including pathology reports outlining the patient's ESR or CRP levels within the last 6 weeks, or positive
temporal artery biopsy or imaging; and

(b) details (dates, results, and unique identifying number/code or provider number) of evidence that the patient has been
diagnosed with giant cell arteritis with a history of an ESR equal to or greater than 50 mm/hour or a CRP equal to or greater
than 24.5 mg/L at diagnosis.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(ii) 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).

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes

11743C Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 760.99 25.00 2 Actemra Subcutaneous 2 Avtozma [EW]
Injection [RO]
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tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
11744D Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 760.99 25.00 2 Actemra ACTPen [RO] 2 Avtozma [EW]

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

(i) 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

(i) 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:
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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).

Authority Required

Severe active juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)

Treatment criteria:

e 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

o 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 DMARDSs, 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 DMARDSs: (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

o 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

o 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

o Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o 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 DMARD:s trialled, their doses and duration of treatment, and all relevant
contraindications and/or intolerances.
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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
(i) 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 ftrial, 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:
(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:

e Must be treated by a rheumatologist; OR

e 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

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

o 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:

e Patient must be at least 18 years of age.

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) 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

(i) 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.

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:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

e 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

o 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

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

e 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:

o Patient must be at least 18 years of age.

Active joints are defined as:
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(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(i) 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

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:

e 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

o 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

e 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 Brand Name and Manufacturer
1 3 0.00 760.99 25.00 2 Actemra ACTPen [RO] 2 Avtozma [EW]
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 Brand Name and Manufacturer
1 3 0.00 760.99 25.00 2 Actemra Subcutaneous 2 Avtozma [EW]
Injection [RO]

TOCILIZUMAB
Note TREATMENT OF PATIENTS WITH SEVERE ACTIVE JUVENILE IDIOPATHIC ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed with the indication of severe
active juvenile idiopathic arthritis.
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Where the term 'biological medicine' appears in notes and restrictions, it refers to any PBS benefit where the PBS indication
specifies: Severe active juvenile idiopathic arthritis. Some benefits are not biological medicines, but are small molecules.
However, for administrative purposes, these benefits are included within the term "biological medicine".

Treatment cycles:

From 1 December 2023, a patient receiving PBS-subsidised biological medicine is considered to be in a treatment cycle
where they may switch 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.

Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been
completed and there must be a 12-month break in PBS-subsidy from all biological medicines with the PBS indication 'severe
active juvenile idiopathic arthritis' before starting a new treatment cycle.
The length of a treatment break is measured from the date the most recent treatment with PBS-subsidised biological
medicine was prescribed 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 immediately prior to 1 December 2023 is considered to be in
their first cycle as of 1 December 2023. A patient who has had a break in biological medicine treatment of at least 12 months
immediately prior to making a new application, on or after 1 December 2023, will commence a new treatment cycle under
the Initial 3 treatment restriction.
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break
in therapy of less than 12 months has occurred a further course of treatment may be commenced within the same treatment
cycle.
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break
in therapy of more than 12 months has occurred a new treatment cycle must be commenced.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
Prescribing under the correct 'Treatment Phase' listing for the authority application:
(1) Initial treatment.
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for 'severe active
juvenile idiopathic arthritis'.
(2) Continuing treatment.
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing
treatment to precede initial treatment. An authority application for continuing treatment is not to be made on the same day as
initial treatment.
(3) Changing therapy.
Apply under the 'Initial 2' treatment listing. The indices of disease severity (joint count) or the prior non-biological medicine
therapy requirements will not need to be restated, except if the patient has had a break in therapy of more than 12 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 change to a particular biological medicine if it has failed to provide the patient with an adequate
response within the same treatment cycle. A response assessment to the preceding supply of biological medicine must
accompany the initial 2 authority application.
(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 provided 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 provided within a
treatment cycle and the eligibility for continuing treatment should be assessed according to the revised baseline
measurement.
(5) Recommencement of treatment after a 12-month break in PBS-subsidised therapy.
Apply under the 'Initial 3' treatment listing.
(6) Withdrawal of treatment after sustained remission.
Withdrawal of treatment with biological medicine should be considered in a patient who has achieved and sustained
complete remission of disease for 12 months. An assessment of demonstration of response to the current treatment should
be conducted at the time treatment is ceased and the results retained in the patient's records. These results must be
provided to Services Australia if subsequent authority applications are required.

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).
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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 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Authority Required

Severe active juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)

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 not have received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have demonstrated severe intolerance of, or toxicity due to, methotrexate; OR

¢ Patient must have demonstrated failure to achieve an adequate response to 1 or more of the following treatment
regimens: (i) oral or parenteral methotrexate at a dose of at least 15 mg per square metre weekly, alone or in
combination with oral or intra-articular corticosteroids, for a minimum of 3 months; (ii) oral or parenteral methotrexate at a
dose of 20 mg weekly, alone or in combination with oral or intra-articular corticosteroids, for a minimum of 3 months; (iii)
oral methotrexate at a dose of at least 10 mg per square metre weekly together with at least 1 other disease modifying
anti-rheumatic drug (DMARD), alone or in combination with corticosteroids, for a minimum of 3 months.

Population criteria:

o Patient must be under 18 years of age.

Severe intolerance to methotrexate is defined as intractable nausea and vomiting and general malaise unresponsive to

manoeuvres, including reducing or omitting concomitant non-steroidal anti-inflammatory drugs (NSAIDs) on the day of

methotrexate administration, use of folic acid supplementation, or administering the dose of methotrexate in 2 divided doses
over 24 hours.

Toxicity due to methotrexate is defined as evidence of hepatotoxicity with repeated elevations of transaminases, bone
marrow suppression temporally related to methotrexate use, pneumonitis, or serious sepsis.

If treatment with methotrexate alone or in combination with another DMARD is contraindicated according to the relevant
TGA-approved Product Information, details must be documented in the patient's medical records.

If intolerance to treatment develops during the relevant period of use, which is of a severity necessitating permanent
treatment withdrawal, details of this toxicity must be documented in the patient's medical records.

The following criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at the time
of the initial application:

a) an active joint count of at least 10 active (swollen and tender) joints; or

b) an active joint count of at least 2, affecting the following joints: elbow, wrist, knee, ankle, shoulder, and hip; or

c) active arthritis affecting the cervical spine or temporomandibular joint; or

d) at least 2 separate episodes of oral or intra-articular corticosteroids use within 12 months to control flares of disease; or
(e) development/worsening of erosive disease due to active arthritis.
The assessment of response to prior treatment must be documented in the patient's medical records.
The joint count assessment must be performed preferably whilst still on DMARD treatment, but no longer than 4 weeks
following cessation of the most recent prior treatment.
The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:
(a) the date of assessment of severe active juvenile idiopathic arthritis; and
(b) details of prior treatment including dose and duration of treatment.
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.
The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12
weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not
conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle.
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 Use of alternative DMARD's in children is dependent on approval by the Therapeutic Goods Administration as age
restrictions may apply.
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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 12 months)

Treatment criteria:

e 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 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.
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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 10

active joints; or

(b) a reduction in the number of the following active joints, from at least 2, by at least 50%: elbow, wrist, knee, ankle,

shoulder, and hip; or

(c) an improvement from baseline by at least 50% in the signs and symptoms attributable to active arthritis affecting the

cervical spine or temporomandibular joint; or

(d) at least a 50% reduction from baseline on the frequency of oral or intra-articular corticosteroids use to control flares of

disease associated with active arthritis; or

(e) an improvement from baseline by at least 50% in the signs and symptoms attributable to active arthritis affecting joint(s)

with erosive disease.

The assessment of response to treatment must be documented in the patient's medical records.

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.

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 details of the evidence of a response to the

patient's most recent course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

The assessment of the patient's response to the most recent course of biological medicine must be conducted following a

minimum of 12 weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response

assessment is not conducted within these timeframes, the patient will be deemed to have failed that most recent course of

treatment in this treatment cycle.

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 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 they will not be eligible to receive further

PBS-subsidised biological medicine therapy in this treatment cycle.

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

12 months)

Treatment criteria:

e Must be treated by a paediatric rheumatologist; OR

e Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have had a break in treatment of 12 months or more from the most recently approved PBS-subsidised
biological medicine for this condition, AND

e The condition must have either: (a) a total active joint count of at least 10 active (swollen and tender) joints; (b) at least 2
active major joints; (c) active arthritis affecting the cervical spine or temporomandibular joint; (d) at least 2 separate
episodes of oral or intra-articular corticosteroids use within 12 months to control flares of disease; (e)
development/worsening of erosive disease due to active arthritis.

Active major joints are defined as: elbow, wrist, knee, ankle, shoulder, and hip.

All measurements must be no more than 4 weeks old at the time of this application and must be documented in the patient's

medical records.

Where the baseline active joint count is based on total active joints (i.e. more than 10 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 active major joints, the response must be demonstrated on the total number of active major joints.

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.

The following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:

(a) the date of assessment of severe active juvenile idiopathic arthritis; and

(b) the date of the last continuing prescription.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to

recommence therapy with this drug, must be accompanied by details of the evidence of a response to the patient's most

recent course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

The assessment of the patient's response to the most recent course of biological medicine must be conducted following a

minimum of 12 weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response

assessment is not conducted within these timeframes, the patient will be deemed to have failed that most recent course of

treatment in this treatment cycle.

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.
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Authority Required
Severe active juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break
in biological medicine of less than 12 months) or Initial 3 (recommencement of treatment after a break in biological medicine
of more than 12 months) - balance of supply

Treatment criteria:

¢ Must be treated by a paediatric rheumatologist; OR

e Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.
Clinical criteria:

o Patient must have received insufficient therapy with this drug under the Initial 1 (new patient) restriction to complete 16 or
24 weeks treatment; OR

¢ Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencement of
treatment after a break in biological medicine of less than 12 months) restriction to complete 16 or 24 weeks treatment;
OR

o Patient must have received insufficient therapy with this drug under the Initial 3 (recommencement of treatment after a
break in biological medicine of more than 12 months) restriction to complete 16 or 24 weeks treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions
for patients 30 kg or over; OR

e The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions
for patients under 30 kg.

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

11734N Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 1 0.00 760.99 25.00 2 Actemra ACTPen [RO] 2 Avtozma [EW]
tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
11748H Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 1 0.00 760.99 25.00 2 Actemra Subcutaneous 2 Avtozma [EW]
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.

(i) 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.
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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 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 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).

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)

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

e 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

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

o Patient must not receive more than 16 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Population criteria:

o 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, details of the contraindication or intolerance including severity to methotrexate must be provided at the time of

application and documented in the patient's medical records. The maximum tolerated dose of methotrexate must be

provided at the time of the application, if applicable, and documented in the patient's medical records.

The application must include details of the DMARD:s 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 DMARDSs, 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 DMARDSs 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

at the time of application and documented in the patient's medical records.

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 assessment of response to prior treatment must be documented in the patient's medical records.

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 reasons why this criterion cannot be satisfied

must be documented in the patient's medical records. 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 following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:

(a) the active joint count, ESR and/or CRP result and date of results;

(b) details of prior treatment, including dose and date/duration of treatment.

(c) If applicable, details of any contraindications/intolerances.

(d) If applicable, the maximum tolerated dose of methotrexate.

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.

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)
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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.

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Population criteria:

¢ Patient must be at least 18 years of age.

Patients who have received PBS-subsidised 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).

The assessment of response to treatment must be documented in the patient's medical records.

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.

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.

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)

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

e Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

e 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

e The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR
e 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

e Patient must not receive more than 16 weeks of treatment under this restriction.
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Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Population criteria:

o 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 reasons why this criterion cannot be satisfied
must be documented in the patient's medical records. 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 following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:

(a) the active joint count, ESR and/or CRP result and date of result;

(b) the most recent biological agent and the date of the last continuing prescription.

(c) If applicable, the new baseline scores.

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 syringes
15445X Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
1 3 0.00 760.99 25.00 Avtozma [EW]

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
15491H Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
1 3 0.00 760.99 25.00 Avtozma [EW]

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.
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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 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 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:

e 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 (DMARDSs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, 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

o 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

o 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

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o 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 DMARD:s 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 DMARDSs, 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 ftrial, 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:

e Must be treated by a rheumatologist; OR

e 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:

o Patient must be at least 18 years of age.

Patients who have received PBS-subsidised 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:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

e Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

e 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

e 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

e 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

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

e 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:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

e 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

o 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

o 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

e 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 Brand Name and Manufacturer
1 3 0.00 760.99 25.00 2 Actemra Subcutaneous 2 Avtozma [EW]
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 Brand Name and Manufacturer

1 3 0.00 760.99 25.00 2 Actemra ACTPen [RO] 2 Avtozma [EW]

TOCILIZUMAB

Caution Inadvertent muscular injection in patients aged less than 12 years may occur with the pen device.

Note TREATMENT OF PATIENTS WITH SEVERE ACTIVE SYSTEMIC JUVENILE IDIOPATHIC ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed with the indication of severe
active systemic juvenile idiopathic arthritis (sJIA).

Treatment cycles

From 1 May 2012, a patient receiving PBS-subsidised tocilizumab therapy is considered to be in a treatment cycle. Under
these arrangements, within a single treatment cycle, a patient may:

1. continue to receive long-term treatment with PBS-subsidised tocilizumab while they continue to show an
adequate response to therapy; and
2. fail to respond, or to sustain a response, to PBS-subsidised tocilizumab twice.

A 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, will not be considered as a
treatment failure.

Where treatment has resulted in an inadequate response on 2 occasions, a treatment cycle is considered to have been
completed and there must be a 12-month break in PBS-subsidy from all biological medicines with the PBS indication 'severe
active systemic juvenile idiopathic arthritis’ before starting a new treatment cycle. The length of a treatment break is
measured from the date the most recent treatment with PBS-subsidised tocilizumab treatment was prescribed to the date of
the first application for initial treatment with tocilizumab under the new treatment cycle.

Prescribing under the correct 'Treatment Phase' listing for the authority application

Initial treatment

Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for 'severe active
systemic juvenile idiopathic arthritis'.

Continuing treatment

Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing
treatment to precede initial treatment. An authority prescription for continuing treatment is not to be written on the same day
as initial treatment.

Recommencement of treatment after a break of less than 12-months in PBS-subsidised therapy, within the same treatment
cycle
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Apply under the 'Initial 2' treatment listing. The indices of disease severity (joint count, fever and/or CRP level and platelet
count) will not need to be restated, except if the patient has had a break in therapy of more than 12 months.

Baseline measurements to determine response

Whether an adequate response to treatment has been demonstrated or not will be based on the relative change from
relevant baseline measurements of the joint count, fever and/or CRP level and platelet count provided with the first authority
application for a biological medicine. However, prescribers may provide a new baseline measurement any time that an initial
authority application is provided with a treatment cycle and the eligibility for continuing treatment should be assessed
according to the revised baseline measurement.

Recommencement of treatment after a 12-month break in PBS-subsidised therapy

Apply under the 'Initial 3' treatment listing.

Withdrawal of treatment after sustained remission

Withdrawal of treatment with a biological medicine should be considered in a patient who has achieved and sustained
complete remission of disease for 12 months. A demonstration of response to the current treatment should be documented
in the patient's medical records at the time treatment is ceased. These results must be provided to Services Australia if
subsequent authority applications are required.

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 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).

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

Systemic juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient weighing at least 30 kg)

Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have polyarticular course disease which has failed to respond adequately to oral or parenteral methotrexate
at a dose of at least 15 mg per square metre weekly, alone or in combination with oral or intra-articular corticosteroids, for
a minimum of 3 months; OR

e Patient must have polyarticular course disease and have demonstrated severe intolerance of, or toxicity due to,
methotrexate; OR

o Patient must have refractory systemic symptoms, demonstrated by an inability to decrease and maintain the dose of
prednisolone (or equivalent) below 0.5 mg per kg per day following a minimum of 2 months of therapy, AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

e Patient must be under 18 years of age.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

The following criteria indicate failure to achieve an adequate response to prior methotrexate therapy in a patient with

polyarticular course disease and must be demonstrated in the patient at the time of the initial application:

(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 of major joints:

(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 assessment of response to prior treatment must be documented in the patient's medical records.

The following criteria indicate failure to achieve an adequate response to prior therapy in a patient with refractory systemic

symptoms and must be demonstrated in the patient at the time of the initial application:

(a) an active joint count of at least 2 active joints; and

(b) persistent fever greater than 38 degrees Celsius for at least 5 out of 14 consecutive days; and/or

(c) a C-reactive protein (CRP) level and platelet count above the upper limits of normal (ULN).

The assessment of response to prior treatment must be documented in the patient's medical records.

The baseline measurements of joint count, fever and/or CRP level and platelet count must be performed preferably whilst on
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment.

The same indices of disease severity used to establish baseline at the commencement of treatment with each initial
treatment application must be used to determine response for all subsequent continuing treatments.

Severe intolerance to methotrexate is defined as intractable nausea and vomiting and general malaise unresponsive to
manoeuvres, including reducing or omitting concomitant non-steroidal anti-inflammatory drugs (NSAIDs) on the day of
methotrexate administration, use of folic acid supplementation, or administering the dose of methotrexate in 2 divided doses
over 24 hours.
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Toxicity due to methotrexate is defined as evidence of hepatotoxicity with repeated elevations of transaminases, bone
marrow suppression temporally related to methotrexate use, pneumonitis, or serious sepsis.

If treatment with methotrexate alone or in combination with other treatments is contraindicated according to the relevant
TGA-approved Product Information, details must be documented in the patient's medical records.

If intolerance to treatment develops during the relevant period of use, which is of a severity necessitating permanent
treatment withdrawal, details of this toxicity must be documented in the patient's medical records.

The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12
weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not
conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle.
The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:

(a) the date of assessment of severe active systemic juvenile idiopathic arthritis; and

(b) details of prior treatment including dose and duration of treatment.

The following reports must be documented in the patient's medical records where appropriate:
(a) the date of assessment of severe active systemic juvenile idiopathic arthritis;

(b) details of prior treatment including dose and duration of treatment; and

(c) the pathology reports detailing CRP and platelet count where appropriate.

Authority Required

Systemic juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 2 (retrial or recommencement of treatment after a break of less than 12 months in
a patient weighing at least 30 kg)

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with this drug for this condition in the previous 12 months,
AND

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug more than once
during the current treatment cycle, AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

e Patient must be under 18 years of age.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

An adequate response to treatment is defined as:

(a) in a patient with polyarticular course disease:

(i) 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

(i) a reduction in the number of the following major active joints, from at least 4, by at least 50%:

- elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

- 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).

(b) in a patient with refractory systemic symptoms:

(i) absence of fever greater than 38 degrees Celsius in the preceding seven days; and/or

(i) a reduction in the C-reactive protein (CRP) level and platelet count by at least 30% from baseline; and/or

(iii) a reduction in the dose of corticosteroid by at least 30% from baseline.

The assessment of response to treatment must be documented in the patient's medical records.

The following reports must be documented in the patient's medical records where appropriate:

(a) pathology reports detailing C-reactive protein (CRP) level and platelet count.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to
retrial or recommence therapy with this drug, must be accompanied by details of the evidence of a response to the patient's
most recent course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

The assessment of the patient's response to the most recent course of biological medicine must be conducted following a
minimum of 12 weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response
assessment is not conducted within these timeframes, the patient will be deemed to have failed that most recent course of
treatment in this treatment cycle.

If a patient fails to demonstrate a response to 2 courses of treatment with this drug they will not be eligible to receive further
PBS-subsidised treatment with this drug for this condition in the current treatment cycle. A serious adverse reaction of a
severity requiring permanent withdrawal of treatment is not considered as a treatment failure.

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 prescribed in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.

Authority Required

Systemic juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break of more than 12 months in a
patient weighing at least 30 kg)

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND
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¢ Patient must have had a break in treatment of 12 months or more from this drug for this condition, AND

e Patient must have polyarticular course disease and the condition must have at least one of: (a) an active joint count of at
least 20 active (swollen and tender) joints; (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); (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); OR

o Patient must have refractory systemic symptoms and the condition must have (a) an active joint count of at least 2 active
joints; and (b) persistent fever greater than 38 degrees Celsius for at least 5 out of 14 consecutive days; and/or (c) a C-
reactive protein (CRP) level and platelet count above the upper limits of normal (ULN), AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Population criteria:

¢ Patient must be under 18 years of age.

The following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:

(a) the date of assessment of severe active systemic juvenile idiopathic arthritis.

The following reports must be documented in the patient's medical records where appropriate:

(a) pathology reports detailing C-reactive protein (CRP) level and platelet count.

The most recent systemic juvenile idiopathic arthritis assessment must be no more than 4 weeks old at the time of

application.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to

recommence therapy with this drug, must be accompanied by details of the evidence of a response to the patient's most

recent course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

The assessment of the patient's response to the most recent course of biological medicine must be conducted following a

minimum of 12 weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response

assessment is not conducted within these timeframes, the patient will be deemed to have failed that most recent course of

treatment in this treatment cycle.

If a patient fails to demonstrate a response to 2 courses of treatment with this drug they will not be eligible to receive further
PBS-subsidised treatment with this drug for this condition in the current treatment cycle. A serious adverse reaction of a
severity requiring permanent withdrawal of treatment is not considered as a treatment failure.

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

12083Y Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 760.99 25.00 2 Actemra ACTPen [RO] 2 Avtozma [EW]
tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
12095N Max.Qty Packs  No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 760.99 25.00 2 Actemra Subcutaneous 2 Avtozma [EW]
Injection [RO]

TOCILIZUMAB
Caution Inadvertent muscular injection in patients aged less than 12 years may occur with the pen device.
Note TREATMENT OF PATIENTS WITH SEVERE ACTIVE SYSTEMIC JUVENILE IDIOPATHIC ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed with the indication of severe
active systemic juvenile idiopathic arthritis (sJIA).

Treatment cycles

From 1 May 2012, a patient receiving PBS-subsidised tocilizumab therapy is considered to be in a treatment cycle. Under
these arrangements, within a single treatment cycle, a patient may:

1. continue to receive long-term treatment with PBS-subsidised tocilizumab while they continue to show an
adequate response to therapy; and
2. fail to respond, or to sustain a response, to PBS-subsidised tocilizumab twice.

A 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, will not be considered as a
treatment failure.

Where treatment has resulted in an inadequate response on 2 occasions, a treatment cycle is considered to have been
completed and there must be a 12-month break in PBS-subsidy from all biological medicines with the PBS indication 'severe
active systemic juvenile idiopathic arthritis’ before starting a new treatment cycle. The length of a treatment break is
measured from the date the most recent treatment with PBS-subsidised tocilizumab treatment was prescribed to the date of
the first application for initial treatment with tocilizumab under the new treatment cycle.

Prescribing under the correct 'Treatment Phase' listing for the authority application

Initial treatment

Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for 'severe active
systemic juvenile idiopathic arthritis'.

Continuing treatment
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Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing
treatment to precede initial treatment. An authority prescription for continuing treatment is not to be written on the same day
as initial treatment.

Recommencement of treatment after a break of less than 12-months in PBS-subsidised therapy, within the same treatment
cycle

Apply under the 'Initial 2' treatment listing. The indices of disease severity (joint count, fever and/or CRP level and platelet
count) will not need to be restated, except if the patient has had a break in therapy of more than 12 months.

Baseline measurements to determine response

Whether an adequate response to treatment has been demonstrated or not will be based on the relative change from
relevant baseline measurements of the joint count, fever and/or CRP level and platelet count provided with the first authority
application for a biological medicine. However, prescribers may provide a new baseline measurement any time that an initial
authority application is provided with a treatment cycle and the eligibility for continuing treatment should be assessed
according to the revised baseline measurement.

Recommencement of treatment after a 12-month break in PBS-subsidised therapy

Apply under the 'Initial 3' treatment listing.

Withdrawal of treatment after sustained remission

Withdrawal of treatment with a biological medicine should be considered in a patient who has achieved and sustained
complete remission of disease for 12 months. A demonstration of response to the current treatment should be documented
in the patient's medical records at the time treatment is ceased. These results must be provided to Services Australia if
subsequent authority applications are required.

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 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).

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

Systemic juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient weighing less than 30 kg)

Clinical criteria:

e Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have polyarticular course disease which has failed to respond adequately to oral or parenteral methotrexate

at a dose of at least 15 mg per square metre weekly, alone or in combination with oral or intra-articular corticosteroids, for
a minimum of 3 months; OR

¢ Patient must have polyarticular course disease and have demonstrated severe intolerance of, or toxicity due to,
methotrexate; OR

¢ Patient must have refractory systemic symptoms, demonstrated by an inability to decrease and maintain the dose of
prednisolone (or equivalent) below 0.5 mg per kg per day following a minimum of 2 months of therapy, AND

o Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

e Patient must be under 18 years of age.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

The following criteria indicate failure to achieve an adequate response to prior methotrexate therapy in a patient with

polyarticular course disease and must be demonstrated in the patient at the time of the initial application:

(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 of major joints:

(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 assessment of response to prior treatment must be documented in the patient's medical records.

The following criteria indicate failure to achieve an adequate response to prior therapy in a patient with refractory systemic

symptoms and must be demonstrated in the patient at the time of the initial application:

(a) an active joint count of at least 2 active joints; and

(b) persistent fever greater than 38 degrees Celsius for at least 5 out of 14 consecutive days; and/or

(c) a C-reactive protein (CRP) level and platelet count above the upper limits of normal (ULN).

The assessment of response to prior treatment must be documented in the patient's medical records.

The baseline measurements of joint count, fever and/or CRP level and platelet count must be performed preferably whilst on

treatment, but no longer than 4 weeks following cessation of the most recent prior treatment.
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The same indices of disease severity used to establish baseline at the commencement of treatment with each initial
treatment application must be used to determine response for all subsequent continuing treatments.

Severe intolerance to methotrexate is defined as intractable nausea and vomiting and general malaise unresponsive to
manoeuvres, including reducing or omitting concomitant non-steroidal anti-inflammatory drugs (NSAIDs) on the day of
methotrexate administration, use of folic acid supplementation, or administering the dose of methotrexate in 2 divided doses
over 24 hours.

Toxicity due to methotrexate is defined as evidence of hepatotoxicity with repeated elevations of transaminases, bone
marrow suppression temporally related to methotrexate use, pneumonitis, or serious sepsis.

If treatment with methotrexate alone or in combination with other treatments is contraindicated according to the relevant
TGA-approved Product Information, details must be documented in the patient's medical records.

If intolerance to treatment develops during the relevant period of use, which is of a severity necessitating permanent
treatment withdrawal, details of this toxicity must be documented in the patient's medical records.

The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:

(a) the date of assessment of severe active systemic juvenile idiopathic arthritis; and

(b) the details of prior treatment including dose and duration of treatment.

The following reports must be documented in the patient's medical records where appropriate:

(a) pathology reports detailing C-reactive protein (CRP) level and platelet count.

The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12

weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not

conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle.

Authority Required

Systemic juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 2 (retrial or recommencement of treatment after a break of less than 12 months in

a patient weighing less than 30 kg)

Clinical criteria:

e Patient must have received prior PBS-subsidised treatment with this drug for this condition in the previous 12 months,
AND

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug more than once
during the current treatment cycle, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

e Patient must be under 18 years of age.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

An adequate response to treatment is defined as:

(a) in a patient with polyarticular course disease:

(i) 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

(i) a reduction in the number of the following major active joints, from at least 4, by at least 50%:

- elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

- 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).

(b) in a patient with refractory systemic symptoms:

(i) absence of fever greater than 38 degrees Celsius in the preceding seven days; and/or

(i) a reduction in the C-reactive protein (CRP) level and platelet count by at least 30% from baseline; and/or

(iii) a reduction in the dose of corticosteroid by at least 30% from baseline.

The assessment of response to treatment must be documented in the patient's medical records.

The following reports must be documented in the patient's medical records where appropriate:

(a) pathology reports detailing C-reactive protein (CRP) level and platelet count.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to
retrial or recommence therapy with this drug, must be accompanied by details of the evidence of a response to the patient's
most recent course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

The assessment of the patient's response to the most recent course of biological medicine must be conducted following a
minimum of 12 weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response
assessment is not conducted within these timeframes, the patient will be deemed to have failed that most recent course of
treatment in this treatment cycle.

If a patient fails to demonstrate a response to 2 courses of treatment with this drug they will not be eligible to receive further
PBS-subsidised treatment with this drug for this condition in the current treatment cycle. A serious adverse reaction of a
severity requiring permanent withdrawal of treatment is not considered as a treatment failure.

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 prescribed in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.

Authority Required

Systemic juvenile idiopathic arthritis
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Treatment Phase: Initial treatment - Initial 3 (recommencement of a new treatment cycle after a break of more than 12

months in a patient weighing less than 30 kg)

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must have had a break in treatment of 12 months or more from this drug for this condition, AND

¢ Patient must have polyarticular course disease and the condition must have at least one of: (a) an active joint count of at
least 20 active (swollen and tender) joints; (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); (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); OR

o Patient must have refractory systemic symptoms and the condition must have (a) an active joint count of at least 2 active
joints; and (b) persistent fever greater than 38 degrees Celsius for at least 5 out of 14 consecutive days; and/or (c) a C-
reactive protein (CRP) level and platelet count above the upper limits of normal (ULN), AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Population criteria:

e Patient must be under 18 years of age.

The following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:

(a) the date of assessment of severe active systemic juvenile idiopathic arthritis.

The following reports must be documented in the patient's medical records where appropriate:

(a) pathology reports detailing C-reactive protein (CRP) level and platelet count.

The most recent systemic juvenile idiopathic arthritis assessment must be no more than 4 weeks old at the time of

application.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to

recommence therapy with this drug, must be accompanied by details of the evidence of a response to the patient's most

recent course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

The assessment of the patient's response to the most recent course of biological medicine must be conducted following a

minimum of 12 weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response

assessment is not conducted within these timeframes, the patient will be deemed to have failed that most recent course of

treatment in this treatment cycle.

If a patient fails to demonstrate a response to 2 courses of treatment with this drug they will not be eligible to receive further

PBS-subsidised treatment with this drug for this condition in the current treatment cycle. A serious adverse reaction of a

severity requiring permanent withdrawal of treatment is not considered as a treatment failure.

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

12085C Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 1 0.00 760.99 25.00 2 Actemra ACTPen [RO] 2 Avtozma [EW]
tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
12105D Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer Brand Name and Manufacturer
1 1 0.00 760.99 25.00 @ Actemra Subcutaneous 2 Avtozma [EW]
Injection [RO]
TRIPTORELIN

Note The listing of this medicine is not for use in gender dysphoria in minors.

triptorelin 3.75 mg injection [1 vial] (&) inert substance diluent [2 mL ampoule], 1 pack
9378N Max.Qty Packs No. of Rpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer
N 1 5 0.00 207.94  25.00 Diphereline [IS]
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Highly Specialised Drugs Program
(Private Hospital)

DUPILUMAB

Note TREATMENT OF PAEDIATRIC PATIENTS WITH UNCONTROLLED SEVERE ASTHMA AND UNCONTROLLED
SEVERE ALLERGIC ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines dupilumab for uncontrolled severe asthma and omalizumab for uncontrolled severe allergic asthma. Therefore,
where the term 'biological medicine' appears in notes and restrictions, it refers to dupilumab and omalizumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicine at any one time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma or uncontrolled severe allergic asthma is able
to commence a treatment cycle where they may trial a biological medicine without having to experience a disease flare
when swapping to an alternate biological medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 September 2025 is considered to have started a cycle of
treatment.

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.

Once a patient has either failed to achieve or sustain a response to treatment 2 times, they are deemed to have completed a
single treatment cycle. They must have at least a 12-month break in PBS-subsidised biological medicine therapy before they
are eligible to recommence another new treatment cycle [further details are under 'Recommencement of treatment after a
break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma/uncontrolled severe allergic
asthma.

(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 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of 32 weeks of therapy of dupilumab and a
maximum of 28 weeks of therapy of omalizumab. It is recommended that a patient be reviewed in the month prior to
completing their course of initial treatment to ensure uninterrupted biological medicine supply.

(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 biological medicine 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 the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ, ACQ-IA; 5 item version), systemic corticosteroid dose
and time adjusted exacerbation rate, submitted with the Initial authority application for a biological medicine must be used to
determine whether an adequate response to treatment has been achieved or sustained.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

Highly Specialised Drugs Program (Private Hospital) 83



(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction, provided they meet all of the restriction criteria.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
with the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with either biological medicine of their choice (1 at
a time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(iii) they have not previously failed to respond to treatment with either 2 biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months (in patients who have failed to achieve or ceased to sustain a response to treatment 2 times within a
treatment cycle), must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients (Omalizumab only):

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medication for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note Pharmaceutical benefits that have the form dupilumab injection 200 mg/1.14 mL, 2 x 1.14 mL syringes and pharmaceutical

benefits that have the form dupilumab injection 200 mg/1.14 mL, 2 x 1.14 mL pen devices 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 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Note Special Pricing Arrangements apply.

Authority Required

Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patient; or Recommencement of treatment in a new treatment cycle

following a break in PBS-subsidised biological medicine therapy), Initial treatment - Initial 2 (Change of treatment),

Continuing treatment - Balance of Supply in a patient aged 6 to 12 years

Clinical criteria:

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial treatment - Initial 1 (New
patient; or Recommencement of treatment in a new treatment cycle following a break in PBS-subsidised biological
medicine therapy) restriction to complete 32 weeks of treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial treatment - Initial 2
(Change of treatment) restriction to complete 32 weeks of treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the continuing treatment restriction
to complete 24 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 32 weeks treatment available under the Initial 1 and Initial
2 restriction; OR

e The treatment must provide no more than the balance of up to 24 weeks treatment available under the Continuing
restriction.

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (iii)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes
14977G Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 0 0.00 1659.10 2 Dupixent [SW]

dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL pen devices
15034G Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer

1 0 0.00 1659.10 @ Dupixent [SW]

DUPILUMAB

Note TREATMENT OF PAEDIATRIC PATIENTS WITH UNCONTROLLED SEVERE ASTHMA AND UNCONTROLLED

SEVERE ALLERGIC ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines dupilumab for uncontrolled severe asthma and omalizumab for uncontrolled severe allergic asthma. Therefore,
where the term 'biological medicine' appears in notes and restrictions, it refers to dupilumab and omalizumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicine at any one time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma or uncontrolled severe allergic asthma is able
to commence a treatment cycle where they may trial a biological medicine without having to experience a disease flare
when swapping to an alternate biological medicine within the same treatment cycle.
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Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 September 2025 is considered to have started a cycle of
treatment.

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.

Once a patient has either failed to achieve or sustain a response to treatment 2 times, they are deemed to have completed a
single treatment cycle. They must have at least a 12-month break in PBS-subsidised biological medicine therapy before they
are eligible to recommence another new treatment cycle [further details are under 'Recommencement of treatment after a
break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma/uncontrolled severe allergic
asthma.

(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 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of 32 weeks of therapy of dupilumab and a
maximum of 28 weeks of therapy of omalizumab. It is recommended that a patient be reviewed in the month prior to
completing their course of initial treatment to ensure uninterrupted biological medicine supply.

(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 biological medicine 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 the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ, ACQ-IA; 5 item version), systemic corticosteroid dose
and time adjusted exacerbation rate, submitted with the Initial authority application for a biological medicine must be used to
determine whether an adequate response to treatment has been achieved or sustained.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction, provided they meet all of the restriction criteria.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
with the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with either biological medicine of their choice (1 at
a time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with either 2 biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months (in patients who have failed to achieve or ceased to sustain a response to treatment 2 times within a
treatment cycle), must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients (Omalizumab only):

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medication for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note Pharmaceutical benefits that have the form dupilumab injection 300 mg/2 mL, 2 x 2 mL syringes and pharmaceutical
benefits that have the form dupilumab injection 300 mg/2 mL, 2 x 2 mL pen devices 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 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Note Special Pricing Arrangements apply.
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Authority Required
Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patient; or Recommencement of treatment in a new treatment cycle
following a break in PBS-subsidised biological medicine therapy), Initial treatment - Initial 2 (Change of treatment),
Continuing treatment - Balance of Supply in a patient aged 6 to 12 years

Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the Initial treatment - Initial 1 (New
patient; or Recommencement of treatment in a new treatment cycle following a break in PBS-subsidised biological
medicine therapy) restriction to complete 32 weeks of treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial treatment - Initial 2
(Change of treatment) restriction to complete 32 weeks of treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the continuing treatment restriction
to complete 24 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 32 weeks treatment available under the Initial 1 and Initial
2 restriction; OR

e The treatment must provide no more than the balance of up to 24 weeks treatment available under the Continuing
restriction.

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (iii)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

dupilumab 300 mg/2 mL injection, 2 x 2 mL pen devices
15000L Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer
1 0 0.00 1659.10 @ Dupixent [SW]

dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes
15042Q Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer
1 0 0.00 1659.10 @ Dupixent [SW]

ECULIZUMAB
Caution C5 inhibitors increase the risk of meningococcal infections (septicaemia and/or meningitis).
Please consult the approved PI for information about vaccination against meningococcal infection.
Note Complement 5 (C5) inhibitors are defined as eculizumab or ravulizumab

Note C5 inhibitors are not PBS-subsidised to treat TMA caused by conditions other than aHUS. Examples of TMA caused by
conditions other than aHUS may include the following but not limited to:

a) Active malignancy;

b) Active HIV infection;

¢) Hematopoietic stem cell transplants;

d) Various drugs including quinine, high-dose calcineurin inhibitors, antiplatelet agents;

e) Certain chemotherapy drugs or immunosuppressant drugs associated with microangiopathic haemolytic anaemia/TMA,
f) Active autoimmune diseases.

In cases where alternative causes of TMA have not been adequately excluded, additional information may be required from
the prescriber to clarify the diagnosis before approval of the application.

Note Patients must be screened for genetic mutations known to confer a high risk of aHUS. These results should be submitted to
Services Australia when they become available. Once the results have been submitted to Services Australia, they do not
have to be resubmitted in subsequent applications.

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

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Initial treatment

Clinical criteria:

¢ Patient must have active and progressing thrombotic microangiopathy (TMA) caused by aHUS, AND

o Patient must have ADAMTS-13 activity of greater than or equal to 10% on a blood sample taken prior to plasma

exchange or infusion; or, if ADAMTS-13 activity was not collected prior to plasma exchange or infusion, patient must
have platelet counts of greater than 30x10”9/L and a serum creatinine of greater than 150 mol/L, AND
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¢ Patient must have a confirmed negative STEC (Shiga toxin-producing E.Coli) result if the patient has had diarrhoea in the
preceding 14 days, AND

¢ Patient must have clinical features of active organ damage or impairment, AND

o Patient must not receive more than 4 weeks of treatment under this restriction.

Treatment criteria:

o Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with

agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

¢ Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

Evidence of active and progressing TMA is defined by the following:

(1) a platelet count of less than 150x10"9/L; and evidence of two of the following:

(i) presence of schistocytes on blood film;

(ii) low or absent haptoglobin;

(iii) lactate dehydrogenase (LDH) above normal range;

OR

(2) in recipients of a kidney transplant for end-stage kidney disease due to aHUS, a kidney biopsy confirming TMA,

AND

(3) evidence of at least one of the following clinical features of active TMA-related organ damage or impairment is defined as

below:

(a) kidney impairment as demonstrated by one of the following:

(i) a decline in estimated Glomerular Filtration Rate (eGFR) of greater than 20% in a patient who has pre-existing kidney

impairment; and/or

(i) a serum creatinine (sCr) of greater than the upper limit of normal (ULN) in a patient who has no history of pre-existing

kidney impairment; or

(i) a sCr of greater than the age-appropriate ULN in paediatric patients; or

iv) a renal biopsy consistent with aHUS;

b) onset of TMA-related neurological impairment;

c) onset of TMA-related cardiac impairment;

d) onset of TMA-related gastrointestinal impairment;
(e) onset of TMA-related pulmonary impairment.
Claims of non-renal TMA-related organ damage should be made at the point of application for initial PBS-subsidised
eculizumab (where possible), and should be supported by objective clinical measures. The prescriber's cover letter should
establish that the observed organ damage is directly linked to active and progressing TMA, particularly when indirect causes
such as severe thrombocytopenia, hypertension and acute renal failure are present at the time of the initial organ
impairment.
Serial haematological results (every 3 months while the patient is receiving treatment) must be provided with every
subsequent application for treatment.
The authority application must be in writing and must include all of the following:
(1) Details of the proposed prescription(s);
(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) A detailed cover letter from the prescriber;
(4) A measurement of body weight at the time of application;
(5) The result of ADAMTS-13 activity on a blood sample taken prior to plasma exchange or infusion (if available); the date
and time that the sample for the ADAMTS-13 assay was collected, and the dates and times of any plasma exchanges or
infusions that were undertaken in the 2 weeks prior to collection of the ADAMTS-13 assay. The ADAMTS-13 result must be
submitted to Services Australia within 27 days of commencement of eculizumab treatment in order for the patient to be
considered as eligible for further PBS-subsidised eculizumab treatment, under Initial treatment - Balance of Supply;
(6) In the case that a sample for ADAMTS-13 assay was not collected prior to plasma exchange or infusion, measurement
of ADAMTS-13 activity must be taken 7-10 days following the last plasma exchange or infusion. The ADAMTS-13 result
must be submitted to Services Australia within 27 days of commencement of eculizumab treatment in order for the patient to
be considered as eligible for further PBS-subsidised eculizumab treatment, under Initial treatment - Balance of Supply;
(7) A confirmed negative STEC result if the patient has had diarrhoea in the preceding 14 days;
(8) Evidence of active and progressing TMA, including pathology results where relevant. Evidence of the onset of TMA-
related neurological, cardiac, gastrointestinal or pulmonary impairment requires a supporting statement with clinical
evidence in patient records. All tests must have been performed within 4 weeks of application;
(9) For all patients, a recent measurement of eGFR, platelets and two of either LDH, haptoglobin or schistocytes of no more
than 1 week old at the time of application.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient
drug for four weeks of treatment, according to the specified dosage in the approved Product Information (PI).
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved Pl will
not be approved.

Note The Authority application should be accompanied by a cover letter from the prescriber, providing complete details on:
a) Presenting clinical features, including history, acute treatment and medications;
b) Results of testing for genetic mutations (if available);
c¢) Family history of aHUS, especially in first-degree relatives;
d) Patient's prior history of episodes of active and progressing TMA caused by aHUS;
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e) Exclusion of alternative causes of TMA;
f) History of renal or other organ transplant (if any);
g) Any other matters considered relevant by the prescriber.

In cases where there are discordant results (for example, an equivocal biopsy result in the absence of objective evidence of
haemolysis) the cover letter should articulate the prescriber's interpretation of the clinical data and how a diagnosis of aHUS
is supported by the available evidence.

eculizumab 300 mg/30 mL injection, 30 mL vial
10182X Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer

1 0 0.00 5407.84 Soliris [XI]

ECULIZUMAB

Caution C5 inhibitors increase the risk of meningococcal infections (septicaemia and/or meningitis).

Please consult the approved PI for information about vaccination against meningococcal infection.

Note Complement 5 (C5) inhibitors are defined as eculizumab or ravulizumab
Note C5 inhibitors are not PBS-subsidised to treat TMA caused by conditions other than aHUS. Examples of TMA caused by

conditions other than aHUS may include the following but not limited to:

a) Active malignancy;

b) Active HIV infection;

c) Hematopoietic stem cell transplants;

d) Various drugs including quinine, high-dose calcineurin inhibitors, antiplatelet agents;

e) Certain chemotherapy drugs or immunosuppressant drugs associated with microangiopathic haemolytic anaemia/TMA,;
f) Active autoimmune diseases.

In cases where alternative causes of TMA have not been adequately excluded, additional information may be required from
the prescriber to clarify the diagnosis before approval of the application.

Note Patients must be screened for genetic mutations known to confer a high risk of aHUS. These results should be submitted to

Services Australia when they become available. Once the results have been submitted to Services Australia, they do not
have to be resubmitted in subsequent applications.

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

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have received PBS-subsidised eculizumab under the initial treatment phase for this condition; OR

o Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the initial treatment phase
for this condition; OR

e Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the continuing treatment
phase for this condition, AND

¢ Patient must have demonstrated on-going treatment response with PBS-subsidised eculizumab for this condition, AND

e Patient must not have experienced treatment failure with eculizumab for this condition in the most recent treatment
phase, AND

e Patient must not receive more than 80 weeks of eculizumab treatment in total under this restriction; OR

o Patient must not receive more than 104 weeks supply of a C5 inhibitor under the initial and continuing treatment
restrictions if they had switched C5 inhibitors during the course of initial and continuing treatment, AND

o Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this
restriction.

Treatment criteria:
e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

o Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

A treatment response is defined as:

(1) Normalisation of haematology as demonstrated by at least 2 of the following: (i) platelet count, (ii) haptoglobin, (iii) lactate

dehydrogenase (LDH); and

(2) One of the following:
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a) an increase in eGFR of > 25% from baseline, where the baseline is the eGFR measurement immediately prior to
commencing treatment with a C5 inhibitor; or
b) an eGFR within +/- 25% from baseline; or
¢) an avoidance of dialysis-dependence but worsening of kidney function with a reduction in eGFR > 25% from baseline.
PBS-subsidised treatment with eculizumab will not be permitted if a patient has experienced treatment failure with
eculizumab in the most recent treatment phase prior to the treatment phase where this application is sought.
A treatment failure is defined as a patient who is:
(1) Dialysis-dependent at the time of application and has failed to demonstrate significant resolution of extra-renal
complications if originally presented; or
(2) On dialysis and has been on dialysis for 4 months of the previous 6 months while receiving a PBS-subsidised C5
inhibitor, and has failed to demonstrate significant resolution of extra-renal complications if originally presented.
The authority application must include the following measures of response to the prior course of treatment, including serial
haematological results (every 3 months while the patient is receiving treatment).
The authority application must be in writing and must include all of the following:
(1) Details of the proposed prescription(s);
(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) A measurement of body weight at the time of application;
(4) Results of genetic testing, if not previously submitted;
(5) A family history of aHUS, if applicable;
(6) A history of kidney transplant if applicable (especially if required due to aHUS);
(7) An inclusion of the individual consequences of recurrent disease, if applicable;
(8) Evidence that the patient has had a treatment response including haematological results of no more than 1 week old at
the time of application (platelet count, haptoglobin and LDH); and an eGFR level of no more than 1 week old at the time of
application;
(9) Evidence that the patient has not experienced treatment failure, including a supporting statement with clinical evidence
that the patient does not require dialysis, unless the indication for continuing eculizumab is severe extra-renal complications
that have significantly improved;
(10) If the indication for continuing eculizumab is severe extra-renal complications, then a supporting statement with clinical
evidence that any initial extra-renal complications of TMA have significantly improved is required.
This assessment must be submitted no later than 4 weeks from the cessation of the prior treatment. Where a response
assessment is not undertaken and submitted within these timeframes, the patient will be deemed to have failed to respond
to treatment with eculizumab.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient
drug for 4 weeks and up to 5 repeats, according to the specified dosage in the approved Product Information (PI).
A maximum of up to 80 weeks of eculizumab treatment (or 104 weeks if switching C5 inhibitors during the course of initial
and continuing treatment) is allowed under this restriction, however an authority application must be submitted every 24
weeks under this restriction if patient is deemed eligible.
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved PI will
not be approved.

Authority Required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Extended Continuing treatment

Clinical criteria:

e Patient must have received PBS-subsidised eculizumab under the continuing treatment phase for this condition; OR

o Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the continuing treatment
phase for this condition; OR

¢ Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the extended continuing
treatment phase for this condition, AND

¢ Patient must have demonstrated on-going treatment response with PBS-subsidised eculizumab for this condition, AND

e Patient must not have experienced treatment failure with eculizumab for this condition in the most recent treatment
phase, AND

o Patient must have a TMA-related cardiomyopathy as evidenced by left ventricular ejection fraction < 40% on current
objective measurement; OR

o Patient must have severe TMA-related neurological impairment; OR

¢ Patient must have severe TMA-related gastrointestinal impairment; OR

¢ Patient must have severe TMA-related pulmonary impairment on current objective measurement; OR
e Patient must have grade 4 or 5 chronic kidney disease (eGFR of less than 30 mL/min); OR

o Patient must have a high risk of aHUS recurrence in the short term in the absence of continued treatment with
eculizumab, AND

o Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this
restriction.

Treatment criteria:
e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND
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¢ Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

A treatment response is defined as:

(1) Normalisation of haematology as demonstrated by at least 2 of the following: (i) platelet count, (ii) haptoglobin, (iii) lactate
dehydrogenase (LDH); and

(2) One of the following:

a) an increase in eGFR of > 25% from baseline, where the baseline is the eGFR measurement immediately prior to
commencing treatment with a C5 inhibitor; or

b) an eGFR within +/- 25% from baseline; or

¢) an avoidance of dialysis-dependence but worsening of kidney function with a reduction in eGFR > 25% from baseline.
PBS-subsidised treatment with eculizumab will not be permitted if a patient has experienced treatment failure with
eculizumab in the most recent treatment phase prior to the treatment phase where this application is sought.

A treatment failure is defined as a patient who is:

(1) Dialysis-dependent at the time of application and has failed to demonstrate significant resolution of extra-renal
complications if originally presented; or

(2) On dialysis and has been on dialysis for 4 months of the previous 6 months while receiving a PBS-subsidised C5
inhibitor, and has failed to demonstrate significant resolution of extra-renal complications if originally presented.

The authority application must include the following measures of response to the prior course of treatment, including serial
haematological results (every 3 months while the patient is receiving treatment).

The authority application must be in writing and must include all of the following:

(1) Details of the proposed prescription(s);

(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) A measurement of body weight at the time of application;

(4) Results of genetic testing, if not previously submitted;

(5) A family history of aHUS, if applicable;

(6) A history of multiple episodes of aHUS before commencing eculizumab treatment, if applicable;

(7) A history of kidney transplant, if applicable (especially if required due to aHUS);

(8) An inclusion of the individual consequences of recurrent disease;

(9) A supporting statement with clinical evidence of severe TMA-related cardiomyopathy (including current LVEF result),
neurological impairment, gastrointestinal impairment or pulmonary impairment;

(10) Evidence that the patient has had a treatment response including haematological results of no more than 4 weeks old
at the time of application (platelet count, haptoglobin and LDH); and an eGFR level of no more than 4 weeks old at the time
of application;

(11) Evidence that the patient has not experienced treatment failure, including a supporting statement with clinical evidence
that the patient does not require dialysis, unless the indication for continuing eculizumab is severe extra-renal complications
that have significantly improved;

(12) If the indication for continuing eculizumab is severe extra-renal complications, then a supporting statement with clinical
evidence that any initial extra-renal complications of TMA have significantly improved is required.

This assessment must be submitted no later than 4 weeks from the cessation of the prior treatment. Where a response
assessment is not undertaken and submitted within these timeframes, the patient will be deemed to have failed to respond
to treatment with eculizumab.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient

drug for 4 weeks and up to 5 repeats, according to the specified dosage in the approved Product Information (PI).

Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved PI will
not be approved.

Authority Required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Recommencement of treatment

Clinical criteria:

o Patient must have demonstrated treatment response to previous treatment with PBS-subsidised eculizumab for this
condition; OR

e Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the recommencement
treatment phase for this condition, AND

¢ Patient must not have experienced treatment failure with eculizumab for this condition in the most recent treatment
phase, AND

¢ Patient must have the following clinical conditions prior to recommencing C5 inhibitor treatment: (i) either significant
haemolysis as measured by low/absent haptoglobin; or presence of schistocytes on the blood film; or lactate
dehydrogenase (LDH) above normal; AND (ii) either platelet consumption as measured by either 25% decline from
patient baseline or thrombocytopenia (platelet count <150 x 1049/L); OR (iii) TMA-related organ impairment including on
recent biopsy, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.
Treatment criteria:
e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

e Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.
A treatment response is defined as:
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(1) Normalisation of haematology as demonstrated by at least 2 of the following: (i) platelet count, (ii) haptoglobin, (iii) lactate
dehydrogenase (LDH); and

(2) One of the following:

a) an increase in eGFR of > 25% from baseline, where the baseline is the eGFR measurement immediately prior to
commencing treatment with a C5 inhibitor; or

b) an eGFR within +/- 25% from baseline; or
¢) an avoidance of dialysis-dependence but worsening of kidney function with a reduction in eGFR > 25% from baseline.

PBS-subsidised treatment with eculizumab will not be permitted if a patient has experienced treatment failure with
eculizumab in the most recent treatment phase prior to the treatment phase where this application is sought.

A treatment failure is defined as a patient who is:

(1) Dialysis-dependent at the time of application and has failed to demonstrate significant resolution of extra-renal
complications if originally presented; or

(2) On dialysis and has been on dialysis for 4 months of the previous 6 months while receiving a PBS-subsidised C5
inhibitor, and has failed to demonstrate significant resolution of extra-renal complications if originally presented.

The authority application must include the following measures of response to the prior course of treatment, including serial
haematological results (every 3 months while the patient is receiving treatment).

The authority application must be in writing and must include all of the following:

(1) Details of the proposed prescription(s);

(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) A measurement of body weight at the time of application;

(4) Results of genetic testing, if not previously submitted;

(5) A family history of aHUS if applicable;

(6) A history of multiple episodes of aHUS following the treatment break, if applicable;

(7) A history of kidney transplant if applicable (especially if required due to aHUS);

(8) An inclusion of the individual consequences of recurrent disease;

(9) A supporting statement with clinical evidence of TMA-related organ damage including current (within one week of
application) haematological results (platelet count, haptoglobin and LDH), eGFR level, and, if applicable, on recent biopsy;
(10) Evidence that the patient has had a treatment response to their previous treatment with eculizumab;

(11) Evidence that the patient has not experienced treatment failure, including a supporting statement with clinical evidence
that the patient does not require dialysis, unless the indication for continuing eculizumab is severe extra-renal complications
that have significantly improved;

(12) If the indication for continuing eculizumab is severe extra-renal complications, then a supporting statement with clinical
evidence that any initial extra-renal complications of TMA have significantly improved is required.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient
drug for 4 weeks and up to 5 repeats, according to the specified dosage in the approved Product Information (PI).
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved PI will
not be approved.

Note A raise in LDH alone is not a sufficient reason to recommence a C5 inhibitor, but thrombocytopenia with one marker of
haemolysis (such as raised LDH, presence of schistocytes, or low/absence of haptoglobin) is an accepted reason to
consider recommencement of C5 inhibitor treatment.

Note Kidney transplantation/dialysis is not a contraindication to recommencement of C5 inhibitor treatment.

Authority Required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Continuing recommencement of treatment

Clinical criteria:

o Patient must have received PBS-subsidised eculizumab under the recommencement of treatment phase for this
condition; OR

¢ Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the recommencement
treatment phase for this condition; OR

e Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the continuing
recommencement of treatment phase for this condition, AND

¢ Patient must have demonstrated ongoing treatment response to 'Recommencement of treatment' with a C5 inhibitor for
this condition, AND

¢ Patient must not have experienced treatment failure with eculizumab for this condition in the most recent treatment
phase, AND

¢ Patient must not receive more than 24 weeks of treatment with eculizumab per continuing treatment course authorised
under this restriction.

Treatment criteria:

¢ Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

¢ Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

A treatment response is defined as:

(1) Normalisation of haematology as demonstrated by at least 2 of the following: (i) platelet count, (ii) haptoglobin, (iii) lactate
dehydrogenase (LDH); and
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(2) One of the following:

a) an increase in eGFR of > 25% from baseline, where the baseline is the eGFR measurement immediately prior to
commencing treatment with a C5 inhibitor; or

b) an eGFR within +/- 25% from baseline; or

c) an avoidance of dialysis-dependence but worsening of kidney function with a reduction in eGFR > 25% from baseline.
PBS-subsidised treatment with eculizumab will not be permitted if a patient has experienced treatment failure with
eculizumab in the most recent treatment phase prior to the treatment phase where this application is sought.

A treatment failure is defined as a patient who is:

(1) Dialysis-dependent at the time of application and has failed to demonstrate significant resolution of extra-renal
complications if originally presented; or

(2) On dialysis and has been on dialysis for 4 months of the previous 6 months while receiving a PBS-subsidised C5
inhibitor, and has failed to demonstrate significant resolution of extra-renal complications if originally presented.

The authority application must include the following measures of response to the prior course of treatment, including serial
haematological results (every 3 months while the patient is receiving treatment).

The authority application must be in writing and must include all of the following:

(1) Details of the proposed prescription(s);

(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) A measurement of body weight at the time of application;

(4) Results of genetic testing, if not previously submitted;

(5) A family history of aHUS, if applicable;

(6) A history of multiple episodes of aHUS before recommencing eculizumab treatment, if applicable;

(7) A history of kidney transplant if applicable (especially if required due to aHUS);

(8) An inclusion of the individual consequences of recurrent disease, if applicable;

(9) Evidence that the patient has had a treatment response including haematological results of no more than 1 week old at
the time of application (platelet count, haptoglobin and LDH); and an eGFR level of no more than 1 week old at the time of
application;

(10) Evidence that the patient has not experienced treatment failure, including a supporting statement with clinical evidence
that the patient does not require dialysis, unless the indication for continuing eculizumab is severe extra-renal complications
that have significantly improved;

(11) If the indication for continuing eculizumab is severe extra-renal complications, then a supporting statement with clinical
evidence that any initial extra-renal complications of TMA have significantly improved is required.

This assessment must be submitted no later than 4 weeks from the cessation of the prior treatment. Where a response
assessment is not undertaken and submitted within these timeframes, the patient will be deemed to have failed to respond
to treatment with eculizumab.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient

drug for 4 weeks and up to 5 repeats, according to the specified dosage in the approved Product Information (PI).

Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved Pl will
not be approved.

Authority Required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Switch from PBS-subsidised ravulizumab (all phases) - loading dose

Clinical criteria:

¢ Patient must have previously received PBS-subsidised ravulizumab under the 'Initial treatment' restriction for this
condition; OR

o Patient must have previously received PBS-subsidised ravulizumab under the 'Continuing treatment' restriction for this
condition; OR

e Patient must have previously received PBS-subsidised ravulizumab under the 'Extended continuing treatment' restriction
for this condition; OR

o Patient must have previously received PBS-subsidised ravulizumab under the 'Recommencement of treatment' restriction
for this condition; OR

o Patient must have previously received PBS-subsidised ravulizumab under the 'Continuing recommencement of
treatment' restriction for this condition; OR

o Patient must have previously received PBS-subsidised ravulizumab under the 'Grandfather (transitioning from non-PBS
to PBS-subsidised treatment)' restriction for this condition, AND

¢ Patient must have/had ADAMTS-13 activity of greater than or equal to 10% on a blood sample, AND

e Patient must not receive more than 24 weeks of C5 inhibitor supply for this current treatment phase under this restriction.

Treatment criteria:

e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

e Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

The application must indicate the most recent treatment phase that the patient is switching from.

For patients who are switching C5 inhibitors, the next application should be sought under the next relevant treatment phase.

Serial haematological results (every 3 months while the patient is receiving treatment) must be provided with every

subsequent application for treatment.
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The authority application must be in writing and must include all of the following:
(1) Details of the proposed prescription(s);

(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) A measurement of body weight at the time of application;
(4) Results of genetic testing, if not previously submitted.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient
drug for 24 weeks of treatment, according to the specified dosage in the approved Product Information (PI).

An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength
requested.

Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved PI will
not be approved.

eculizumab 300 mg/30 mL injection, 30 mL vial
10194M Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer

1 5 0.00 5407.84 Soliris [XI]

LENALIDOMIDE
Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.

Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed.

Authority Required
Multiple myeloma

Treatment Phase: Initial treatment with triple therapy (this drug, bortezomib and dexamethasone) for the first 4 treatment
cycles (cycles 1 to 4) administered in a 28-day treatment cycle

Clinical criteria:

e The condition must be newly diagnosed, AND

e The condition must be confirmed by a histological diagnosis, AND

¢ The treatment must form part of triple combination therapy limited to: (i) this drug, (ii) bortezomib, (iii) dexamethasone,
AND

e Patient must not have been treated with lenalidomide or bortezomib for this condition, AND

e The treatment must not exceed a total of 4 cycles under this restriction.

The authority application must be made via the online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of
multiple myeloma; and

(2) nomination of which disease activity parameters will be used to assess response.

To enable confirmation of eligibility for treatment, details (date, unique identifying number/code or provider number) of the
current diagnostic reports (for items a, b, c, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items e,
f), of at least one of the following must be provided:

(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 - the percentage of plasma cells; 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 will be used to determine response, results for either (a) or (b) or (c) should be provided 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) should
be stated/declared. 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 held on the patient's medical records.

All reports must be documented in the patient's medical records.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) 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).

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)
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Alternatively, applications for authority to prescribe can 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

lenalidomide 5 mg capsule, 21

12071H Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 219.15 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 21
12060R Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 284.24 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 15 mg capsule, 21
12020P Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 340.45 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 20 mg capsule, 21
14631C Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 355.90 Lenalide [JU] Lenalidomide Sandoz [SZ]
lenalidomide 25 mg capsule, 21
12068E Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 442.57 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]

LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.

Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the

brand of lenalidomide being prescribed and dispensed.

Authority Required

Relapsed and/or refractory multiple myeloma
Treatment Phase: Triple combination therapy consisting of elotuzumab, lenalidomide and dexamethasone

Treatment criteria:

¢ Patient must be undergoing concurrent treatment with elotuzumab obtained through the PBS, AND
¢ Patient must not be undergoing simultaneous treatment with this drug obtained under another PBS listing.

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).

lenalidomide 5 mg capsule, 21

12984J Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 219.15 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 21
12980E Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 284.24 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 15 mg capsule, 21
12986L Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 340.45 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 20 mg capsule, 21
14583M Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 355.90 Lenalide [JU] Lenalidomide Sandoz [SZ]
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lenalidomide 25 mg capsule, 21

12993W Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 442.57 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.
Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed.
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
Multiple myeloma

Treatment Phase: Continuing treatment of triple therapy (this drug, bortezomib and dexamethasone) for treatment cycles 5
and 6 (administered using 28-day treatment cycles)

Clinical criteria:

¢ Patient must have received PBS-subsidised treatment with this drug under the treatment phase covering cycles 1 to 4,
AND

e The treatment must form part of triple combination therapy limited to: (i) this drug, (ii) bortezomib, (iii) dexamethasone,
AND

e The treatment must not exceed a total of 2 cycles under this restriction.
lenalidomide 5 mg capsule, 21

12038N Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 1 0.00 219.15 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 21
12050F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 1 0.00 284.24 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 15 mg capsule, 21
12011E Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 1 0.00 340.45 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 20 mg capsule, 21
14609X Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 1 0.00 355.90 Lenalide [JU] Lenalidomide Sandoz [SZ]
lenalidomide 25 mg capsule, 21
12037M Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 1 0.00 442.57 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.
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).
Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed.

Authority Required

Relapsed and/or refractory multiple myeloma

Treatment Phase: Triple combination therapy consisting of carfilzomib, lenalidomide and dexamethasone

Treatment criteria:

¢ Patient must be undergoing concurrent treatment with carfilzomib obtained through the PBS, AND

e Patient must not be undergoing simultaneous treatment with this drug obtained under another PBS listing.
lenalidomide 5 mg capsule, 21
13642B Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer

1 2 0.00 219.15 Lenalide [JU] Lenalidomide Sandoz [SZ]
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13642B Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
Revlimid [BQ]
lenalidomide 10 mg capsule, 21
13658W Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 284.24 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 15 mg capsule, 21
13657T Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 340.45 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 20 mg capsule, 21
14582L Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 355.90 Lenalide [JU] Lenalidomide Sandoz [SZ]
lenalidomide 25 mg capsule, 21
13660Y Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 442.57 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]

LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.

Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the

brand of lenalidomide being prescribed and dispensed.

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
Untreated multiple myeloma

Treatment Phase: Triple combination therapy consisting of daratumumab, lenalidomide and dexamethasone

Treatment criteria:

¢ Patient must be undergoing concurrent treatment with daratumumab obtained through the PBS for the treatment of
transplant ineligible, newly diagnosed multiple myeloma, AND

¢ Patient must not be undergoing simultaneous treatment with this drug obtained under another PBS listing.

lenalidomide 5 mg capsule, 21

15103X Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 219.15 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 21
15079P Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 284.24 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 15 mg capsule, 21
15073H Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 340.45 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 20 mg capsule, 21
15105B Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 355.90 Lenalide [JU] Lenalidomide Sandoz [SZ]
lenalidomide 25 mg capsule, 21
15096M Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 442.57 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]

LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.

Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the

brand of lenalidomide being prescribed and dispensed.
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Authority Required

Multiple myeloma

Treatment Phase: Initial treatment as monotherapy or dual combination therapy with dexamethasone for progressive
disease

Clinical criteria:

e The condition must be confirmed by a histological diagnosis, AND

e The treatment must be as monotherapy; OR

e The treatment must form part of dual combination therapy limited to: (i) this drug, (ii) dexamethasone, AND

¢ Patient must have progressive disease after at least one prior therapy, AND

e Patient must have undergone or be ineligible for a primary stem cell transplant.

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.
The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of
multiple myeloma; and

(2) prior treatments including name(s) of drug(s) and date of most recent treatment cycle; and

(3) date of prior stem cell transplant or confirmation of ineligibility for prior stem cell transplant; and

(4) details of the basis of the diagnosis of progressive disease or failure to respond; and

(5) nomination of which disease activity parameters will be used to assess response.

To enable confirmation of eligibility for treatment, details (date, unique identifying number/code or provider number) of the
current diagnostic reports (for items a, b, c, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items e,
f), of at least one of the following must be provided:

(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 - the percentage of plasma cells; 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 will be used to determine response, results for either (a) or (b) or (c) should be provided 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) should
be stated/declared. 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 held in the patient's medical records.
All reports must be documented in the patient's medical records.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(i) 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).

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)
Alternatively, applications for authority to prescribe can 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

Highly Specialised Drugs Program (Private Hospital) 97



Authority Required
Multiple myeloma

Treatment Phase: Continuing treatment as monotherapy or dual combination therapy with dexamethasone following initial
treatment for progressive disease

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for relapsed or refractory multiple
myeloma, AND

e The treatment must be as monotherapy; OR
e The treatment must form part of dual combination therapy limited to: (i) this drug, (ii) dexamethasone.

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).

lenalidomide 5 mg capsule, 21

9642L Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 219.15 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 21
9643M Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 284.24 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 15 mg capsule, 21
9644N Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 340.45 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 20 mg capsule, 21
14610Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 355.90 Lenalide [JU] Lenalidomide Sandoz [SZ]
lenalidomide 25 mg capsule, 21
9645P Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 442.57 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a

teratogenic effect of lenalidomide in humans cannot be ruled out.

Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the

brand of lenalidomide being prescribed and dispensed.

Authority Required
Multiple myeloma

Treatment Phase: Initial treatment in combination with dexamethasone, of newly diagnosed disease in a patient ineligible for
stem cell transplantation

Clinical criteria:

e The condition must be newly diagnosed, AND

e The condition must be confirmed by a histological diagnosis, AND

¢ Patient must be ineligible for a primary stem cell transplantation, AND

e The treatment must form part of dual combination therapy limited to: (i) this drug, (ii) dexamethasone.

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of
multiple myeloma, and

(2) confirmation of ineligibility for prior stem cell transplant; and
(3) nomination of which disease activity parameters will be used to assess response.

To enable confirmation of eligibility for treatment, details (date, unique identifying number/code or provider number) of the
current diagnostic reports (for items a, b, ¢, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items e,
f), of at least one of the following must be provided:

(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 - the percentage of plasma cells; or

(e) if present, the size and location of lytic bone lesions (not including compression fractures); or
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(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 will be used to determine response, results for either (a) or (b) or (c) should be provided 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) should
be stated/provided. 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 held on the patient's medical records.
All reports must be documented in the patient's medical records.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(i) 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).

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)
Alternatively, applications for authority to prescribe can 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

Multiple myeloma

Treatment Phase: Continuing treatment until progression in patients initiated on dual combination therapy (this drug and

dexamethasone), or, in patients initiated on triple therapy (this drug, bortezomib and dexamethasone during treatment

cycles 1 up to 8) and are now being treated with treatment cycle 9 or beyond

Clinical criteria:

e Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have developed disease progression while receiving PBS-subsidised treatment with this drug for this

condition, AND

e The treatment must form part of dual combination therapy limited to: (i) this drug, (ii) dexamethasone.

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

(9) 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.
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).

lenalidomide 5 mg capsule, 21

11036W Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 219.15 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 21
11063G Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 284.24 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
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lenalidomide 15 mg capsule, 21

11042E Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 340.45 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 20 mg capsule, 21
14624Q Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 355.90 Lenalide [JU] Lenalidomide Sandoz [SZ]
lenalidomide 25 mg capsule, 21
11055W Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 442.57 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]

LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a

teratogenic effect of lenalidomide in humans cannot be ruled out.

Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the

brand of lenalidomide being prescribed and dispensed.

Authority Required

Multiple myeloma

Treatment Phase: Initial treatment with lenalidomide monotherapy in newly diagnosed disease

Clinical criteria:

e The treatment must be as monotherapy, AND

e The condition must be confirmed by a histological diagnosis, AND

¢ Patient must have undergone an autologous stem cell transplant (ASCT) as part of frontline therapy for newly diagnosed
multiple myeloma, AND

e Patient must not have progressive disease following autologous stem cell transplant (ASCT).

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via

HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of
multiple myeloma; and

(2) the date the autologous stem cell transplant was performed; and

(3) nomination of which disease activity parameters will be used to assess progression.

To enable confirmation of eligibility for treatment, the details (date, unique identifying number/code or provider number) of
the current diagnostic reports (for items a, b, c, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items
e, f) of at least one of the following must be provided:

(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 - the percentage of plasma cells; 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 will be used to determine progression, results for either (a) or (b) or (c) should be provided 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)
should be stated/declared. 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 held in the patient's medical records.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(ii) 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).

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can 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

Multiple myeloma

Treatment Phase: Continuing treatment with lenalidomide monotherapy following initial treatment with lenalidomide therapy

in newly diagnosed disease

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have developed disease progression while receiving PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must be as monotherapy.

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

(g9) 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.

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).

lenalidomide 5 mg capsule, 28

11966T Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 289.12 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 28
11969Y Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 375.90 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 15 mg capsule, 28
11965R Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 450.84 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.

Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed.

Authority Required
Multiple myeloma

Treatment Phase: Initial treatment with triple therapy (this drug, bortezomib and dexamethasone) for the first 4 treatment
cycles (cycles 1 to 4) administered in a 21-day treatment cycle

Clinical criteria:

e The condition must be newly diagnosed, AND
e The condition must be confirmed by a histological diagnosis, AND
¢ The treatment must form part of triple combination therapy limited to: (i) this drug, (ii) bortezomib, (iii) dexamethasone,

AND

e Patient must not have been treated with lenalidomide or bortezomib for this condition, AND
e The treatment must not exceed a total of 4 cycles under this restriction.

The authority application must be made via the online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:
(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of

multiple myeloma; and

(2) nomination of which disease activity parameters will be used to assess response.

Highly Specialised Drugs Program (Private Hospital)
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To enable confirmation of eligibility for treatment, details (date, unique identifying number/code or provider number) of the
current diagnostic reports (for items a, b, c, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items e,
f), of at least one of the following must be provided:

(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 - the percentage of plasma cells; 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 will be used to determine response, results for either (a) or (b) or (c) should be provided 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) should
be stated/declared. 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 held on the patient's medical records.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(i) 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).

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can 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
Multiple myeloma

Treatment Phase: Continuing treatment of triple therapy (this drug, bortezomib and dexamethasone) for treatment cycles 5
to 8 inclusive (administered using 21-day treatment cycles)

Clinical criteria:

¢ Patient must have received PBS-subsidised treatment with this drug under the treatment phase covering cycles 1 to 4,
AND

e The treatment must form part of triple combination therapy limited to: (i) this drug, (ii) bortezomib, (iii) dexamethasone,
AND

e The treatment must not exceed a total of 4 cycles under this 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).

lenalidomide 5 mg capsule, 14

12058P Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 149.18 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 14
12004T Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 192.57 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 15 mg capsule, 14
12069F Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 230.04 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]

lenalidomide 20 mg capsule, 14
14615F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 3 0.00 240.35 Lenalide [JU]
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lenalidomide 25 mg capsule, 14

12018M Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 298.12 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a

teratogenic effect of lenalidomide in humans cannot be ruled out.

Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed.

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)
Alternatively, applications for authority to prescribe can 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

Myelodysplastic syndrome

Treatment Phase: Initial treatment

Clinical criteria:

¢ The treatment must be limited to a maximum duration of 16 weeks, AND

¢ Patient must be classified as Low risk or Intermediate-1 according to the International Prognostic Scoring System (IPSS),
AND

¢ Patient must have a deletion 5q cytogenetic abnormality with or without additional cytogenetic abnormalities, AND

e Patient must be red blood cell transfusion dependent.

Classification of a patient as Low risk requires a score of 0 on the IPSS, achieved with the following combination: less than

5% marrow blasts with good karyotypic status (normal, -Y alone, -5q alone, -20q alone), and 0/1 cytopenias.

Classification of a patient as Intermediate-1 requires a score of 0.5 to 1 on the IPSS, achieved with the following possible

combinations:

. 5%-10% marrow blasts with good karyotypic status (normal, -Y alone, -5q alone, -20q alone), and 0/1 cytopenias; OR

. less than 5% marrow blasts with intermediate karyotypic status (other abnormalities), and 0/1 cytopenias; OR

. less than 5% marrow blasts with good karyotypic status (normal, -Y alone, -5q alone, -20q alone), and 2/3 cytopenias; OR

. less than 5% marrow blasts with intermediate karyotypic status (other abnormalities), and 2/3 cytopenias; OR

. 5%-10% marrow blasts with intermediate karyotypic status (other abnormalities), and 0/1 cytopenias; OR

. 5%-10% marrow blasts with good karyotypic status (normal, -Y alone, -5q alone, -20q alone), and 2/3 cytopenias; OR

. less than 5% marrow blasts with poor karyotypic status (complex, greater than 3 abnormalities), and 0/1 cytopenias.

Classification of a patient as red blood cell transfusion dependent requires that:

(i) the patient has been transfused within the last 8 weeks; and

(i) the patient has received at least 8 units of red blood cell in the last 6 months prior to commencing PBS-subsidised

therapy with lenalidomide; and would be expected to continue this requirement without lenalidomide treatment.

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via

HPOS form upload or mail and must include:

(a) details (date, unique identifying number/code or provider number) of the bone marrow biopsy report from an Approved

Pathology Authority demonstrating that the patient has myelodysplastic syndrome; and

(b) details (date, unique identifying number/code or provider number) of the full blood examination report; and

(c) details (date, unique identifying number/code or provider number) of the pathology report and details of the cytogenetics

demonstrating Low risk or Intermediate-1 disease according to the IPSS (note: using Fluorescence in Situ Hybridization

(FISH) to demonstrate MDS -5q is acceptable); and

(d) details of transfusion requirements including: (i) the date of most recent transfusion and the number of red blood cell

units transfused; and (ii) the total number of red blood cell units transfused in the 4 and 6 months preceding the date of this

application.

All the reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(ii) 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).

Authority Required

Myelodysplastic syndrome
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Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have received PBS-subsidised initial therapy with lenalidomide for myelodysplastic syndrome, AND

o Patient must have achieved and maintained transfusion independence; or at least a 50% reduction in red blood cell unit
transfusion requirements compared with the four month period prior to commencing initial PBS-subsidised therapy with
lenalidomide, AND

o Patient must not have progressive disease, AND

e The condition must not have progressed to acute myeloid leukaemia.

The first authority application for continuing supply must be made via the Online PBS Authorities System (real time
assessment) or in writing via HPOS form upload or mail. Subsequent authority applications for continuing supply may be
made via the Online PBS Authorities System or by telephone.

The following evidence of response must be provided at each application:

(i) a haemoglobin level taken within the last 4 weeks; and

(i) the date of the last transfusion; and

(i) a statement of the number of units of red cells transfused in the 4 months immediately preceding this application;

All reports must be documented in the patient's medical records.

For first continuing applications, if the application is submitted through HPOS form upload or mail, it must include:

(a) details of the proposed prescription; and

(b) 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).

lenalidomide 5 mg capsule, 21

2798G Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 219.15 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 21
2796E Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 284.24 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a

teratogenic effect of lenalidomide in humans cannot be ruled out.

Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed.

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).

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

Relapsed or refractory follicular lymphoma

Clinical criteria:

e The treatment must be in combination with rituximab and tafasitamab; OR

e The treatment must be in combination with tafasitamab.

The treatment must not exceed a total of 12 cycles in a lifetime for this indication measured from the initial dose, or must not
extend beyond disease progression, whichever comes first.

lenalidomide 5 mg capsule, 21

15418L Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 219.15 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 21
15485B Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 284.24 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 15 mg capsule, 21
15488E Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 340.45 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
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lenalidomide 20 mg capsule, 21

15486C Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 355.90 Lenalide [JU] Lenalidomide Sandoz [SZ]
OMALIZUMAB

Note A proportion of patients respond to 150 mg 4-weekly so where a substantial improvement has been obtained with a 300 mg
dose it is reasonable to back-titrate dose after initial treatment.

Note Cessation of therapy should be considered after the patient has demonstrated clinical benefit with omalizumab to re-
evaluate the need for continued therapy. Any patient who ceases therapy and whose CSU relapses will need to re-initiate
PBS-subsidised omalizumab as a new patient.

Note Pharmaceutical benefits that have the form omalizumab 150 mg/mL syringe and pharmaceutical benefits that have the form
omalizumab 150 mg/mL pen device are equivalent for the purposes of substitution.

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).

Authority Required (STREAMLINED)

16960

Severe chronic spontaneous urticaria

Treatment Phase: Continuing treatment

Treatment criteria:

¢ Must be treated by a clinical immunologist; OR

e Must be treated by an allergist; OR

e Must be treated by a dermatologist; OR

e Must be treated by a general physician with expertise in the management of chronic spontaneous urticaria (CSU).
Clinical criteria:

¢ Patient must have demonstrated a response to the most recent PBS-subsidised treatment with this drug for this
condition, AND

o Patient must not receive more than 24 weeks per authorised course of treatment under this restriction.
omalizumab 150 mg/mL injection, 1 mL syringe
14911T Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer
2 5 0.00 *437.68 2 Omlyclo [EW]

Omalizumab 150 mg/mL injection, 1 mL pen device
15535P Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer
2 5 0.00 *437.68 2 Omlyclo [EW]

OMALIZUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
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.
Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(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 restriction); or
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(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or

(i) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.

(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 biological medicine 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 the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

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.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 ata
time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(iii) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact Novartis Medical Information on 1800 671 203 or

medinfo.phauno@novartis.com

Note Pharmaceutical benefits that have the form omalizumab 75 mg/0.5 mL syringe and pharmaceutical benefits that have the

form omalizumab 75 mg/0.5 mL pen device are equivalent for the purposes of substitution.

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).

Authority Required (STREAMLINED)

19135
Uncontrolled severe asthma

Treatment Phase: Continuing treatment

Treatment criteria:

¢ Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

¢ Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

¢ Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

¢ Patient must not receive more than 24 weeks of treatment under this restriction.
Population criteria:

o Patient must be aged 12 years or older.

An adequate response to omalizumab treatment is defined as:
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(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline, OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from
baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5, OR

(c) a reduction in the time-adjusted exacerbation rates compared to the 12 months prior to baseline (this criterion is only
applicable for patients transitioned from the paediatric to the adolescent/adult restriction).

For second and subsequent continuing treatment with this drug, a measurement of response to the prior course of therapy
must be documented in the patient's medical records. The Asthma Control Questionnaire (5 item version) assessment of the
patient's response to the prior course of treatment, the assessment of oral corticosteroid dose or the assessment of time
adjusted exacerbation rate should be made from 20 weeks after the first PBS-subsidised dose of this drug under this
restriction so that there is adequate time for a response to be demonstrated.

The following information must be documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5) score; and

(b) If applicable, maintenance oral corticosteroid dose; and

(c) For patients transitioned from the paediatric to the adolescent/adult restrictions, confirmation that the time-adjusted
exacerbation rate has reduced.

The most recent Asthma Control Questionnaire (ACQ-5) score must be no more than 4 weeks old at the time of application.
omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe
14919F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 0.00 116.35 2 Omlyclo [EW]

Omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device
15537R Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer
1 5 0.00 116.35 @ Omlyclo [EW]

OMALIZUMAB
Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
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.
Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].
The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.
There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.
(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 restriction); or
(ii) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.
(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 biological medicine 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 the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.
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(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.

For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.

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.

Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 ata
time) providing:
(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients:

Omalizumab only:

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact Novartis Medical Information on 1800 671 203 or

medinfo.phauno@novartis.com

Note Pharmaceutical benefits that have the form omalizumab 150 mg/mL syringe and pharmaceutical benefits that have the form

omalizumab 150 mg/mL pen device are equivalent for the purposes of substitution.

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).

Authority Required (STREAMLINED)

19135

Uncontrolled severe asthma

Treatment Phase: Continuing treatment

Treatment criteria:

¢ Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

¢ Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

¢ Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND

¢ The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 12 years or older.

An adequate response to omalizumab treatment is defined as:

(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline, OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from

baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5, OR

(c) a reduction in the time-adjusted exacerbation rates compared to the 12 months prior to baseline (this criterion is only

applicable for patients transitioned from the paediatric to the adolescent/adult restriction).

For second and subsequent continuing treatment with this drug, a measurement of response to the prior course of therapy

must be documented in the patient's medical records. The Asthma Control Questionnaire (5 item version) assessment of the

patient's response to the prior course of treatment, the assessment of oral corticosteroid dose or the assessment of time

adjusted exacerbation rate should be made from 20 weeks after the first PBS-subsidised dose of this drug under this

restriction so that there is adequate time for a response to be demonstrated.

The following information must be documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5) score; and

(b) If applicable, maintenance oral corticosteroid dose; and
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(c) For patients transitioned from the paediatric to the adolescent/adult restrictions, confirmation that the time-adjusted
exacerbation rate has reduced.

The most recent Asthma Control Questionnaire (ACQ-5) score must be no more than 4 weeks old at the time of application.
omalizumab 150 mg/mL injection, 1 mL syringe
14927P Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer
1 5 0.00 22346 2 Omlyclo [EW]

Omalizumab 150 mg/mL injection, 1 mL pen device
15530J Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 0.00 223.46 2 Omlyclo [EW]

POMALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. Pregnancy in female patients or in the partners of
male patients must be avoided during treatment and for 1 month after cessation of treatment.
Note Patients receiving pomalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of pomalidomide being prescribed and dispensed: Pomolide - Juno's Pregnancy Prevention Program; Pomalidomide
Sandoz - Pregnancy Prevention Program.

Authority Required

Multiple myeloma

Treatment Phase: Initial treatment - dual therapy in combination with dexamethasone

Clinical criteria:

e The treatment must form part of dual combination therapy limited to: (i) this drug, (i) dexamethasone, AND

¢ Patient must have undergone or be ineligible for a primary stem cell transplant, AND

o Patient must have experienced treatment failure with lenalidomide, unless contraindicated or not tolerated according to
the Therapeutic Goods Administration (TGA) approved Product Information, AND

¢ Patient must have experienced treatment failure with bortezomib, unless contraindicated or not tolerated according to the
Therapeutic Goods Administration (TGA) approved Product Information.

Bortezomib treatment failure is the absence of achieving at least a partial response or as progressive disease during
treatment or within 6 months of discontinuing treatment with bortezomib. Lenalidomide treatment failure is progressive
disease during treatment or within 6 months of discontinuing treatment with lenalidomide.

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

(9) 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.

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the reports demonstrating the patient has failed
treatment with lenalidomide, including the dates of treatment or the details of the contraindication to or details of the nature
and severity of the intolerance to lenalidomide according to the relevant TGA-approved Product Information; and

(2) details (date, unique identifying number/code or provider number) of the reports demonstrating the patient has failed
treatment with bortezomib, including the dates of treatment or the details of the contraindication to or details of the nature
and severity of the intolerance to bortezomib according to the relevant TGA-approved Product Information.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(ii) 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).

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can 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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Authority Required

Multiple myeloma

Treatment Phase: Continuing treatment - dual therapy in combination with dexamethasone

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have developed disease progression while receiving PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must form part of dual combination therapy limited to: (i) this drug, (ii) dexamethasone.

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

(9) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other
cause).

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).

pomalidomide 1 mg capsule, 21

13814C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 421.17 Pomalidomide Sandoz [SZ] Pomolide [JU]

pomalidomide 2 mg capsule, 21

13811X Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 743.56 Pomalidomide Sandoz [SZ] Pomolide [JU]

pomalidomide 3 mg capsule, 21

10417G Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 1108.36 Pomalidomide Sandoz [SZ] Pomolide [JU]

pomalidomide 4 mg capsule, 21

10386P Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 1461.39 Pomalidomide Sandoz [SZ] Pomolide [JU]

RAVULIZUMAB

Caution C5 inhibitors increase the risk of meningococcal infections (septicaemia and/or meningitis).

Please consult the approved PI for information about vaccination against meningococcal infection.

Note Complement 5 (C5) inhibitors are defined as eculizumab or ravulizumab
Note C5 inhibitors are not PBS-subsidised to treat TMA caused by conditions other than aHUS. Examples of TMA caused by

conditions other than aHUS may include the following but not limited to:

a) Active malignancy;

b) Active HIV infection;

c) Hematopoietic stem cell transplants;

d) Various drugs including quinine, high-dose calcineurin inhibitors, antiplatelet agents;

e) Certain chemotherapy drugs or immunosuppressant drugs associated with microangiopathic haemolytic anaemia/TMA,;
f) Active autoimmune diseases.

In cases where alternative causes of TMA have not been adequately excluded, additional information may be required from
the prescriber to clarify the diagnosis before approval of the application.

Note Patients must be screened for genetic mutations known to confer a high risk of aHUS. These results should be submitted to

Services Australia when they become available. Once the results have been submitted to Services Australia, they do not
have to be resubmitted in subsequent applications.

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

Authority Required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Initial treatment - Initial (new patient) loading dose

Clinical criteria:

¢ Patient must have active and progressing thrombotic microangiopathy (TMA) caused by aHUS, AND

o Patient must have ADAMTS-13 activity of greater than or equal to 10% on a blood sample taken prior to plasma
exchange or infusion; or, if ADAMTS-13 activity was not collected prior to plasma exchange or infusion, patient must
have platelet counts of greater than 30x10”9/L and a serum creatinine of greater than 150 mol/L, AND

o Patient must have a confirmed negative STEC (Shiga toxin-producing E.Coli) result if the patient has had diarrhoea in the
preceding 14 days, AND

o Patient must have clinical features of active organ damage or impairment, AND

o Patient must not receive more than 2 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

o Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

This drug is not PBS-subsidised if it is prescribed to an in-patient in a public hospital setting.

Evidence of active and progressing TMA is defined by the following:

(1) A platelet count of less than 150x1079/L; and evidence of at least two of the following:

(i) presence of schistocytes on blood film;

(i) low or absent haptoglobin;

(

(

iii) lactate dehydrogenase (LDH) above normal range; or

2) In recipients of a kidney transplant for end-stage kidney disease due to aHUS, a kidney biopsy confirming TMA; and
(3) Evidence of at least one of the following clinical features of active TMA-related organ damage or impairment is defined
as below:

(a) kidney impairment as demonstrated by one or more of the following:

(i) a decline in estimated Glomerular Filtration Rate (eGFR) of greater than 20% in a patient who has pre-existing kidney
impairment;

(ii) a serum creatinine (sCr) of greater than the upper limit of normal (ULN) in a patient who has no history of pre-existing
kidney impairment;

(iii) a sCr of greater than the age-appropriate ULN in paediatric patients;

iv) a renal biopsy consistent with aHUS;

b) onset of TMA-related neurological impairment;

c) onset of TMA-related cardiac impairment;

d) onset of TMA-related gastrointestinal impairment;

(e) onset of TMA-related pulmonary impairment.

Claims of non-renal TMA-related organ damage should be made at the point of application for initial PBS-subsidised
ravulizumab (where possible), and should be supported by objective clinical measures.

The prescriber's cover letter should establish that the observed organ damage is directly linked to active and progressing
TMA, particularly when indirect causes such as severe thrombocytopenia, hypertension and acute renal failure are present
at the time of the initial organ impairment.

Serial haematological results (every 3 months while the patient is receiving treatment) must be provided with every
subsequent application for treatment.

The authority application must be in writing and must include all of the following:

(1) Details of the proposed prescription(s);

(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) A detailed cover letter from the prescriber;

(4) A measurement of body weight at the time of application;

(5) The result of ADAMTS-13 activity on a blood sample taken prior to plasma exchange or infusion (if available); the date
and time that the sample for the ADAMTS-13 assay was collected, and the dates and times of any plasma exchanges or
infusions that were undertaken in the 2 weeks prior to collection of the ADAMTS-13 assay. The ADAMTS-13 result must be
submitted to Services Australia within 13 days of commencement of ravulizumab treatment in order for the patient to be
considered as eligible for further PBS-subsidised C5 inhibitor treatment, under Initial balance of supply;

(6) In the case that a sample for ADAMTS-13 assay was not collected prior to plasma exchange or infusion, measurement
of ADAMTS-13 activity must be taken 7-10 days following the last plasma exchange or infusion. The ADAMTS-13 result
must be submitted to Services Australia within 13 days of commencement of ravulizumab treatment in order for the patient
to be considered as eligible for further PBS-subsidised C5 inhibitor treatment, under Initial balance of supply;

(7) A confirmed negative STEC result if the patient has had diarrhoea in the preceding 14 days;

Py

Highly Specialised Drugs Program (Private Hospital) 111



Note

Note

(8) Evidence of active and progressing TMA, including pathology results where relevant. Evidence of the onset of TMA-
related neurological, cardiac, gastrointestinal or pulmonary impairment requires a supporting statement with clinical
evidence in patient records. All tests must have been performed within 4 weeks of application;

(9) For all patients, a recent measurement of eGFR, platelets and two of either LDH, haptoglobin or schistocytes of no more
than 1 week old at the time of application.

Two authority prescription forms will be required to cover for the 26 weeks of initial therapy with ravulizumab, one for the
loading dose and one for the 24 week balance which can be sought under the Balance of Supply.

At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient
drug for 2 weeks of treatment, according to the specified dosage in the approved Product Information (PlI).

An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength
requested.

Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved PI will
not be approved.

The Authority application should be accompanied by a cover letter from the prescriber, providing complete details on:

a) Presenting clinical features, including history, acute treatment and medications;

b) Results of testing for genetic mutations (if available);

c) Family history of aHUS, especially in first-degree relatives;

d) Patient's prior history of episodes of active and progressing TMA caused by aHUS;

e) Exclusion of alternative causes of TMA;

f) History of renal or other organ transplant (if any);

g) Any other matters considered relevant by the prescriber.

In cases where there are discordant results (for example, an equivocal biopsy result in the absence of objective evidence of
haemolysis) the cover letter should articulate the prescriber's interpretation of the clinical data and how a diagnosis of aHUS
is supported by the available evidence.

Note

Authority Required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Switch from PBS-subsidised eculizumab (all phases) - loading dose

Clinical criteria:

o Patient must have previously received PBS-subsidised eculizumab under the 'Initial treatment' restriction for this
condition; OR

e Patient must have previously received PBS-subsidised eculizumab under the 'Continuing treatment' restriction for this
condition; OR

o Patient must have previously received PBS-subsidised eculizumab under the 'Extended continuing treatment' restriction
for this condition; OR

o Patient must have previously received PBS-subsidised eculizumab under the 'Recommencement of treatment' restriction
for this condition; OR

¢ Patient must have previously received PBS-subsidised eculizumab under the 'Continuing recommencement of treatment’
restriction for this condition, AND

o Patient must have/had ADAMTS-13 activity of greater than or equal to 10% on a blood sample, AND

e Patient must not receive more than 2 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

e Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

This drug is not PBS-subsidised if it is prescribed to an in-patient in a public hospital setting.

The application must indicate the most recent treatment phase that the patient is switching from.

For patients who are switching C5 inhibitors, the next application should be sought under the next relevant treatment phase.

Serial haematological results (every 3 months while the patient is receiving treatment) must be provided with every

subsequent application for treatment.

The authority application must be in writing and must include all of the following:

(1) Details of the proposed prescription(s);

(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) A measurement of body weight at the time of application;

(4) Results of genetic testing, if not previously submitted.

At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient
drug for 2 weeks of treatment, according to the specified dosage in the approved Product Information (PI).

An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength
requested.

Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved Pl will
not be approved.
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Authority Required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Recommencement of treatment

Clinical criteria:

o Patient must have demonstrated treatment response to previous treatment with a PBS-subsidised C5 inhibitor for this
condition, AND

¢ Patient must not have experienced treatment failure with ravulizumab for this condition in the most recent treatment
phase, AND

e Patient must have the following clinical conditions prior to recommencing C5 inhibitor treatment: (i) either significant
haemolysis as measured by low/absent haptoglobin; or presence of schistocytes on the blood film; or lactate
dehydrogenase (LDH) above normal; AND (ii) either platelet consumption as measured by either 25% decline from
patient baseline or thrombocytopenia (platelet count <150 x 10”9/L); OR (iii) TMA-related organ impairment including on
recent biopsy.

Treatment criteria:

e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

e Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

This drug is not PBS-subsidised if it is prescribed to an in-patient in a public hospital setting.

A treatment response is defined as:

(1) Normalisation of haematology as demonstrated by at least 2 of the following: (i) platelet count, (ii) haptoglobin, (iii) lactate

dehydrogenase (LDH); and

(2) One of the following:

a) an increase in eGFR of > 25% from baseline, where the baseline is the eGFR measurement immediately prior to

commencing treatment with a C5 inhibitor; or

b) an eGFR within +/- 25% from baseline; or

c) an avoidance of dialysis-dependence but worsening of kidney function with a reduction in eGFR > 25% from baseline.

PBS-subsidised treatment with ravulizumab will not be permitted if a patient has experienced treatment failure with

ravulizumab in the most recent treatment phase prior to the treatment phase where this application is sought.

A treatment failure is defined as a patient who is:

(1) Dialysis-dependent at the time of application and has failed to demonstrate significant resolution of extra-renal
complications if originally presented; or

(2) On dialysis and has been on dialysis for 4 months of the previous 6 months while receiving a PBS-subsidised C5
inhibitor, and has failed to demonstrate significant resolution of extra-renal complications if originally presented.

The authority application must include the following measures of response to the prior course of treatment, including serial
haematological results (every 3 months while the patient is receiving treatment).

The authority application must be in writing and must include all of the following:
(1) Details of the proposed prescription(s);

(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) A measurement of body weight at the time of application;

(4) Results of genetic testing, if not previously submitted;

(5) A family history of aHUS if applicable;

(6) A history of multiple episodes of aHUS following the treatment break, if applicable;
(

(

(

7) A history of kidney transplant if applicable (especially if required due to aHUS);

8) An inclusion of the individual consequences of recurrent disease;

9) A supporting statement with clinical evidence of TMA-related organ damage including current (within one week of
application) haematological results (platelet count, haptoglobin and LDH), eGFR level, and, if applicable, on recent biopsy;
(10) Evidence that the patient has had a treatment response to their previous treatment with a C5 inhibitor;

(11) Evidence that the patient has not experienced treatment failure, including a supporting statement with clinical evidence
that the patient does not require dialysis, unless the indication for continuing ravulizumab is severe extra-renal complications
that have significantly improved;

(12) If the indication for continuing ravulizumab is severe extra-renal complications, then a supporting statement with clinical
evidence that any initial extra-renal complications of TMA have significantly improved is required.

Two authority prescription forms will be required to cover for the 26 weeks of recommencement therapy with ravulizumab,
one for the loading dose and one for the 24 week balance which can be sought under the Balance of Supply.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient
drug for 2 weeks of treatment, according to the specified dosage in the approved Product Information (PI).

An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength
requested.

Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved PI will
not be approved.

Note A raise in LDH alone is not a sufficient reason to recommence a C5 inhibitor, but thrombocytopenia with one marker of
haemolysis (such as raised LDH, presence of schistocytes, or low/absence of haptoglobin) is an accepted reason to
consider recommencement of C5 inhibitor treatment.

Note Kidney transplantation/dialysis is not a contraindication to recommencement of C5 inhibitor treatment.
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ravulizumab 300 mg/3 mL injection, 3 mL vial
13791W Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 0 0.00 6623.36 Ultomiris [XI]

ravulizumab 1.1 g/11 mL injection, 11 mL vial
13802K Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 0 0.00 24154.35  Ultomiris [XI]

TOCILIZUMAB

Note

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).

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 authorisation under this restriction should be made using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/hpos)

Alternatively applications for authority to prescribe can 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 4 (Temporary listing - change of treatment from another biological medicine to
tocilizumab after resolution of the critical shortage of tocilizumab)

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

e 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

o Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 18 years or older.

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
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(i) 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).
At the time of the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority prescription form must be completed for each strength requested. Up to a maximum of 3 repeats will be
authorised.

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 80 mg/4 mL injection, 4 mL vial

127878

12766X

12805Y

Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 94.21 2 Actemra [RO] 2 Avtozma [EW]
tocilizumab 200 mg/10 mL injection, 10 mL vial
Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 217.98 2 Actemra [RO] 2 Avtozma [EW]
tocilizumab 400 mg/20 mL injection, 20 mL vial
Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 0 0.00 42461 2 Actemra [RO] 2 Avtozma [EW]

TOCILIZUMAB

Note

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.

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.

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: Initial treatment - Initial 4 (Temporary listing - change of treatment from another biological medicine to

tocilizumab after resolution of the critical shortage of tocilizumab)

Clinical criteria:

e Patient must have been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,
AND

o 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

e Patient must not receive more than 16 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a paediatric rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Population criteria:

o Patient must be under 18 years of age.

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.

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.

An adequate response to treatment is defined as:
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(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

(i) 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).

At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority approval is
required for each strength requested. Up to a maximum of 3 repeats will be authorised.

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.

tocilizumab 80 mg/4 mL injection, 4 mL vial
15463W Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 0 0.00 94.21 Avtozma [EW]

tocilizumab 200 mg/10 mL injection, 10 mL vial
15464 X Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 0 0.00 217.98 Avtozma [EW]

tocilizumab 400 mg/20 mL injection, 20 mL vial
15420N Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer

1 0 0.00 424.61 Avtozma [EW]

TOCILIZUMAB

Note

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).

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 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)

Clinical criteria:

¢ Patient must have been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,
AND

o 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

o Patient must not receive more than 16 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Population criteria:

o Patient must be at least 18 years of age.

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.
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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.

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

(i) 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).
At the time of the authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority approval is required for each strength requested. Up to a maximum of 3 repeats will be authorised.

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 80 mg/4 mL injection, 4 mL vial
15478P Max.Qty Packs No. of Rpts Premium$  DPMQ$

Brand Name and Manufacturer

1 0 0.00 94.21

Avtozma [EW]

tocilizumab 200 mg/10 mL injection, 10 mL vial
15476M Max.Qty Packs No. of Rpts Premium$  DPMQ$

Brand Name and Manufacturer

1 0 0.00 217.98

Avtozma [EW]

tocilizumab 400 mg/20 mL injection, 20 mL vial
15465Y Max.Qty Packs No. of Rpts Premium$  DPMQ$

Brand Name and Manufacturer

1 0 0.00 424.61

Avtozma [EW]

TOCILIZUMAB

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 authorisation under this restriction should be made using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/hpos)

Alternatively applications for authority to prescribe can 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:

e Must be treated by a paediatric rheumatologist; OR
e 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, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.
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Population criteria:

e 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).

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.
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.

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

(i) 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).

At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority prescription form
must be completed for each strength requested. Up to a maximum of 3 repeats will be authorised.

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.

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.

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.

Authority Required
Severe active juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment from another biological medicine to
tocilzumab after resolution of the critical shortage of tocilizumab)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

e 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

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 18 years or older.

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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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

¢) 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).

At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority prescription form
must be completed for each strength requested. Up to a maximum of 3 repeats will be authorised.

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.

—_— e~~~

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.

tocilizumab 80 mg/4 mL injection, 4 mL vial
12811G Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

Brand Name and Manufacturer

1 0 0.00 94.21 2 Actemra [RO]

2 Avtozma [EW]

tocilizumab 200 mg/10 mL injection, 10 mL vial
12795K Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

Brand Name and Manufacturer

1 0 0.00 217.98 @ Actemra [RO]

2 Avtozma [EW]

tocilizumab 400 mg/20 mL injection, 20 mL vial
12810F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

Brand Name and Manufacturer

1 0 0.00 424.61 2 Actemra [RO]

2 Avtozma [EW]

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:
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(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

(i) 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.

120

Schedule of Pharmaceutical Benefits — October 2026



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 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)

18941
Severe active juvenile idiopathic arthritis

Treatment Phase: Subsequent continuing treatment

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.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Population criteria:

o 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
(i) 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 measurement of response to the prior course of therapy must be documented in the patient's medical notes.
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.

tocilizumab 80 mg/4 mL injection, 4 mL vial

15475L Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer

2 5 0.00 *177.66 Avtozma [EW]

tocilizumab 200 mg/10 mL injection, 10 mL vial
15443T Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
4 5 0.00 *844.20 Avtozma [EW]
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tocilizumab 400 mg/20 mL injection, 20 mL vial
15433G Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer

4 5 0.00 *1646.80  Avtozma [EW]

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.

(i) 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
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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 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).

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)

18978

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Clinical criteria:

e Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Population criteria:

e 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).

The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4

weeks old at the time of the prescribing.

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 the authority application, medical practitioners must request the appropriate number of vials of appropriate

strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A

separate authority prescription form must be completed for each strength requested.

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.

Authority Required (STREAMLINED)

19046

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment - balance of supply
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Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND

e The treatment must provide no more than the balance of up to 24 weeks treatment.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

tocilizumab 80 mg/4 mL injection, 4 mL vial
15419M Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 0.00 *177.66 Avtozma [EW]

tocilizumab 200 mg/10 mL injection, 10 mL vial
15431E Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 0.00 217.98 Avtozma [EW]

tocilizumab 400 mg/20 mL injection, 20 mL vial
15490G Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 0.00 424.61 Avtozma [EW]

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,
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'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 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 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 rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)

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 DMARDSs, 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

o 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 of the contraindications/severe intolerances, AND
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o Patient must not receive more than 16 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Population criteria:

o 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, details of the contraindication or intolerance including severity to methotrexate must be provided at the time of

application and documented in the patient's medical records. The maximum tolerated dose of methotrexate must be

provided at the time of the application, if applicable, and documented in the patient's medical records.

The application must include details of the DMARD:s 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

at the time of application and documented in the patient's medical records.

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 assessment of response to prior treatment must be documented in the patient's medical records.

The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD ftrial, 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 reasons why this criterion cannot be satisfied

must be documented in the patient's medical records. 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 the authority application, medical practitioners must request the appropriate number of vials of appropriate

strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A

separate authority approval is required for each strength requested. Up to a maximum of 3 repeats will be authorised.

The following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:

(a) the active joint count, ESR and/or CRP result and date of results;

(b) details of prior treatment, including dose and date/duration of treatment.

(c) If applicable, details of any contraindications/intolerances.

(d) If applicable, the maximum tolerated dose of methotrexate.

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.

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)

Clinical criteria:

¢ Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

o 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

e 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

e Patient must not receive more than 16 weeks of treatment under this restriction.
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Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Population criteria:

o Patient must be at least 18 years of age.

Patients who have received PBS-subsidised 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).

The assessment of response to treatment must be documented in the patient's medical records.

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.

At the time of the authority application, medical practitioners must request the appropriate number of vials of appropriate

strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A

separate authority approval is required for each strength requested. Up to a maximum of 3 repeats will be authorised.

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.

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)

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

e Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

e 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

e 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

e Patient must not receive more than 16 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Population criteria:

e 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 reasons why this criterion cannot be satisfied
must be documented in the patient's medical records. 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 the authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority approval is required for each strength requested. Up to a maximum of 3 repeats will be authorised.

The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:

(a) the active joint count, ESR and/or CRP result and date of result;

(b) the most recent biological agent and the date of the last continuing prescription.

(c) If applicable, the new baseline scores.

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 80 mg/4 mL injection, 4 mL vial
15489F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 0 0.00 94.21 Avtozma [EW]

tocilizumab 200 mg/10 mL injection, 10 mL vial
15497P Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer

1 0 0.00 217.98 Avtozma [EW]

tocilizumab 400 mg/20 mL injection, 20 mL vial
15453H Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 0 0.00 424.61 Avtozma [EW]

TOCILIZUMAB
Note TREATMENT OF PATIENTS WITH SEVERE ACTIVE SYSTEMIC JUVENILE IDIOPATHIC ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed with the indication of severe
active systemic juvenile idiopathic arthritis (sJIA).

Treatment cycles

From 1 May 2012, a patient receiving PBS-subsidised tocilizumab therapy is considered to be in a treatment cycle. Under
these arrangements, within a single treatment cycle, a patient may:

1. continue to receive long-term treatment with PBS-subsidised tocilizumab while they continue to show an
adequate response to therapy; and
2. fail to respond, or to sustain a response, to PBS-subsidised tocilizumab twice.

A 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, will not be considered as a
treatment failure.

Where treatment has resulted in an inadequate response on 2 occasions, a treatment cycle is considered to have been
completed and there must be a 12-month break in PBS-subsidy from all biological medicines with the PBS indication 'severe
active systemic juvenile idiopathic arthritis’ before starting a new treatment cycle. The length of a treatment break is
measured from the date the most recent treatment with PBS-subsidised tocilizumab treatment was prescribed to the date of
the first application for initial treatment with tocilizumab under the new treatment cycle.

Prescribing under the correct 'Treatment Phase’ listing for the authority application

Initial treatment

Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for 'severe active
systemic juvenile idiopathic arthritis'.

Continuing treatment

Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing
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treatment to precede initial treatment. An authority prescription for continuing treatment is not to be written on the same day
as initial treatment.
Recommencement of treatment after a break of less than 12-months in PBS-subsidised therapy, within the same treatment
cycle
Apply under the 'Initial 2' treatment listing. The indices of disease severity (joint count, fever and/or CRP level and platelet
count) will not need to be restated, except if the patient has had a break in therapy of more than 12 months.
Baseline measurements to determine response
Whether an adequate response to treatment has been demonstrated or not will be based on the relative change from
relevant baseline measurements of the joint count, fever and/or CRP level and platelet count provided with the first authority
application for a biological medicine. However, prescribers may provide a new baseline measurement any time that an initial
authority application is provided with a treatment cycle and the eligibility for continuing treatment should be assessed
according to the revised baseline measurement.
Recommencement of treatment after a 12-month break in PBS-subsidised therapy
Apply under the 'Initial 3' treatment listing.
Withdrawal of treatment after sustained remission
Withdrawal of treatment with a biological medicine should be considered in a patient who has achieved and sustained
complete remission of disease for 12 months. A demonstration of response to the current treatment should be documented
in the patient's medical records at the time treatment is ceased. These results must be provided to Services Australia if
subsequent authority applications are required.

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 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

Systemic juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)

Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

e Patient must have polyarticular course disease which has failed to respond adequately to oral or parenteral methotrexate

at a dose of at least 15 mg per square metre weekly, alone or in combination with oral or intra-articular corticosteroids, for
a minimum of 3 months; OR

e Patient must have polyarticular course disease and have demonstrated severe intolerance of, or toxicity due to,
methotrexate; OR

o Patient must have refractory systemic symptoms, demonstrated by an inability to decrease and maintain the dose of
prednisolone (or equivalent) below 0.5 mg per kg per day following a minimum of 2 months of therapy, AND

o Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be under 18 years of age.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

The following criteria indicate failure to achieve an adequate response to prior methotrexate therapy in a patient with

polyarticular course disease and must be demonstrated in the patient at the time of the initial application:

(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 of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) 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 assessment of response to prior treatment must be documented in the patient's medical records.

The following criteria indicate failure to achieve an adequate response to prior therapy in a patient with refractory systemic
symptoms and must be demonstrated in the patient at the time of the initial application:

(a) an active joint count of at least 2 active joints; and

(b) persistent fever greater than 38 degrees Celsius for at least 5 out of 14 consecutive days; and/or

(c) a C-reactive protein (CRP) level and platelet count above the upper limits of normal (ULN).

The assessment of response to prior treatment must be documented in the patient's medical records.

The baseline measurements of joint count, fever and/or CRP level and platelet count must be performed preferably whilst on
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment.

The same indices of disease severity used to establish baseline at the commencement of treatment with each initial
treatment application must be used to determine response for all subsequent continuing treatments.

Severe intolerance to methotrexate is defined as intractable nausea and vomiting and general malaise unresponsive to
manoeuvres, including reducing or omitting concomitant non-steroidal anti-inflammatory drugs (NSAIDs) on the day of
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methotrexate administration, use of folic acid supplementation, or administering the dose of methotrexate in 2 divided doses
over 24 hours.

Toxicity due to methotrexate is defined as evidence of hepatotoxicity with repeated elevations of transaminases, bone
marrow suppression temporally related to methotrexate use, pneumonitis, or serious sepsis.

If treatment with methotrexate alone or in combination with other treatments is contraindicated according to the relevant
TGA-approved Product Information, details must be documented in the patient's medical records.

If intolerance to treatment develops during the relevant period of use, which is of a severity necessitating permanent
treatment withdrawal, details of this toxicity must be documented in the patient's medical records.

The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:

(a) the date of assessment of severe active systemic juvenile idiopathic arthritis; and

(b) the details of prior treatment including dose and duration of treatment.

The following reports must be documented in the patient's medical records where appropriate:

(a) pathology reports detailing C-reactive protein (CRP) level and platelet count.

At the time of authority application, the medical practitioner must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for two infusions (one month's supply). A separate
authority approval is required for each strength requested.

The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12
weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not
conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle.

Authority Required

Systemic juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 2 (retrial or recommencement of treatment after a break of less than 12 months)

Clinical criteria:

e Patient must have received prior PBS-subsidised treatment with this drug for this condition in the previous 12 months,
AND

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug more than once
during the current treatment cycle, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be under 18 years of age.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

An adequate response to treatment is defined as:

(a) in a patient with polyarticular course disease:

(i) 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

(ii) a reduction in the number of the following major active joints, from at least 4, by at least 50%:

- elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

- 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).

(b) in a patient with refractory systemic symptoms:

(i) absence of fever greater than 38 degrees Celsius in the preceding seven days; and/or

(ii) a reduction in the C-reactive protein (CRP) level and platelet count by at least 30% from baseline; and/or

(iii) a reduction in the dose of corticosteroid by at least 30% from baseline.

The assessment of response to treatment must be documented in the patient's medical records.

At the time of authority application, the medical practitioner must request the appropriate number of vials of appropriate

strength to provide sufficient drug, based on the weight of the patient, for two infusions (one month's supply). A separate

authority approval is required for each strength requested.

The following reports must be documented in the patient's medical records where appropriate:

(a) pathology reports detailing C-reactive protein (CRP) level and platelet count.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to

retrial or recommence therapy with this drug, must be accompanied by details of the evidence of a response to the patient's

most recent course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

The assessment of the patient's response to the most recent course of biological medicine must be conducted following a

minimum of 12 weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response

assessment is not conducted within these timeframes, the patient will be deemed to have failed that most recent course of

treatment in this treatment cycle.

If a patient fails to demonstrate a response to 2 courses of treatment with this drug they will not be eligible to receive further

PBS-subsidised treatment with this drug for this condition in the current treatment cycle. A serious adverse reaction of a

severity requiring permanent withdrawal of treatment is not considered as a treatment failure.

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 prescribed in this cycle and the date of the first application under a new cycle under the

Initial 3 treatment restriction.
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Authority Required

Systemic juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break of more than 12 months)

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must have had a break in treatment of 12 months or more from this drug for this condition, AND

o Patient must have polyarticular course disease and the condition must have at least one of: (a) an active joint count of at
least 20 active (swollen and tender) joints; (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); (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); OR

o Patient must have refractory systemic symptoms and the condition must have (a) an active joint count of at least 2 active
joints; and (b) persistent fever greater than 38 degrees Celsius for at least 5 out of 14 consecutive days; and/or (c) a C-
reactive protein (CRP) level and platelet count above the upper limits of normal (ULN), AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Population criteria:

o Patient must be under 18 years of age.

The following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:

(a) the date of assessment of severe active systemic juvenile idiopathic arthritis.

The following reports must be documented in the patient's medical records where appropriate:

(a) pathology reports detailing C-reactive protein (CRP) level and platelet count.

The most recent systemic juvenile idiopathic arthritis assessment must be no more than 4 weeks old at the time of

application.

At the time of authority application, the medical practitioner must request the appropriate number of vials of appropriate

strength to provide sufficient drug, based on the weight of the patient, for two infusions (one month's supply). A separate

authority approval is required for each strength requested.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to

recommence therapy with this drug, must be accompanied by details of the evidence of a response to the patient's most

recent course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

The assessment of the patient's response to the most recent course of biological medicine must be conducted following a
minimum of 12 weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response
assessment is not conducted within these timeframes, the patient will be deemed to have failed that most recent course of
treatment in this treatment cycle.

If a patient fails to demonstrate a response to 2 courses of treatment with this drug they will not be eligible to receive further
PBS-subsidised treatment with this drug for this condition in the current treatment cycle. A serious adverse reaction of a
severity requiring permanent withdrawal of treatment is not considered as a treatment failure.

Authority Required

Systemic juvenile idiopathic arthritis

Treatment Phase: Balance of supply for Initial treatment - Initial 1 (new patient) or Initial 2 (retrial or recommencement of
treatment after a break of less than 12 months) or Initial 3 (recommencement of treatment after a break of more than 12
months)

Clinical criteria:

e 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

o Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (retrial or
recommencement of treatment after a break of less than 12 months) restriction to complete 16 weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under Initial 3 (recommencement of
treatment after a break of more than 12 months) restriction to complete 16 weeks treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks therapy available under Initial 1, 2 or 3
treatment.

Treatment criteria:
¢ Must be treated by a rheumatologist; OR
e Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

tocilizumab 80 mg/4 mL injection, 4 mL vial

1419Q Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 9421 * Actemra [RO] = Avtozma [EW]

tocilizumab 200 mg/10 mL injection, 10 mL vial

1423X Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 217.98 @ Actemra [RO] = Avtozma [EW]
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tocilizumab 400 mg/20 mL injection, 20 mL vial
1464C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 0 0.00 42461 2 Actemra [RO] 2 Avtozma [EW]

TOCILIZUMAB

Note TREATMENT OF PATIENTS WITH SEVERE ACTIVE JUVENILE IDIOPATHIC ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed with the indication of severe
active juvenile idiopathic arthritis.

Where the term 'biological medicine' appears in notes and restrictions, it refers to any PBS benefit where the PBS indication
specifies: Severe active juvenile idiopathic arthritis. Some benefits are not biological medicines, but are small molecules.
However, for administrative purposes, these benefits are included within the term "biological medicine".

Treatment cycles:

From 1 December 2023, a patient receiving PBS-subsidised biological medicine is considered to be in a treatment cycle
where they may switch 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.

Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been
completed and there must be a 12-month break in PBS-subsidy from all biological medicines with the PBS indication 'severe
active juvenile idiopathic arthritis' before starting a new treatment cycle.

The length of a treatment break is measured from the date the most recent treatment with PBS-subsidised biological
medicine was prescribed 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 immediately prior to 1 December 2023 is considered to be in
their first cycle as of 1 December 2023. A patient who has had a break in biological medicine treatment of at least 12 months
immediately prior to making a new application, on or after 1 December 2023, will commence a new treatment cycle under
the Initial 3 treatment restriction.

Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break
in therapy of less than 12 months has occurred a further course of treatment may be commenced within the same treatment
cycle.

Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break
in therapy of more than 12 months has occurred a new treatment cycle must be commenced.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

Prescribing under the correct "Treatment Phase' listing for the authority application:

(1) Initial treatment.

Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for 'severe active
juvenile idiopathic arthritis'.

(2) Continuing treatment.

Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing
treatment to precede initial treatment. An authority application for continuing treatment is not to be made on the same day as
initial treatment.

(3) Changing therapy.

Apply under the 'Initial 2' treatment listing. The indices of disease severity (joint count) or the prior non-biological medicine
therapy requirements will not need to be restated, except if the patient has had a break in therapy of more than 12 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 change to a particular biological medicine if it has failed to provide the patient with an adequate
response within the same treatment cycle. A response assessment to the preceding supply of biological medicine must
accompany the initial 2 authority application.

(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 provided 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 provided within a
treatment cycle and the eligibility for continuing treatment should be assessed according to the revised baseline
measurement.

(5) Recommencement of treatment after a 12-month break in PBS-subsidised therapy.

Apply under the 'Initial 3' treatment listing.

(6) Withdrawal of treatment after sustained remission.
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Withdrawal of treatment with biological medicine should be considered in a patient who has achieved and sustained
complete remission of disease for 12 months. An assessment of demonstration of response to the current treatment should
be conducted at the time treatment is ceased and the results retained in the patient's records. These results must be
provided to Services Australia if subsequent authority applications are required.

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 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: Initial treatment - Initial 1 (new patient)

Treatment criteria:

e 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 not have received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have demonstrated severe intolerance of, or toxicity due to, methotrexate; OR

¢ Patient must have demonstrated failure to achieve an adequate response to 1 or more of the following treatment
regimens: (i) oral or parenteral methotrexate at a dose of at least 15 mg per square metre weekly, alone or in
combination with oral or intra-articular corticosteroids, for a minimum of 3 months; (ii) oral or parenteral methotrexate at a
dose of 20 mg weekly, alone or in combination with oral or intra-articular corticosteroids, for a minimum of 3 months; (iii)
oral methotrexate at a dose of at least 10 mg per square metre weekly together with at least 1 other disease modifying
anti-rheumatic drug (DMARD), alone or in combination with corticosteroids, for a minimum of 3 months, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be under 18 years of age.

Severe intolerance to methotrexate is defined as intractable nausea and vomiting and general malaise unresponsive to

manoeuvres, including reducing or omitting concomitant non-steroidal anti-inflammatory drugs (NSAIDs) on the day of

methotrexate administration, use of folic acid supplementation, or administering the dose of methotrexate in 2 divided doses
over 24 hours.
Toxicity due to methotrexate is defined as evidence of hepatotoxicity with repeated elevations of transaminases, bone
marrow suppression temporally related to methotrexate use, pneumonitis, or serious sepsis.
If treatment with methotrexate alone or in combination with another DMARD is contraindicated according to the relevant
TGA-approved Product Information, details must be documented in the patient's medical records.
If intolerance to treatment develops during the relevant period of use, which is of a severity necessitating permanent
treatment withdrawal, details of this toxicity must be documented in the patient's medical records.
The following criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at the time
of the initial application:
a) an active joint count of at least 10 active (swollen and tender) joints; or
b) an active joint count of at least 2, affecting the following joints: elbow, wrist, knee, ankle, shoulder, and hip; or
c) active arthritis affecting the cervical spine or temporomandibular joint; or
d) at least 2 separate episodes of oral or intra-articular corticosteroids use within 12 months to control flares of disease; or
(e) development/worsening of erosive disease due to active arthritis.
The assessment of response to prior treatment must be documented in the patient's medical records.
The joint count assessment must be performed preferably whilst still on DMARD treatment, but no longer than 4 weeks
following cessation of the most recent prior treatment.
The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:
(a) the date of assessment of severe active juvenile idiopathic arthritis; and
(b) details of prior treatment including dose and duration of treatment.
At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority approval is
required for each strength requested. Up to a maximum of 3 repeats will be authorised.
The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12
weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not
conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle.
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 Use of alternative DMARDs in children is dependent on approval by the Therapeutic Goods Administration as age
restrictions may apply.

—_— e~~~

Authority Required
Severe active juvenile idiopathic arthritis
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Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 12 months)

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 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

e Patient must not receive more than 16 weeks of treatment under this restriction.

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 10

active joints; or

(b) a reduction in the number of the following active joints, from at least 2, by at least 50%: elbow, wrist, knee, ankle,

shoulder, and hip; or

(c) an improvement from baseline by at least 50% in the signs and symptoms attributable to active arthritis affecting the

cervical spine or temporomandibular joint; or

(d) at least a 50% reduction from baseline on the frequency of oral or intra-articular corticosteroids use to control flares of

disease associated with active arthritis; or

(e) an improvement from baseline by at least 50% in the signs and symptoms attributable to active arthritis affecting joint(s)

with erosive disease.

The assessment of response to treatment must be documented in the patient's medical records.

At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate

strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority approval is

required for each strength requested. Up to a maximum of 3 repeats will be authorised.

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.

The assessment of the patient's response to the most recent course of biological medicine must be conducted following a

minimum of 12 weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response

assessment is not conducted within these timeframes, the patient will be deemed to have failed that most recent course of

treatment in this treatment cycle.

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 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 they will not be eligible to receive further

PBS-subsidised biological medicine therapy in this treatment cycle.

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

12 months)

Treatment criteria:

e 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 previously received PBS-subsidised treatment with a biological medicine for this condition, AND

e Patient must have had a break in treatment of 12 months or more from the most recently approved PBS-subsidised
biological medicine for this condition, AND

e The condition must have either: (a) a total active joint count of at least 10 active (swollen and tender) joints; (b) at least 2
active major joints; (c) active arthritis affecting the cervical spine or temporomandibular joint; (d) at least 2 separate
episodes of oral or intra-articular corticosteroids use within 12 months to control flares of disease; (e)
development/worsening of erosive disease due to active arthritis, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Active major joints are defined as: elbow, wrist, knee, ankle, shoulder, and hip.

All measurements must be no more than 4 weeks old at the time of this application and must be documented in the patient's

medical records.

Where the baseline active joint count is based on total active joints (i.e. more than 10 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 active major joints, the response must be demonstrated on the total number of active major joints.

At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate

strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority approval is

required for each strength requested. Up to a maximum of 3 repeats will be authorised.
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The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:

(a) the date of assessment of severe active juvenile idiopathic arthritis; and
(b) the date of the last continuing prescription.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to
recommence therapy with this drug, must be accompanied by details of the evidence of a response to the patient's most
recent course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

The assessment of the patient's response to the most recent course of biological medicine must be conducted following a
minimum of 12 weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response
assessment is not conducted within these timeframes, the patient will be deemed to have failed that most recent course of
treatment in this treatment cycle.

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.

Authority Required
Severe active juvenile idiopathic arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological
medicine of less than 12 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more
than 12 months) - balance of supply

Treatment criteria:

¢ Must be treated by a paediatric rheumatologist; OR

e Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.
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 12 months) restriction to complete 16
weeks treatment; OR

o 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 12 months) restriction to complete 16 weeks treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.
tocilizumab 80 mg/4 mL injection, 4 mL vial

10068X Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 9421 * Actemra [RO] = Avtozma [EW]

tocilizumab 200 mg/10 mL injection, 10 mL vial

10079L Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 217.98 @ Actemra [RO] = Avtozma [EW]

tocilizumab 400 mg/20 mL injection, 20 mL vial

10060L Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 42461 @ Actemra [RO] = Avtozma [EW]

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.

(i) 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 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).
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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:

e 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

o 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

o 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

o Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

e 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 DMARD:s 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 the authority application, medical practitioners should request the appropriate number of vials of appropriate

strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A

separate authority prescription form must be completed for each strength requested.

Up to a maximum of 3 repeats will be authorised.

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 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:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

o 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

e 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-subsidised 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.

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.
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At the time of the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority prescription form must be completed for each strength requested.

Up to a maximum of 3 repeats will be authorised.

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:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

o 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

e The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e 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

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o 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.

At the time of the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority prescription form must be completed for each strength requested.

Up to a maximum of 3 repeats will be authorised.

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
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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.

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.

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

Authority Required
Severe active rheumatoid arthritis

Treatment Phase: 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) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

e 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

o 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

o 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.

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 rheumatoid arthritis

Treatment Phase: First continuing treatment

Treatment criteria:

e 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

e Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

e 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
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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 the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority prescription form must be completed for each strength requested.

Up to a maximum of 5 repeats will be authorised.
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:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND
e 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 80 mg/4 mL injection, 4 mL vial

9671B Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 9421 * Actemra [RO] = Avtozma [EW]

tocilizumab 200 mg/10 mL injection, 10 mL vial

9672C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 217.98 @ Actemra [RO] = Avtozma [EW]

tocilizumab 400 mg/20 mL injection, 20 mL vial

9673D Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 42461 2 Actemra [RO] 2 Avtozma [EW]

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:
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(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

(i) 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.
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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).

Authority Required

Severe active juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)

Treatment criteria:

e 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

o 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 DMARDSs, 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 (i)
sulfasalazine at a dose of at least 2 g daily; OR

o 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

o Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 18 years or older.

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 DMARD:s 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
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(i) 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).

At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority prescription form
must be completed for each strength requested. Up to a maximum of 3 repeats will be authorised.

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 to the Department of Human Services 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 the response assessment is not submitted within this 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.

The Department of Human Services website (www.humanservices.gov.au) has details of the toxicities, including severity,
which will be accepted for the following purposes:

(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.

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. EST 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:

e 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

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

e 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

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 18 years or older.

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
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(i) 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).
At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority prescription form
must be completed for each strength requested. Up to a maximum of 3 repeats will be authorised.
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 to the Department of Human Services 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 to the Department of Human Services 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 the response assessment is not submitted within this 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.

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. EST 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:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

e 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

e 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

o Patient must not receive more than 16 weeks of treatment under this restriction.
Population criteria:

o Patient must be aged 18 years or older.

Active joints are defined as:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
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Note

(i) 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 measures of joint count must be no more than 4 weeks old at the time of this application.

At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority prescription form
must be completed for each strength requested. Up to a maximum of 3 repeats will be authorised.

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 to the Department of Human Services 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 to the Department of Human Services 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 the response assessment is not submitted within this 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.

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. EST 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

Authority Required

Severe active juvenile idiopathic arthritis

Treatment Phase: 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)
- balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o 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

o 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

o 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

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the
Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

Authority Required

Severe active juvenile idiopathic arthritis
Treatment Phase: First continuing treatment
Clinical criteria:

e Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

o 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.

Treatment criteria:
e 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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Population criteria:

o 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
(i) 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).
At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority prescription form
must be completed for each strength requested. Up to a maximum of 5 repeats will be authorised.
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 authorisation under this restriction should be made using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/hpos)
Alternatively applications for authority to prescribe can 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

—_~ o~ o~ o~

Authority Required

Severe active juvenile idiopathic arthritis

Treatment Phase: Subsequent continuing treatment
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.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Population criteria:

o Patient must be at least 18 years of age.

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) 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

(i) 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 authorisation under this restriction should be made using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/hpos)

Alternatively applications for authority to prescribe can 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
Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment; OR

o 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

e The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions.
Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

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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tocilizumab 80 mg/4 mL injection, 4 mL vial

10073E Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 9421 * Actemra [RO] = Avtozma [EW]

tocilizumab 200 mg/10 mL injection, 10 mL vial

10071C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 217.98 2 Actemra [RO] 2 Avtozma [EW]

tocilizumab 400 mg/20 mL injection, 20 mL vial

10078K Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 42461 2 Actemra [RO] 2 Avtozma [EW]

TOFERSEN

Note The ALS Functional Rating Scale - Revised (ALSFRS-R) can be accessed online at:
www.mdcalc.com/calc/10166/revised-amyotrophic-lateral-sclerosis-functional-rating-scale-alsfrs-r or
https://neurotoolkit.com/alsfrs-r/

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

Amyotrophic lateral sclerosis
Treatment Phase: Extended first continuing treatment (additional 3 doses)
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 not have demonstrated an adequate response to treatment with this drug for this condition, AND
Patient must not have undergone a tracheostomy, AND

Patient must not have experienced respiratory failure, AND

Patient must not be receiving palliative (end of life) care, AND

The treatment must be given concomitantly with best supportive care (including riluzole where appropriate) for this
condition, AND

Patient must not be receiving concomitant treatment with edaravone for this condition.

Treatment criteria:

Must be treated by a specialist with expertise in the diagnosis and management of amyotrophic lateral sclerosis.

Reassessment of response must be conducted after the additional three months of therapy to determine the patient's
eligibility for further treatment.

If this reassessment is not undertaken, the patient will not be eligible for ongoing treatment.
All the assessments of response must be documented in the patient's medical records.
Patient may qualify for this treatment phase once only.
Adequate response to treatment is defined as any improvement or stabilisation (no more than 20% decline) from baseline
score of ALSFRS-R.
Tofersen 100 mg/15 mL injection, 15 mL vial

15533M Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 2 0.00 28449.24  Qalsody [BD]

TOFERSEN

Note The ALS Functional Rating Scale - Revised (ALSFRS-R) can be accessed online at:
www.mdcalc.com/calc/10166/revised-amyotrophic-lateral-sclerosis-functional-rating-scale-alsfrs-r or
https://neurotoolkit.com/alsfrs-r/

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

Amyotrophic lateral sclerosis
Treatment Phase: Subsequent continuing treatment
Clinical criteria:

Patient must have previously received PBS-subsidised treatment with this drug for this condition under the first continuing
treatment, the extended first continuing treatment or the grandfather treatment restriction, AND
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¢ Patient must have demonstrated an adequate response to treatment defined as any improvement or stabilisation in the
ALSFRS-R score (i.e. no more than a 20% decline from the baseline ALSFRS-R score), if they have received treatment
under the first continuing or extended first continuing restriction; OR

¢ Patient must have demonstrated a clinical benefit from treatment, based on clinician judgment, within 12 months of
treatment initiation, if they have received treatment under the grandfather listing, AND

o Patient must not have undergone a tracheostomy, AND
¢ Patient must not have experienced respiratory failure, AND
¢ Patient must not be receiving palliative (end of life) care, AND

¢ The treatment must be given concomitantly with best supportive care (including riluzole where appropriate) for this
condition, AND

¢ Patient must not be receiving concomitant treatment with edaravone for this condition.

Treatment criteria:

e Must be treated by a specialist with expertise in the diagnosis and management of amyotrophic lateral sclerosis.
Authority Required

Amyotrophic lateral sclerosis

Treatment Phase: Grandfather arrangements - Transitioning from non-PBS to PBS-subsidised treatment

Clinical criteria:

¢ Patient must have received non-PBS-subsidised treatment with this drug for this PBS indication prior to 1 October 2026,
AND

¢ Patient must have had one or more clinical symptoms of amyotrophic lateral sclerosis prior to commencing non-PBS-
subsidised treatment with this drug, AND

e The condition must have been diagnosed by a neurologist, AND

e The condition must have a confirmed pathogenic (class 5) or likely pathogenic (class 4) superoxide dismutase 1 (SOD1)
gene variant, AND

¢ Patient must not have undergone a tracheostomy, AND

o Patient must not have experienced respiratory failure, AND

¢ Patient must not be receiving palliative (end of life) care, AND

¢ The treatment must be given concomitantly with best supportive care (including riluzole where appropriate) for this
condition, AND

e Patient must not be receiving concomitant treatment with edaravone for this condition.

Treatment criteria:

e Must be treated by a specialist with expertise in the diagnosis and management of amyotrophic lateral sclerosis.

The date and details of the patient's genetic testing confirming the presence of the SOD1 pathogenic gene variant must be

documented in the patient's medical records.

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 Subsequent continuing treatment criteria.

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

Tofersen 100 mg/15 mL injection, 15 mL vial
15531K Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer

1 5 0.00 28449.24  Qalsody [BD]

TOFERSEN

Note The ALS Functional Rating Scale - Revised (ALSFRS-R) can be accessed online at:
www.mdcalc.com/calc/10166/revised-amyotrophic-lateral-sclerosis-functional-rating-scale-alsfrs-r or
https://neurotoolkit.com/alsfrs-r/

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

Amyotrophic lateral sclerosis
Treatment Phase: Initial treatment
Clinical criteria:

¢ Patient must have/have had one or more clinical symptoms of amyotrophic lateral sclerosis prior to commencing
treatment with this drug, AND

e The condition must have been diagnosed by a neurologist, AND

e The condition must have a confirmed pathogenic (class 5) or likely pathogenic (class 4) superoxide dismutase 1 (SOD1)
gene variant, AND

e Patient must not have undergone a tracheostomy, AND
¢ Patient must not have experienced respiratory failure, AND

¢ The treatment must be given concomitantly with best supportive care (including riluzole where appropriate) for this
condition, AND
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¢ Patient must not be receiving concomitant treatment with edaravone for this condition.

Treatment criteria:

o Must be treated by a specialist with expertise in the diagnosis and management of amyotrophic lateral sclerosis.

The following must be documented in the patient's medical records:

a) date and details of the patient's genetic testing confirming the presence of the SOD1 pathogenic gene variant; and

b) baseline score of Amyotrophic Lateral Sclerosis Functional Rating Scale - Revised (ALSFRS-R) at treatment initiation.

Authority Required

Amyotrophic lateral sclerosis

Treatment Phase: First continuing treatment

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for this condition under the initial
treatment restriction, AND

o Patient must not have undergone a tracheostomy, AND

e Patient must not have experienced respiratory failure, AND

¢ Patient must not be receiving palliative (end of life) care, AND

e The treatment must be given concomitantly with best supportive care (including riluzole where appropriate) for this
condition, AND

¢ Patient must not be receiving concomitant treatment with edaravone for this condition.

Treatment criteria:

e Must be treated by a specialist with expertise in the diagnosis and management of amyotrophic lateral sclerosis.

Assessment of response must be conducted after 6 months of the first continuing treatment (i.e. at 12 months from

treatment initiation).

If a response to treatment cannot be demonstrated at this assessment, prescribers may apply for up to a maximum of three

months (i.e. 2 repeats) of additional continuing treatment under the extended first continuing treatment phase to verify non-

response.

Reassessment of response must be conducted after the additional three months of therapy to determine the patient's

eligibility for further treatment.

If this reassessment is not undertaken, the patient will not be eligible for ongoing treatment.

All the assessments of response must be documented in the patient's medical records.

Adequate response to treatment is defined as any improvement or stabilisation (no more than 20% decline) from baseline

score of ALSFRS-R.

Tofersen 100 mg/15 mL injection, 15 mL vial

15540X Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 6 0.00 28449.24  Qalsody [BD]
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Highly Specialised Drugs Program
(Public Hospital)

DUPILUMAB

Note TREATMENT OF PAEDIATRIC PATIENTS WITH UNCONTROLLED SEVERE ASTHMA AND UNCONTROLLED

SEVERE ALLERGIC ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines dupilumab for uncontrolled severe asthma and omalizumab for uncontrolled severe allergic asthma. Therefore,
where the term 'biological medicine' appears in notes and restrictions, it refers to dupilumab and omalizumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicine at any one time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma or uncontrolled severe allergic asthma is able
to commence a treatment cycle where they may trial a biological medicine without having to experience a disease flare
when swapping to an alternate biological medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 September 2025 is considered to have started a cycle of
treatment.

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.

Once a patient has either failed to achieve or sustain a response to treatment 2 times, they are deemed to have completed a
single treatment cycle. They must have at least a 12-month break in PBS-subsidised biological medicine therapy before they
are eligible to recommence another new treatment cycle [further details are under 'Recommencement of treatment after a
break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma/uncontrolled severe allergic
asthma.

(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 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of 32 weeks of therapy of dupilumab and a
maximum of 28 weeks of therapy of omalizumab. It is recommended that a patient be reviewed in the month prior to
completing their course of initial treatment to ensure uninterrupted biological medicine supply.

(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 biological medicine 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 the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ, ACQ-IA; 5 item version), systemic corticosteroid dose
and time adjusted exacerbation rate, submitted with the Initial authority application for a biological medicine must be used to
determine whether an adequate response to treatment has been achieved or sustained.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.
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(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction, provided they meet all of the restriction criteria.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
with the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with either biological medicine of their choice (1 at
a time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(iii) they have not previously failed to respond to treatment with either 2 biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months (in patients who have failed to achieve or ceased to sustain a response to treatment 2 times within a
treatment cycle), must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients (Omalizumab only):

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medication for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note Pharmaceutical benefits that have the form dupilumab injection 200 mg/1.14 mL, 2 x 1.14 mL syringes and pharmaceutical
benefits that have the form dupilumab injection 200 mg/1.14 mL, 2 x 1.14 mL pen devices 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 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Note Special Pricing Arrangements apply.

Authority Required
Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patient; or Recommencement of treatment in a new treatment cycle
following a break in PBS-subsidised biological medicine therapy), Initial treatment - Initial 2 (Change of treatment),
Continuing treatment - Balance of Supply in a patient aged 6 to 12 years

Clinical criteria:

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial treatment - Initial 1 (New
patient; or Recommencement of treatment in a new treatment cycle following a break in PBS-subsidised biological
medicine therapy) restriction to complete 32 weeks of treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial treatment - Initial 2
(Change of treatment) restriction to complete 32 weeks of treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the continuing treatment restriction
to complete 24 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 32 weeks treatment available under the Initial 1 and Initial
2 restriction; OR

e The treatment must provide no more than the balance of up to 24 weeks treatment available under the Continuing
restriction.

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (iii)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes
14961K Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer
1 0 0.00 1609.86 @ Dupixent [SW]

dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL pen devices
14987T Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer
1 0 0.00 1609.86 2 Dupixent [SW]

DUPILUMAB
Note TREATMENT OF PAEDIATRIC PATIENTS WITH UNCONTROLLED SEVERE ASTHMA AND UNCONTROLLED

SEVERE ALLERGIC ASTHMA
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines dupilumab for uncontrolled severe asthma and omalizumab for uncontrolled severe allergic asthma. Therefore,
where the term 'biological medicine' appears in notes and restrictions, it refers to dupilumab and omalizumab only.
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicine at any one time.
A patient receiving PBS-subsidised treatment for uncontrolled severe asthma or uncontrolled severe allergic asthma is able
to commence a treatment cycle where they may trial a biological medicine without having to experience a disease flare
when swapping to an alternate biological medicine within the same treatment cycle.
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Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 September 2025 is considered to have started a cycle of
treatment.

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.

Once a patient has either failed to achieve or sustain a response to treatment 2 times, they are deemed to have completed a
single treatment cycle. They must have at least a 12-month break in PBS-subsidised biological medicine therapy before they
are eligible to recommence another new treatment cycle [further details are under 'Recommencement of treatment after a
break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma/uncontrolled severe allergic
asthma.

(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 restriction); or

(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of 32 weeks of therapy of dupilumab and a
maximum of 28 weeks of therapy of omalizumab. It is recommended that a patient be reviewed in the month prior to
completing their course of initial treatment to ensure uninterrupted biological medicine supply.

(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 biological medicine 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 the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.

(3) Baseline measurements to determine response:

Baseline measurements of the Asthma Control Questionnaire (ACQ, ACQ-IA; 5 item version), systemic corticosteroid dose
and time adjusted exacerbation rate, submitted with the Initial authority application for a biological medicine must be used to
determine whether an adequate response to treatment has been achieved or sustained.

However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.

(4) Swapping therapy within the same treatment cycle.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction, provided they meet all of the restriction criteria.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
with the same treatment cycle.

Within the same treatment cycle a patient may alternate between therapy with either biological medicine of their choice (1 at
a time) providing:

(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or

(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and

(i) they have not previously failed to respond to treatment with either 2 biological medicines in this treatment cycle.

(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:

A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months (in patients who have failed to achieve or ceased to sustain a response to treatment 2 times within a
treatment cycle), must re-qualify through an Initial 1 restriction.

(6) Monitoring of patients (Omalizumab only):

Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medication for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note Pharmaceutical benefits that have the form dupilumab injection 300 mg/2 mL, 2 x 2 mL syringes and pharmaceutical
benefits that have the form dupilumab injection 300 mg/2 mL, 2 x 2 mL pen devices 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 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Note Special Pricing Arrangements apply.
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Authority Required
Uncontrolled severe asthma

Treatment Phase: Initial treatment - Initial 1 (New patient; or Recommencement of treatment in a new treatment cycle
following a break in PBS-subsidised biological medicine therapy), Initial treatment - Initial 2 (Change of treatment),
Continuing treatment - Balance of Supply in a patient aged 6 to 12 years

Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the Initial treatment - Initial 1 (New
patient; or Recommencement of treatment in a new treatment cycle following a break in PBS-subsidised biological
medicine therapy) restriction to complete 32 weeks of treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial treatment - Initial 2
(Change of treatment) restriction to complete 32 weeks of treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the continuing treatment restriction
to complete 24 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 32 weeks treatment available under the Initial 1 and Initial
2 restriction; OR

e The treatment must provide no more than the balance of up to 24 weeks treatment available under the Continuing
restriction.

Treatment criteria:

e Must be treated by a medical practitioner who is either a: (i) paediatric respiratory physician, (ii) clinical immunologist, (iii)
allergist, (iv) paediatrician or general physician experienced in the management of patients with severe asthma, in
consultation with a respiratory physician.

dupilumab 300 mg/2 mL injection, 2 x 2 mL pen devices
14963M Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer
1 0 0.00 1609.86 @ Dupixent [SW]

dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes
14978H Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer
1 0 0.00 1609.86 @ Dupixent [SW]

ECULIZUMAB
Caution C5 inhibitors increase the risk of meningococcal infections (septicaemia and/or meningitis).
Please consult the approved PI for information about vaccination against meningococcal infection.
Note Complement 5 (C5) inhibitors are defined as eculizumab or ravulizumab

Note C5 inhibitors are not PBS-subsidised to treat TMA caused by conditions other than aHUS. Examples of TMA caused by
conditions other than aHUS may include the following but not limited to:

a) Active malignancy;

b) Active HIV infection;

¢) Hematopoietic stem cell transplants;

d) Various drugs including quinine, high-dose calcineurin inhibitors, antiplatelet agents;

e) Certain chemotherapy drugs or immunosuppressant drugs associated with microangiopathic haemolytic anaemia/TMA,
f) Active autoimmune diseases.

In cases where alternative causes of TMA have not been adequately excluded, additional information may be required from
the prescriber to clarify the diagnosis before approval of the application.

Note Patients must be screened for genetic mutations known to confer a high risk of aHUS. These results should be submitted to
Services Australia when they become available. Once the results have been submitted to Services Australia, they do not
have to be resubmitted in subsequent applications.

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

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Initial treatment

Clinical criteria:

¢ Patient must have active and progressing thrombotic microangiopathy (TMA) caused by aHUS, AND

o Patient must have ADAMTS-13 activity of greater than or equal to 10% on a blood sample taken prior to plasma

exchange or infusion; or, if ADAMTS-13 activity was not collected prior to plasma exchange or infusion, patient must
have platelet counts of greater than 30x10”9/L and a serum creatinine of greater than 150 mol/L, AND
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¢ Patient must have a confirmed negative STEC (Shiga toxin-producing E.Coli) result if the patient has had diarrhoea in the
preceding 14 days, AND

¢ Patient must have clinical features of active organ damage or impairment, AND

o Patient must not receive more than 4 weeks of treatment under this restriction.

Treatment criteria:

o Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with

agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

¢ Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

Evidence of active and progressing TMA is defined by the following:

(1) a platelet count of less than 150x10"9/L; and evidence of two of the following:

(i) presence of schistocytes on blood film;

(ii) low or absent haptoglobin;

(iii) lactate dehydrogenase (LDH) above normal range;

OR

(2) in recipients of a kidney transplant for end-stage kidney disease due to aHUS, a kidney biopsy confirming TMA,

AND

(3) evidence of at least one of the following clinical features of active TMA-related organ damage or impairment is defined as

below:

(a) kidney impairment as demonstrated by one of the following:

(i) a decline in estimated Glomerular Filtration Rate (eGFR) of greater than 20% in a patient who has pre-existing kidney

impairment; and/or

(i) a serum creatinine (sCr) of greater than the upper limit of normal (ULN) in a patient who has no history of pre-existing

kidney impairment; or

(i) a sCr of greater than the age-appropriate ULN in paediatric patients; or

iv) a renal biopsy consistent with aHUS;

b) onset of TMA-related neurological impairment;

c) onset of TMA-related cardiac impairment;

d) onset of TMA-related gastrointestinal impairment;
(e) onset of TMA-related pulmonary impairment.
Claims of non-renal TMA-related organ damage should be made at the point of application for initial PBS-subsidised
eculizumab (where possible), and should be supported by objective clinical measures. The prescriber's cover letter should
establish that the observed organ damage is directly linked to active and progressing TMA, particularly when indirect causes
such as severe thrombocytopenia, hypertension and acute renal failure are present at the time of the initial organ
impairment.
Serial haematological results (every 3 months while the patient is receiving treatment) must be provided with every
subsequent application for treatment.
The authority application must be in writing and must include all of the following:
(1) Details of the proposed prescription(s);
(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) A detailed cover letter from the prescriber;
(4) A measurement of body weight at the time of application;
(5) The result of ADAMTS-13 activity on a blood sample taken prior to plasma exchange or infusion (if available); the date
and time that the sample for the ADAMTS-13 assay was collected, and the dates and times of any plasma exchanges or
infusions that were undertaken in the 2 weeks prior to collection of the ADAMTS-13 assay. The ADAMTS-13 result must be
submitted to Services Australia within 27 days of commencement of eculizumab treatment in order for the patient to be
considered as eligible for further PBS-subsidised eculizumab treatment, under Initial treatment - Balance of Supply;
(6) In the case that a sample for ADAMTS-13 assay was not collected prior to plasma exchange or infusion, measurement
of ADAMTS-13 activity must be taken 7-10 days following the last plasma exchange or infusion. The ADAMTS-13 result
must be submitted to Services Australia within 27 days of commencement of eculizumab treatment in order for the patient to
be considered as eligible for further PBS-subsidised eculizumab treatment, under Initial treatment - Balance of Supply;
(7) A confirmed negative STEC result if the patient has had diarrhoea in the preceding 14 days;
(8) Evidence of active and progressing TMA, including pathology results where relevant. Evidence of the onset of TMA-
related neurological, cardiac, gastrointestinal or pulmonary impairment requires a supporting statement with clinical
evidence in patient records. All tests must have been performed within 4 weeks of application;
(9) For all patients, a recent measurement of eGFR, platelets and two of either LDH, haptoglobin or schistocytes of no more
than 1 week old at the time of application.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient
drug for four weeks of treatment, according to the specified dosage in the approved Product Information (PI).
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved Pl will
not be approved.

Note The Authority application should be accompanied by a cover letter from the prescriber, providing complete details on:
a) Presenting clinical features, including history, acute treatment and medications;
b) Results of testing for genetic mutations (if available);
c¢) Family history of aHUS, especially in first-degree relatives;
d) Patient's prior history of episodes of active and progressing TMA caused by aHUS;

—_— e~~~
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e) Exclusion of alternative causes of TMA;
f) History of renal or other organ transplant (if any);
g) Any other matters considered relevant by the prescriber.

In cases where there are discordant results (for example, an equivocal biopsy result in the absence of objective evidence of
haemolysis) the cover letter should articulate the prescriber's interpretation of the clinical data and how a diagnosis of aHUS
is supported by the available evidence.

eculizumab 300 mg/30 mL injection, 30 mL vial
10191J Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 0 0.00 5358.60 Soliris [XI]

ECULIZUMAB
Caution C5 inhibitors increase the risk of meningococcal infections (septicaemia and/or meningitis).
Please consult the approved PI for information about vaccination against meningococcal infection.
Note Complement 5 (C5) inhibitors are defined as eculizumab or ravulizumab

Note C5 inhibitors are not PBS-subsidised to treat TMA caused by conditions other than aHUS. Examples of TMA caused by
conditions other than aHUS may include the following but not limited to:

a) Active malignancy;

b) Active HIV infection;

c) Hematopoietic stem cell transplants;

d) Various drugs including quinine, high-dose calcineurin inhibitors, antiplatelet agents;

e) Certain chemotherapy drugs or immunosuppressant drugs associated with microangiopathic haemolytic anaemia/TMA,;
f) Active autoimmune diseases.

In cases where alternative causes of TMA have not been adequately excluded, additional information may be required from
the prescriber to clarify the diagnosis before approval of the application.

Note Patients must be screened for genetic mutations known to confer a high risk of aHUS. These results should be submitted to
Services Australia when they become available. Once the results have been submitted to Services Australia, they do not
have to be resubmitted in subsequent applications.

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

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have received PBS-subsidised eculizumab under the initial treatment phase for this condition; OR

o Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the initial treatment phase
for this condition; OR

e Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the continuing treatment
phase for this condition, AND

¢ Patient must have demonstrated on-going treatment response with PBS-subsidised eculizumab for this condition, AND

e Patient must not have experienced treatment failure with eculizumab for this condition in the most recent treatment
phase, AND

e Patient must not receive more than 80 weeks of eculizumab treatment in total under this restriction; OR

o Patient must not receive more than 104 weeks supply of a C5 inhibitor under the initial and continuing treatment
restrictions if they had switched C5 inhibitors during the course of initial and continuing treatment, AND

o Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this
restriction.

Treatment criteria:
e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

o Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

A treatment response is defined as:

(1) Normalisation of haematology as demonstrated by at least 2 of the following: (i) platelet count, (ii) haptoglobin, (iii) lactate

dehydrogenase (LDH); and

(2) One of the following:
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a) an increase in eGFR of > 25% from baseline, where the baseline is the eGFR measurement immediately prior to
commencing treatment with a C5 inhibitor; or

b) an eGFR within +/- 25% from baseline; or

¢) an avoidance of dialysis-dependence but worsening of kidney function with a reduction in eGFR > 25% from baseline.
PBS-subsidised treatment with eculizumab will not be permitted if a patient has experienced treatment failure with
eculizumab in the most recent treatment phase prior to the treatment phase where this application is sought.

A treatment failure is defined as a patient who is:

(1) Dialysis-dependent at the time of application and has failed to demonstrate significant resolution of extra-renal
complications if originally presented; or

(2) On dialysis and has been on dialysis for 4 months of the previous 6 months while receiving a PBS-subsidised C5
inhibitor, and has failed to demonstrate significant resolution of extra-renal complications if originally presented.

The authority application must include the following measures of response to the prior course of treatment, including serial
haematological results (every 3 months while the patient is receiving treatment).

The authority application must be in writing and must include all of the following:

(1) Details of the proposed prescription(s);

(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) A measurement of body weight at the time of application;

(4) Results of genetic testing, if not previously submitted;

(5) A family history of aHUS, if applicable;

(6) A history of kidney transplant if applicable (especially if required due to aHUS);

(7) An inclusion of the individual consequences of recurrent disease, if applicable;

(8) Evidence that the patient has had a treatment response including haematological results of no more than 1 week old at
the time of application (platelet count, haptoglobin and LDH); and an eGFR level of no more than 1 week old at the time of
application;

(9) Evidence that the patient has not experienced treatment failure, including a supporting statement with clinical evidence
that the patient does not require dialysis, unless the indication for continuing eculizumab is severe extra-renal complications
that have significantly improved;

(10) If the indication for continuing eculizumab is severe extra-renal complications, then a supporting statement with clinical
evidence that any initial extra-renal complications of TMA have significantly improved is required.

This assessment must be submitted no later than 4 weeks from the cessation of the prior treatment. Where a response
assessment is not undertaken and submitted within these timeframes, the patient will be deemed to have failed to respond
to treatment with eculizumab.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient

drug for 4 weeks and up to 5 repeats, according to the specified dosage in the approved Product Information (PI).

A maximum of up to 80 weeks of eculizumab treatment (or 104 weeks if switching C5 inhibitors during the course of initial
and continuing treatment) is allowed under this restriction, however an authority application must be submitted every 24
weeks under this restriction if patient is deemed eligible.

Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved PI will
not be approved.

Authority Required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Extended Continuing treatment

Clinical criteria:

e Patient must have received PBS-subsidised eculizumab under the continuing treatment phase for this condition; OR

o Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the continuing treatment
phase for this condition; OR

¢ Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the extended continuing
treatment phase for this condition, AND

¢ Patient must have demonstrated on-going treatment response with PBS-subsidised eculizumab for this condition, AND

e Patient must not have experienced treatment failure with eculizumab for this condition in the most recent treatment
phase, AND

o Patient must have a TMA-related cardiomyopathy as evidenced by left ventricular ejection fraction < 40% on current
objective measurement; OR

o Patient must have severe TMA-related neurological impairment; OR

¢ Patient must have severe TMA-related gastrointestinal impairment; OR

¢ Patient must have severe TMA-related pulmonary impairment on current objective measurement; OR
e Patient must have grade 4 or 5 chronic kidney disease (eGFR of less than 30 mL/min); OR

o Patient must have a high risk of aHUS recurrence in the short term in the absence of continued treatment with
eculizumab, AND

o Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this
restriction.

Treatment criteria:
e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

158

Schedule of Pharmaceutical Benefits — October 2026



¢ Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

A treatment response is defined as:

(1) Normalisation of haematology as demonstrated by at least 2 of the following: (i) platelet count, (ii) haptoglobin, (iii) lactate
dehydrogenase (LDH); and

(2) One of the following:

a) an increase in eGFR of > 25% from baseline, where the baseline is the eGFR measurement immediately prior to
commencing treatment with a C5 inhibitor; or

b) an eGFR within +/- 25% from baseline; or

¢) an avoidance of dialysis-dependence but worsening of kidney function with a reduction in eGFR > 25% from baseline.
PBS-subsidised treatment with eculizumab will not be permitted if a patient has experienced treatment failure with
eculizumab in the most recent treatment phase prior to the treatment phase where this application is sought.

A treatment failure is defined as a patient who is:

(1) Dialysis-dependent at the time of application and has failed to demonstrate significant resolution of extra-renal
complications if originally presented; or

(2) On dialysis and has been on dialysis for 4 months of the previous 6 months while receiving a PBS-subsidised C5
inhibitor, and has failed to demonstrate significant resolution of extra-renal complications if originally presented.

The authority application must include the following measures of response to the prior course of treatment, including serial
haematological results (every 3 months while the patient is receiving treatment).

The authority application must be in writing and must include all of the following:

(1) Details of the proposed prescription(s);

(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) A measurement of body weight at the time of application;

(4) Results of genetic testing, if not previously submitted;

(5) A family history of aHUS, if applicable;

(6) A history of multiple episodes of aHUS before commencing eculizumab treatment, if applicable;

(7) A history of kidney transplant, if applicable (especially if required due to aHUS);

(8) An inclusion of the individual consequences of recurrent disease;

(9) A supporting statement with clinical evidence of severe TMA-related cardiomyopathy (including current LVEF result),
neurological impairment, gastrointestinal impairment or pulmonary impairment;

(10) Evidence that the patient has had a treatment response including haematological results of no more than 4 weeks old
at the time of application (platelet count, haptoglobin and LDH); and an eGFR level of no more than 4 weeks old at the time
of application;

(11) Evidence that the patient has not experienced treatment failure, including a supporting statement with clinical evidence
that the patient does not require dialysis, unless the indication for continuing eculizumab is severe extra-renal complications
that have significantly improved;

(12) If the indication for continuing eculizumab is severe extra-renal complications, then a supporting statement with clinical
evidence that any initial extra-renal complications of TMA have significantly improved is required.

This assessment must be submitted no later than 4 weeks from the cessation of the prior treatment. Where a response
assessment is not undertaken and submitted within these timeframes, the patient will be deemed to have failed to respond
to treatment with eculizumab.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient
drug for 4 weeks and up to 5 repeats, according to the specified dosage in the approved Product Information (PI).
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved PI will
not be approved.

Authority Required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Recommencement of treatment

Clinical criteria:

o Patient must have demonstrated treatment response to previous treatment with PBS-subsidised eculizumab for this
condition; OR

e Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the recommencement
treatment phase for this condition, AND

¢ Patient must not have experienced treatment failure with eculizumab for this condition in the most recent treatment
phase, AND

¢ Patient must have the following clinical conditions prior to recommencing C5 inhibitor treatment: (i) either significant
haemolysis as measured by low/absent haptoglobin; or presence of schistocytes on the blood film; or lactate
dehydrogenase (LDH) above normal; AND (ii) either platelet consumption as measured by either 25% decline from
patient baseline or thrombocytopenia (platelet count <150 x 1049/L); OR (iii) TMA-related organ impairment including on
recent biopsy, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.
Treatment criteria:
e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

e Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.
A treatment response is defined as:
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(1) Normalisation of haematology as demonstrated by at least 2 of the following: (i) platelet count, (ii) haptoglobin, (iii) lactate
dehydrogenase (LDH); and

(2) One of the following:

a) an increase in eGFR of > 25% from baseline, where the baseline is the eGFR measurement immediately prior to
commencing treatment with a C5 inhibitor; or

b) an eGFR within +/- 25% from baseline; or
¢) an avoidance of dialysis-dependence but worsening of kidney function with a reduction in eGFR > 25% from baseline.

PBS-subsidised treatment with eculizumab will not be permitted if a patient has experienced treatment failure with
eculizumab in the most recent treatment phase prior to the treatment phase where this application is sought.

A treatment failure is defined as a patient who is:

(1) Dialysis-dependent at the time of application and has failed to demonstrate significant resolution of extra-renal
complications if originally presented; or

(2) On dialysis and has been on dialysis for 4 months of the previous 6 months while receiving a PBS-subsidised C5
inhibitor, and has failed to demonstrate significant resolution of extra-renal complications if originally presented.

The authority application must include the following measures of response to the prior course of treatment, including serial
haematological results (every 3 months while the patient is receiving treatment).

The authority application must be in writing and must include all of the following:
(1) Details of the proposed prescription(s);

(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) A measurement of body weight at the time of application;

(4) Results of genetic testing, if not previously submitted;

(5) A family history of aHUS if applicable;

(6) A history of multiple episodes of aHUS following the treatment break, if applicable;

(7) A history of kidney transplant if applicable (especially if required due to aHUS);

(8) An inclusion of the individual consequences of recurrent disease;

(9) A supporting statement with clinical evidence of TMA-related organ damage including current (within one week of
application) haematological results (platelet count, haptoglobin and LDH), eGFR level, and, if applicable, on recent biopsy;
(10) Evidence that the patient has had a treatment response to their previous treatment with eculizumab;

(11) Evidence that the patient has not experienced treatment failure, including a supporting statement with clinical evidence
that the patient does not require dialysis, unless the indication for continuing eculizumab is severe extra-renal complications
that have significantly improved;

(12) If the indication for continuing eculizumab is severe extra-renal complications, then a supporting statement with clinical
evidence that any initial extra-renal complications of TMA have significantly improved is required.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient

drug for 4 weeks and up to 5 repeats, according to the specified dosage in the approved Product Information (PI).

Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved PI will
not be approved.

Note A raise in LDH alone is not a sufficient reason to recommence a C5 inhibitor, but thrombocytopenia with one marker of

haemolysis (such as raised LDH, presence of schistocytes, or low/absence of haptoglobin) is an accepted reason to
consider recommencement of C5 inhibitor treatment.

Note Kidney transplantation/dialysis is not a contraindication to recommencement of C5 inhibitor treatment.

Authority Required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Continuing recommencement of treatment

Clinical criteria:

o Patient must have received PBS-subsidised eculizumab under the recommencement of treatment phase for this
condition; OR

¢ Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the recommencement
treatment phase for this condition; OR

e Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the continuing
recommencement of treatment phase for this condition, AND

¢ Patient must have demonstrated ongoing treatment response to 'Recommencement of treatment' with a C5 inhibitor for
this condition, AND

¢ Patient must not have experienced treatment failure with eculizumab for this condition in the most recent treatment
phase, AND

¢ Patient must not receive more than 24 weeks of treatment with eculizumab per continuing treatment course authorised
under this restriction.

Treatment criteria:

¢ Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

¢ Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

A treatment response is defined as:

(1) Normalisation of haematology as demonstrated by at least 2 of the following: (i) platelet count, (ii) haptoglobin, (iii) lactate
dehydrogenase (LDH); and
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(2) One of the following:

a) an increase in eGFR of > 25% from baseline, where the baseline is the eGFR measurement immediately prior to
commencing treatment with a C5 inhibitor; or

b) an eGFR within +/- 25% from baseline; or

c) an avoidance of dialysis-dependence but worsening of kidney function with a reduction in eGFR > 25% from baseline.
PBS-subsidised treatment with eculizumab will not be permitted if a patient has experienced treatment failure with
eculizumab in the most recent treatment phase prior to the treatment phase where this application is sought.

A treatment failure is defined as a patient who is:

(1) Dialysis-dependent at the time of application and has failed to demonstrate significant resolution of extra-renal
complications if originally presented; or

(2) On dialysis and has been on dialysis for 4 months of the previous 6 months while receiving a PBS-subsidised C5
inhibitor, and has failed to demonstrate significant resolution of extra-renal complications if originally presented.

The authority application must include the following measures of response to the prior course of treatment, including serial
haematological results (every 3 months while the patient is receiving treatment).

The authority application must be in writing and must include all of the following:

(1) Details of the proposed prescription(s);

(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) A measurement of body weight at the time of application;

(4) Results of genetic testing, if not previously submitted;

(5) A family history of aHUS, if applicable;

(6) A history of multiple episodes of aHUS before recommencing eculizumab treatment, if applicable;

(7) A history of kidney transplant if applicable (especially if required due to aHUS);

(8) An inclusion of the individual consequences of recurrent disease, if applicable;

(9) Evidence that the patient has had a treatment response including haematological results of no more than 1 week old at
the time of application (platelet count, haptoglobin and LDH); and an eGFR level of no more than 1 week old at the time of
application;

(10) Evidence that the patient has not experienced treatment failure, including a supporting statement with clinical evidence
that the patient does not require dialysis, unless the indication for continuing eculizumab is severe extra-renal complications
that have significantly improved;

(11) If the indication for continuing eculizumab is severe extra-renal complications, then a supporting statement with clinical
evidence that any initial extra-renal complications of TMA have significantly improved is required.

This assessment must be submitted no later than 4 weeks from the cessation of the prior treatment. Where a response
assessment is not undertaken and submitted within these timeframes, the patient will be deemed to have failed to respond
to treatment with eculizumab.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient
drug for 4 weeks and up to 5 repeats, according to the specified dosage in the approved Product Information (PI).
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved Pl will
not be approved.

Authority Required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Switch from PBS-subsidised ravulizumab (all phases) - loading dose

Clinical criteria:

¢ Patient must have previously received PBS-subsidised ravulizumab under the 'Initial treatment' restriction for this
condition; OR

o Patient must have previously received PBS-subsidised ravulizumab under the 'Continuing treatment' restriction for this
condition; OR

e Patient must have previously received PBS-subsidised ravulizumab under the 'Extended continuing treatment' restriction
for this condition; OR

o Patient must have previously received PBS-subsidised ravulizumab under the 'Recommencement of treatment' restriction
for this condition; OR

o Patient must have previously received PBS-subsidised ravulizumab under the 'Continuing recommencement of
treatment' restriction for this condition; OR

o Patient must have previously received PBS-subsidised ravulizumab under the 'Grandfather (transitioning from non-PBS
to PBS-subsidised treatment)' restriction for this condition, AND

¢ Patient must have/had ADAMTS-13 activity of greater than or equal to 10% on a blood sample, AND

e Patient must not receive more than 24 weeks of C5 inhibitor supply for this current treatment phase under this restriction.

Treatment criteria:

e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

e Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

The application must indicate the most recent treatment phase that the patient is switching from.

For patients who are switching C5 inhibitors, the next application should be sought under the next relevant treatment phase.

Serial haematological results (every 3 months while the patient is receiving treatment) must be provided with every

subsequent application for treatment.
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The authority application must be in writing and must include all of the following:
(1) Details of the proposed prescription(s);

(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) A measurement of body weight at the time of application;
(4) Results of genetic testing, if not previously submitted.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient

drug for 24 weeks of treatment, according to the specified dosage in the approved Product Information (PI).

An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength
requested.

Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved PI will
not be approved.

eculizumab 300 mg/30 mL injection, 30 mL vial
10183Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 0.00 5358.60 Soliris [XI]

LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a

teratogenic effect of lenalidomide in humans cannot be ruled out.

Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the

brand of lenalidomide being prescribed and dispensed.

Authority Required
Multiple myeloma

Treatment Phase: Initial treatment with triple therapy (this drug, bortezomib and dexamethasone) for the first 4 treatment
cycles (cycles 1 to 4) administered in a 28-day treatment cycle

Clinical criteria:

e The condition must be newly diagnosed, AND

e The condition must be confirmed by a histological diagnosis, AND

¢ The treatment must form part of triple combination therapy limited to: (i) this drug, (ii) bortezomib, (iii) dexamethasone,
AND

e Patient must not have been treated with lenalidomide or bortezomib for this condition, AND

e The treatment must not exceed a total of 4 cycles under this restriction.

The authority application must be made via the online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of
multiple myeloma; and

(2) nomination of which disease activity parameters will be used to assess response.

To enable confirmation of eligibility for treatment, details (date, unique identifying number/code or provider number) of the
current diagnostic reports (for items a, b, c, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items e,
f), of at least one of the following must be provided:

(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 - the percentage of plasma cells; 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 will be used to determine response, results for either (a) or (b) or (c) should be provided 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) should
be stated/declared. 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 held on the patient's medical records.

All reports must be documented in the patient's medical records.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and

(ii) 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).

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)
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Alternatively, applications for authority to prescribe can 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

lenalidomide 5 mg capsule, 21

12034J Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 201.84 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 21
12061T Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 264.42 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 15 mg capsule, 21
12026Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 318.47 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 20 mg capsule, 21
14592B Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 333.33 Lenalide [JU] Lenalidomide Sandoz [SZ]
lenalidomide 25 mg capsule, 21
12059Q Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 416.66 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]

LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a

teratogenic effect of lenalidomide in humans cannot be ruled out.
Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed.

Authority Required

Relapsed and/or refractory multiple myeloma
Treatment Phase: Triple combination therapy consisting of elotuzumab, lenalidomide and dexamethasone

Treatment criteria:

¢ Patient must be undergoing concurrent treatment with elotuzumab obtained through the PBS, AND
¢ Patient must not be undergoing simultaneous treatment with this drug obtained under another PBS listing.

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).

lenalidomide 5 mg capsule, 21

12985K Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 201.84 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 21
12988N Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 264.42 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 15 mg capsule, 21
12991R Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 318.47 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 20 mg capsule, 21
14616G Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 333.33 Lenalide [JU] Lenalidomide Sandoz [SZ]
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lenalidomide 25 mg capsule, 21

12979D Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 416.66 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.
Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed.
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
Multiple myeloma

Treatment Phase: Continuing treatment of triple therapy (this drug, bortezomib and dexamethasone) for treatment cycles 5
and 6 (administered using 28-day treatment cycles)

Clinical criteria:

¢ Patient must have received PBS-subsidised treatment with this drug under the treatment phase covering cycles 1 to 4,
AND

e The treatment must form part of triple combination therapy limited to: (i) this drug, (ii) bortezomib, (iii) dexamethasone,
AND

e The treatment must not exceed a total of 2 cycles under this restriction.
lenalidomide 5 mg capsule, 21

12039P Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 1 0.00 201.84 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 21
12057N Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 1 0.00 264.42 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 15 mg capsule, 21
12062W Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 1 0.00 318.47 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 20 mg capsule, 21
14633E Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 1 0.00 333.33 Lenalide [JU] Lenalidomide Sandoz [SZ]
lenalidomide 25 mg capsule, 21
12036L Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 1 0.00 416.66 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.
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).
Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed.

Authority Required

Relapsed and/or refractory multiple myeloma

Treatment Phase: Triple combination therapy consisting of carfilzomib, lenalidomide and dexamethasone

Treatment criteria:

¢ Patient must be undergoing concurrent treatment with carfilzomib obtained through the PBS, AND

e Patient must not be undergoing simultaneous treatment with this drug obtained under another PBS listing.
lenalidomide 5 mg capsule, 21
13636Q Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer

1 2 0.00 201.84 Lenalide [JU] Lenalidomide Sandoz [SZ]
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13636Q Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

Revlimid [BQ]
lenalidomide 10 mg capsule, 21
13661B Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 264.42 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 15 mg capsule, 21
13641Y Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 318.47 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 20 mg capsule, 21
14608W Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 333.33 Lenalide [JU] Lenalidomide Sandoz [SZ]
lenalidomide 25 mg capsule, 21
13630J Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 416.66 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]

LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.
Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed.
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

Untreated multiple myeloma

Treatment Phase: Triple combination therapy consisting of daratumumab, lenalidomide and dexamethasone
Treatment criteria:

¢ Patient must be undergoing concurrent treatment with daratumumab obtained through the PBS for the treatment of
transplant ineligible, newly diagnosed multiple myeloma, AND

¢ Patient must not be undergoing simultaneous treatment with this drug obtained under another PBS listing.
lenalidomide 5 mg capsule, 21

15106C Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 201.84 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 21
15067B Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 264.42 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 15 mg capsule, 21
15078N Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 318.47 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 20 mg capsule, 21
15095L Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 333.33 Lenalide [JU] Lenalidomide Sandoz [SZ]
lenalidomide 25 mg capsule, 21
15104Y Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 416.66 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.
Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed.
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Authority Required

Multiple myeloma

Treatment Phase: Initial treatment as monotherapy or dual combination therapy with dexamethasone for progressive
disease

Clinical criteria:

e The condition must be confirmed by a histological diagnosis, AND

e The treatment must be as monotherapy; OR

e The treatment must form part of dual combination therapy limited to: (i) this drug, (ii) dexamethasone, AND

¢ Patient must have progressive disease after at least one prior therapy, AND

e Patient must have undergone or be ineligible for a primary stem cell transplant.

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.
The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of
multiple myeloma; and

(2) prior treatments including name(s) of drug(s) and date of most recent treatment cycle; and

(3) date of prior stem cell transplant or confirmation of ineligibility for prior stem cell transplant; and

(4) details of the basis of the diagnosis of progressive disease or failure to respond; and

(5) nomination of which disease activity parameters will be used to assess response.

To enable confirmation of eligibility for treatment, details (date, unique identifying number/code or provider number) of the
current diagnostic reports (for items a, b, c, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items e,
f), of at least one of the following must be provided:

(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 - the percentage of plasma cells; 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 will be used to determine response, results for either (a) or (b) or (c) should be provided 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) should
be stated/declared. 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 held in the patient's medical records.
All reports must be documented in the patient's medical records.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(i) 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).

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can 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
Multiple myeloma

Treatment Phase: Continuing treatment as monotherapy or dual combination therapy with dexamethasone following initial

treatment for progressive disease
Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for relapsed or refractory multiple

myeloma, AND

e The treatment must be as monotherapy; OR
e The treatment must form part of dual combination therapy limited to: (i) this drug, (ii) dexamethasone.

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).

lenalidomide 5 mg capsule, 21

5783J Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 201.84 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 21
5784K Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 264.42 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 15 mg capsule, 21
5785L Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 318.47 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 20 mg capsule, 21
14588T Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 333.33 Lenalide [JU] Lenalidomide Sandoz [SZ]
lenalidomide 25 mg capsule, 21
5786M Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 416.66 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]

LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a

teratogenic effect of lenalidomide in humans cannot be ruled out.
Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed.

Authority Required
Multiple myeloma

Treatment Phase: Initial treatment in combination with dexamethasone, of newly diagnosed disease in a patient ineligible for

stem cell transplantation
Clinical criteria:

e The condition must be newly diagnosed, AND
e The condition must be confirmed by a histological diagnosis, AND

¢ Patient must be ineligible for a primary stem cell transplantation, AND
e The treatment must form part of dual combination therapy limited to: (i) this drug, (ii) dexamethasone.

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via

HPOS form upload or mail and must include:
(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of

multiple myeloma, and

(2) confirmation of ineligibility for prior stem cell transplant; and

(3) nomination of which disease activity parameters will be used to assess response.

To enable confirmation of eligibility for treatment, details (date, unique identifying number/code or provider number) of the
current diagnostic reports (for items a, b, ¢, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items e,

f), of at least one of the following must be provided:

(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 - the percentage of plasma cells; or
e) if present, the size and location of lytic bone lesions (not including compression fractures); or
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(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 will be used to determine response, results for either (a) or (b) or (c) should be provided 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) should
be stated/provided. 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 held on the patient's medical records.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(i) 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).

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can 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

Multiple myeloma

Treatment Phase: Continuing treatment until progression in patients initiated on dual combination therapy (this drug and

dexamethasone), or, in patients initiated on triple therapy (this drug, bortezomib and dexamethasone during treatment

cycles 1 up to 8) and are now being treated with treatment cycle 9 or beyond

Clinical criteria:

e Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have developed disease progression while receiving PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must form part of dual combination therapy limited to: (i) this drug, (ii) dexamethasone.

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.

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).

lenalidomide 5 mg capsule, 21

11029L Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 201.84 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 21
11064H Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 264.42 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
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lenalidomide 15 mg capsule, 21

11062F Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 318.47 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 20 mg capsule, 21
14632D Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 333.33 Lenalide [JU] Lenalidomide Sandoz [SZ]
lenalidomide 25 mg capsule, 21
11041D Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 416.66 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a
teratogenic effect of lenalidomide in humans cannot be ruled out.
Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed.

Authority Required

Multiple myeloma

Treatment Phase: Initial treatment with lenalidomide monotherapy in newly diagnosed disease

Clinical criteria:

e The treatment must be as monotherapy, AND

e The condition must be confirmed by a histological diagnosis, AND

¢ Patient must have undergone an autologous stem cell transplant (ASCT) as part of frontline therapy for newly diagnosed
multiple myeloma, AND

e Patient must not have progressive disease following autologous stem cell transplant (ASCT).

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via

HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of
multiple myeloma; and

(2) the date the autologous stem cell transplant was performed; and

(3) nomination of which disease activity parameters will be used to assess progression.

To enable confirmation of eligibility for treatment, the details (date, unique identifying number/code or provider number) of
the current diagnostic reports (for items a, b, c, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items
e, f) of at least one of the following must be provided:

(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 - the percentage of plasma cells; 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 will be used to determine progression, results for either (a) or (b) or (c) should be provided 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)
should be stated/declared. 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 held in the patient's medical records.

All reports must be documented in the patient's medical records.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) 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).

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can 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

Highly Specialised Drugs Program (Public Hospital) 169



Reply Paid 9826
HOBART TAS 7001

Authority Required

Multiple myeloma

Treatment Phase: Continuing treatment with lenalidomide monotherapy following initial treatment with lenalidomide therapy

in newly diagnosed disease

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have developed disease progression while receiving PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must be as monotherapy.

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

(g9) 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.

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).

lenalidomide 5 mg capsule, 28

11967W Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 269.12 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 28
11968X Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 352.56 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 15 mg capsule, 28
11964Q Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 0.00 424.62 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a

teratogenic effect of lenalidomide in humans cannot be ruled out.

Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the

brand of lenalidomide being prescribed and dispensed.

Authority Required
Multiple myeloma

Treatment Phase: Initial treatment with triple therapy (this drug, bortezomib and dexamethasone) for the first 4 treatment
cycles (cycles 1 to 4) administered in a 21-day treatment cycle

Clinical criteria:

e The condition must be newly diagnosed, AND

e The condition must be confirmed by a histological diagnosis, AND

¢ The treatment must form part of triple combination therapy limited to: (i) this drug, (ii) bortezomib, (iii) dexamethasone,
AND

¢ Patient must not have been treated with lenalidomide or bortezomib for this condition, AND

e The treatment must not exceed a total of 4 cycles under this restriction.

The authority application must be made via the online PBS Authorities System (real time assessment), or in writing via

HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the histological report confirming the diagnosis of

multiple myeloma; and

(2) nomination of which disease activity parameters will be used to assess response.
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To enable confirmation of eligibility for treatment, details (date, unique identifying number/code or provider number) of the
current diagnostic reports (for items a, b, c, d, f (if applicable), g), or, confirmation that diagnosis was based on (for items e,
f), of at least one of the following must be provided:

(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 - the percentage of plasma cells; 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 will be used to determine response, results for either (a) or (b) or (c) should be provided 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) should
be stated/declared. 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 held on the patient's medical records.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(i) 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).

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can 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
Multiple myeloma

Treatment Phase: Continuing treatment of triple therapy (this drug, bortezomib and dexamethasone) for treatment cycles 5
to 8 inclusive (administered using 21-day treatment cycles)

Clinical criteria:

¢ Patient must have received PBS-subsidised treatment with this drug under the treatment phase covering cycles 1 to 4,
AND

e The treatment must form part of triple combination therapy limited to: (i) this drug, (ii) bortezomib, (iii) dexamethasone,
AND

e The treatment must not exceed a total of 4 cycles under this 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).

lenalidomide 5 mg capsule, 14

12035K Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 134.56 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 14
12070G Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 176.28 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 15 mg capsule, 14
12012F Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 212.31 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]

lenalidomide 20 mg capsule, 14
14623P Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 3 0.00 222.22 Lenalide [JU]

Highly Specialised Drugs Program (Public Hospital) 171



lenalidomide 25 mg capsule, 14

12019N Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 277.77 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a

teratogenic effect of lenalidomide in humans cannot be ruled out.

Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the

brand of lenalidomide being prescribed and dispensed.

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can 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

Myelodysplastic syndrome

Treatment Phase: Initial treatment

Clinical criteria:

¢ The treatment must be limited to a maximum duration of 16 weeks, AND

¢ Patient must be classified as Low risk or Intermediate-1 according to the International Prognostic Scoring System (IPSS),
AND

¢ Patient must have a deletion 5q cytogenetic abnormality with or without additional cytogenetic abnormalities, AND

e Patient must be red blood cell transfusion dependent.

Classification of a patient as Low risk requires a score of 0 on the IPSS, achieved with the following combination: less than

5% marrow blasts with good karyotypic status (normal, -Y alone, -5q alone, -20q alone), and 0/1 cytopenias.

Classification of a patient as Intermediate-1 requires a score of 0.5 to 1 on the IPSS, achieved with the following possible

combinations:

. 5%-10% marrow blasts with good karyotypic status (normal, -Y alone, -5q alone, -20q alone), and 0/1 cytopenias; OR

. less than 5% marrow blasts with intermediate karyotypic status (other abnormalities), and 0/1 cytopenias; OR

. less than 5% marrow blasts with good karyotypic status (normal, -Y alone, -5q alone, -20q alone), and 2/3 cytopenias; OR

. less than 5% marrow blasts with intermediate karyotypic status (other abnormalities), and 2/3 cytopenias; OR

. 5%-10% marrow blasts with intermediate karyotypic status (other abnormalities), and 0/1 cytopenias; OR

. 5%-10% marrow blasts with good karyotypic status (normal, -Y alone, -5q alone, -20q alone), and 2/3 cytopenias; OR

. less than 5% marrow blasts with poor karyotypic status (complex, greater than 3 abnormalities), and 0/1 cytopenias.

Classification of a patient as red blood cell transfusion dependent requires that:

(i) the patient has been transfused within the last 8 weeks; and

(i) the patient has received at least 8 units of red blood cell in the last 6 months prior to commencing PBS-subsidised

therapy with lenalidomide; and would be expected to continue this requirement without lenalidomide treatment.

The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via

HPOS form upload or mail and must include:

(a) details (date, unique identifying number/code or provider number) of the bone marrow biopsy report from an Approved

Pathology Authority demonstrating that the patient has myelodysplastic syndrome; and

(b) details (date, unique identifying number/code or provider number) of the full blood examination report; and

(c) details (date, unique identifying number/code or provider number) of the pathology report and details of the cytogenetics

demonstrating Low risk or Intermediate-1 disease according to the IPSS (note: using Fluorescence in Situ Hybridization

(FISH) to demonstrate MDS -5q is acceptable); and

(d) details of transfusion requirements including: (i) the date of most recent transfusion and the number of red blood cell

units transfused; and (ii) the total number of red blood cell units transfused in the 4 and 6 months preceding the date of this

application.

All the reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(ii) 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).

Authority Required

Myelodysplastic syndrome

NOoO O WN -

172

Schedule of Pharmaceutical Benefits — October 2026



Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have received PBS-subsidised initial therapy with lenalidomide for myelodysplastic syndrome, AND

o Patient must have achieved and maintained transfusion independence; or at least a 50% reduction in red blood cell unit
transfusion requirements compared with the four month period prior to commencing initial PBS-subsidised therapy with
lenalidomide, AND

o Patient must not have progressive disease, AND

e The condition must not have progressed to acute myeloid leukaemia.

The first authority application for continuing supply must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail. Subsequent authority applications for continuing supply may be
made via the Online PBS Authorities System or by telephone.

The following evidence of response must be provided at each application:

(i) a haemoglobin level taken within the last 4 weeks; and

(i) the date of the last transfusion; and

(i) a statement of the number of units of red cells transfused in the 4 months immediately preceding this application;

All reports must be documented in the patient's medical records.

For first continuing applications, if the application is submitted through HPOS form upload or mail, it must include:

(a) details of the proposed prescription; and

(b) 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).

lenalidomide 5 mg capsule, 21

2799H Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 201.84 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 21
2802L Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 0.00 264.42 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
LENALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a

teratogenic effect of lenalidomide in humans cannot be ruled out.

Note Patients receiving lenalidomide under the PBS listing must be registered in the risk management program relevant for the
brand of lenalidomide being prescribed and dispensed.

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).

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

Relapsed or refractory follicular lymphoma

Clinical criteria:

e The treatment must be in combination with rituximab and tafasitamab; OR
e The treatment must be in combination with tafasitamab.

The treatment must not exceed a total of 12 cycles in a lifetime for this indication measured from the initial dose, or must not
extend beyond disease progression, whichever comes first.

lenalidomide 5 mg capsule, 21

15487D Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 201.84 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 10 mg capsule, 21
15451F Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 264.42 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]
lenalidomide 15 mg capsule, 21
15452G Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 318.47 Lenalide [JU] Lenalidomide Sandoz [SZ]
Revlimid [BQ]

Highly Specialised Drugs Program (Public Hospital) 173



lenalidomide 20 mg capsule, 21

15428B Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 0.00 333.33 Lenalide [JU] Lenalidomide Sandoz [SZ]
OMALIZUMAB

Note A proportion of patients respond to 150 mg 4-weekly so where a substantial improvement has been obtained with a 300 mg

dose it is reasonable to back-titrate dose after initial treatment.

Note Cessation of therapy should be considered after the patient has demonstrated clinical benefit with omalizumab to re-

evaluate the need for continued therapy. Any patient who ceases therapy and whose CSU relapses will need to re-initiate
PBS-subsidised omalizumab as a new patient.

Note Pharmaceutical benefits that have the form omalizumab 150 mg/mL syringe and pharmaceutical benefits that have the form

omalizumab 150 mg/mL pen device are equivalent for the purposes of substitution.

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).

Authority Required (STREAMLINED)

16905

Severe chronic spontaneous urticaria

Treatment Phase: Continuing treatment

Treatment criteria:

¢ Must be treated by a clinical immunologist; OR

e Must be treated by an allergist; OR

e Must be treated by a dermatologist; OR

e Must be treated by a general physician with expertise in the management of chronic spontaneous urticaria (CSU).
Clinical criteria:

¢ Patient must have demonstrated a response to the most recent PBS-subsidised treatment with this drug for this
condition, AND

o Patient must not receive more than 24 weeks per authorised course of treatment under this restriction.

omalizumab 150 mg/mL injection, 1 mL syringe
14946P Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 0.00 *411.96  # Omlyclo [EW]

Omalizumab 150 mg/mL injection, 1 mL pen device
15529H Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 0.00 *411.96 @ Omlyclo [EW]

OMALIZUMAB

Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.

A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
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.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.

(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 restriction); or
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(i) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(i) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].
All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.
(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 biological medicine 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 the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.
(3) Baseline measurements to determine response:
Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.
For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.
However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.
(4) Swapping therapy within the same treatment cycle.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.
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.
Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 ata
time) providing:
(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or
(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and
(iii) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.
(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:
A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.
(6) Monitoring of patients:
Omalizumab only:
Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact Novartis Medical Information on 1800 671 203 or
medinfo.phauno@novartis.com

Note Pharmaceutical benefits that have the form omalizumab 75 mg/0.5 mL syringe and pharmaceutical benefits that have the
form omalizumab 75 mg/0.5 mL pen device are equivalent for the purposes of substitution.

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).

Authority Required (STREAMLINED)

19214
Uncontrolled severe asthma

Treatment Phase: Continuing treatment

Treatment criteria:

¢ Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

¢ Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

¢ Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

¢ Patient must not receive more than 24 weeks of treatment under this restriction.
Population criteria:

o Patient must be aged 12 years or older.

An adequate response to omalizumab treatment is defined as:
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(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline, OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from
baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5, OR

(c) a reduction in the time-adjusted exacerbation rates compared to the 12 months prior to baseline (this criterion is only
applicable for patients transitioned from the paediatric to the adolescent/adult restriction).

For second and subsequent continuing treatment with this drug, a measurement of response to the prior course of therapy
must be documented in the patient's medical records. The Asthma Control Questionnaire (5 item version) assessment of the
patient's response to the prior course of treatment, the assessment of oral corticosteroid dose or the assessment of time
adjusted exacerbation rate should be made from 20 weeks after the first PBS-subsidised dose of this drug under this
restriction so that there is adequate time for a response to be demonstrated.

The following information must be documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5) score; and

(b) If applicable, maintenance oral corticosteroid dose; and

(c) For patients transitioned from the paediatric to the adolescent/adult restrictions, confirmation that the time-adjusted
exacerbation rate has reduced.

The most recent Asthma Control Questionnaire (ACQ-5) score must be no more than 4 weeks old at the time of application.

omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe
14947Q Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 0.00 102.99 2 Omlyclo [EW]

Omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device
15543C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 0.00 102.99 2 Omlyclo [EW]

OMALIZUMAB

Note TREATMENT OF ADULT AND ADOLESCENT PATIENTS WITH UNCONTROLLED SEVERE ASTHMA

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for uncontrolled severe asthma. Where the term biological medicine appears in the following notes and
restrictions it refers to all PBS benefits with the specific PBS indication of 'uncontrolled severe asthma'.

A patient is eligible for PBS-subsidised treatment with only 1 biological medicine for uncontrolled severe asthma at any one
time.

A patient receiving PBS-subsidised treatment for uncontrolled severe asthma is able to commence a treatment cycle where
they may trial a biological medicine without having to experience a disease flare when swapping to an alternate biological
medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient currently receiving PBS-subsidised treatment as of 1 April 2021 is considered to have started a cycle of treatment.
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.

Once a patient has either failed to achieve or sustain a response to treatment with each of the biological medicines they are
eligible for, they are deemed to have completed a single treatment cycle. They must have at least a 12-month break in PBS-
subsidised biological medicine therapy before they are eligible to recommence another new treatment cycle [further details
are under 'Recommencement of treatment after a treatment break in PBS-subsidised therapy' below].

The length of the break in therapy is measured from the date the most recent treatment with a PBS-subsidised biological
medicine is ceased until the date of the first application for recommencement of treatment with a biological medicine under
the new treatment cycle.

There is no limit to the number of treatment cycles that a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for uncontrolled severe asthma.

(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 restriction); or

(ii) a patient has received prior PBS-subsidised treatment with a biological medicine and wishes to recommence a new
treatment cycle with this biological medicine following a treatment break in PBS-subsidised therapy (Initial 1 restriction); or
(iii) a patient has received prior PBS-subsidised biological medicine therapy and wishes to trial an alternate biological
medicine within the same treatment cycle (Initial 2 restriction) - [further details are under 'Swapping therapy' below].

All applications for initial treatment will be limited to provide for a maximum of up to 32 weeks of therapy of a biological
medicine. It is recommended that a patient be reviewed in the month prior to completing their course of initial treatment to
ensure uninterrupted biological medicine supply.

(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 biological medicine 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 the month
prior to completing their current course of treatment to ensure uninterrupted biological medicine supply.
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(3) Baseline measurements to determine response:
Baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or oral corticosteroid dose submitted
with the Initial authority application for a biological medicine must be used to determine whether an adequate response to
treatment has been achieved or sustained.
For patients transitioned from the paediatric to the adolescent/adult restriction, the exacerbation history may also be used to
determine response.
However, prescribers may provide new baseline measurements when a new Initial treatment authority application is
submitted and these new baseline measurements may be used to assess response.
(4) Swapping therapy within the same treatment cycle.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine at any time by qualifying under an Initial 2 restriction.
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.
Within the same treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 ata
time) providing:
(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or
(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and
(i) they have not previously failed to respond to treatment with all eligible biological medicines in this treatment cycle.
(5) Re-commencement of a new treatment cycle after a treatment break in PBS-subsidised therapy:
A patient who wishes to trial a second or subsequent new treatment cycle, following a break in PBS-subsidised therapy of at
least 12 months, must re-qualify through an Initial 1 restriction.
(6) Monitoring of patients:
Omalizumab only:
Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that
such reactions are possible and prompt medical attention should be sought if allergic reactions occur.

Note For copies of the ACQ and the calculation sheets please contact Novartis Medical Information on 1800 671 203 or
medinfo.phauno@novartis.com

Note Pharmaceutical benefits that have the form omalizumab 150 mg/mL syringe and pharmaceutical benefits that have the form
omalizumab 150 mg/mL pen device are equivalent for the purposes of substitution.

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).

Authority Required (STREAMLINED)

19214

Uncontrolled severe asthma

Treatment Phase: Continuing treatment

Treatment criteria:

¢ Must be treated by a medical practitioner who is either a: (i) respiratory physician, (ii) clinical immunologist, (iii) allergist,
(iv) general physician experienced in the management of patients with severe asthma.

Clinical criteria:

¢ Patient must have received this drug as their most recent course of PBS-subsidised biological agent treatment for this
condition in this treatment cycle, AND

¢ Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND

¢ The treatment must not be used in combination with and within 4 weeks of another PBS-subsidised biological medicine
prescribed for any of: (i) nasal polyps; (ii) uncontrolled severe allergic asthma; (iii) uncontrolled severe asthma; (iv)
uncontrolled chronic obstructive pulmonary disease, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 12 years or older.

An adequate response to omalizumab treatment is defined as:

(a) a reduction in the Asthma Control Questionnaire (ACQ-5) score of at least 0.5 from baseline, OR

(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 score from

baseline or an increase in ACQ-5 score from baseline less than or equal to 0.5, OR

(c) a reduction in the time-adjusted exacerbation rates compared to the 12 months prior to baseline (this criterion is only

applicable for patients transitioned from the paediatric to the adolescent/adult restriction).

For second and subsequent continuing treatment with this drug, a measurement of response to the prior course of therapy

must be documented in the patient's medical records. The Asthma Control Questionnaire (5 item version) assessment of the

patient's response to the prior course of treatment, the assessment of oral corticosteroid dose or the assessment of time

adjusted exacerbation rate should be made from 20 weeks after the first PBS-subsidised dose of this drug under this

restriction so that there is adequate time for a response to be demonstrated.

The following information must be documented in the patient's medical records:

(a) Asthma Control Questionnaire (ACQ-5) score; and

(b) If applicable, maintenance oral corticosteroid dose; and
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(c) For patients transitioned from the paediatric to the adolescent/adult restrictions, confirmation that the time-adjusted
exacerbation rate has reduced.

The most recent Asthma Control Questionnaire (ACQ-5) score must be no more than 4 weeks old at the time of application.

omalizumab 150 mg/mL injection, 1 mL syringe
14948R Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 0.00 205.98 @ Omlyclo [EW]

Omalizumab 150 mg/mL injection, 1 mL pen device
15534N Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer

1 5 0.00 205.98 @ Omlyclo [EW]

POMALIDOMIDE

Caution This drug is a category X drug and must not be given to pregnant women. Pregnancy in female patients or in the partners of

male patients must be avoided during treatment and for 1 month after cessation of treatment.

Note Patients receiving pomalidomide under the PBS listing must be registered in the risk management program relevant for the

brand of pomalidomide being prescribed and dispensed: Pomolide - Juno's Pregnancy Prevention Program; Pomalidomide
Sandoz - Pregnancy Prevention Program.

Authority Required

Multiple myeloma

Treatment Phase: Initial treatment - dual therapy in combination with dexamethasone

Clinical criteria:

e The treatment must form part of dual combination therapy limited to: (i) this drug, (i) dexamethasone, AND

¢ Patient must have undergone or be ineligible for a primary stem cell transplant, AND

o Patient must have experienced treatment failure with lenalidomide, unless contraindicated or not tolerated according to
the Therapeutic Goods Administration (TGA) approved Product Information, AND

¢ Patient must have experienced treatment failure with bortezomib, unless contraindicated or not tolerated according to the
Therapeutic Goods Administration (TGA) approved Product Information.

Bortezomib treatment failure is the absence of achieving at least a partial response or as progressive disease during
treatment or within 6 months of discontinuing treatment with bortezomib. Lenalidomide treatment failure is progressive
disease during treatment or within 6 months of discontinuing treatment with lenalidomide.

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

(9) 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.
The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(1) details (date, unique identifying number/code or provider number) of the reports demonstrating the patient has failed
treatment with lenalidomide, including the dates of treatment or the details of the contraindication to or details of the nature
and severity of the intolerance to lenalidomide according to the relevant TGA-approved Product Information; and

(2) details (date, unique identifying number/code or provider number) of the reports demonstrating the patient has failed
treatment with bortezomib, including the dates of treatment or the details of the contraindication to or details of the nature
and severity of the intolerance to bortezomib according to the relevant TGA-approved Product Information.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) details of the proposed prescription; and

(ii) 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).

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can 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

Multiple myeloma

Treatment Phase: Continuing treatment - dual therapy in combination with dexamethasone

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have developed disease progression while receiving PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must form part of dual combination therapy limited to: (i) this drug, (ii) dexamethasone.

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

(9) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other

cause).

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).

pomalidomide 1 mg capsule, 21

13803L Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 396.09 Pomalidomide Sandoz [SZ] Pomolide [JU]

pomalidomide 2 mg capsule, 21

13788Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 706.08 Pomalidomide Sandoz [SZ] Pomolide [JU]

pomalidomide 3 mg capsule, 21

10406Q Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 1059.12 Pomalidomide Sandoz [SZ] Pomolide [JU]

pomalidomide 4 mg capsule, 21

10387Q Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 1412.15 Pomalidomide Sandoz [SZ] Pomolide [JU]

RAVULIZUMAB

Caution C5 inhibitors increase the risk of meningococcal infections (septicaemia and/or meningitis).

Please consult the approved PI for information about vaccination against meningococcal infection.
Note Complement 5 (C5) inhibitors are defined as eculizumab or ravulizumab

Note C5 inhibitors are not PBS-subsidised to treat TMA caused by conditions other than aHUS. Examples of TMA caused by

conditions other than aHUS may include the following but not limited to:

a) Active malignancy;
b) Active HIV infection;

c) Hematopoietic stem cell transplants;

d) Various drugs including quinine, high-dose calcineurin inhibitors, antiplatelet agents;

e) Certain chemotherapy drugs or immunosuppressant drugs associated with microangiopathic haemolytic anaemia/TMA,;
f) Active autoimmune diseases.

In cases where alternative causes of TMA have not been adequately excluded, additional information may be required from
the prescriber to clarify the diagnosis before approval of the application.

Note Patients must be screened for genetic mutations known to confer a high risk of aHUS. These results should be submitted to

Services Australia when they become available. Once the results have been submitted to Services Australia, they do not
have to be resubmitted in subsequent applications.

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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Note

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

No increase in the maximum number of repeats may be authorised.

Authority Required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Initial treatment - Initial (new patient) loading dose

Clinical criteria:

¢ Patient must have active and progressing thrombotic microangiopathy (TMA) caused by aHUS, AND

o Patient must have ADAMTS-13 activity of greater than or equal to 10% on a blood sample taken prior to plasma
exchange or infusion; or, if ADAMTS-13 activity was not collected prior to plasma exchange or infusion, patient must
have platelet counts of greater than 30x10”9/L and a serum creatinine of greater than 150 mol/L, AND

o Patient must have a confirmed negative STEC (Shiga toxin-producing E.Coli) result if the patient has had diarrhoea in the
preceding 14 days, AND

o Patient must have clinical features of active organ damage or impairment, AND

o Patient must not receive more than 2 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

o Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

This drug is not PBS-subsidised if it is prescribed to an in-patient in a public hospital setting.

Evidence of active and progressing TMA is defined by the following:

(1) A platelet count of less than 150x1079/L; and evidence of at least two of the following:

(i) presence of schistocytes on blood film;

(i) low or absent haptoglobin;

(

(

iii) lactate dehydrogenase (LDH) above normal range; or

2) In recipients of a kidney transplant for end-stage kidney disease due to aHUS, a kidney biopsy confirming TMA; and
(3) Evidence of at least one of the following clinical features of active TMA-related organ damage or impairment is defined
as below:

(a) kidney impairment as demonstrated by one or more of the following:

(i) a decline in estimated Glomerular Filtration Rate (eGFR) of greater than 20% in a patient who has pre-existing kidney
impairment;

(ii) a serum creatinine (sCr) of greater than the upper limit of normal (ULN) in a patient who has no history of pre-existing
kidney impairment;

(iii) a sCr of greater than the age-appropriate ULN in paediatric patients;

iv) a renal biopsy consistent with aHUS;

b) onset of TMA-related neurological impairment;

c) onset of TMA-related cardiac impairment;

d) onset of TMA-related gastrointestinal impairment;

(e) onset of TMA-related pulmonary impairment.

Claims of non-renal TMA-related organ damage should be made at the point of application for initial PBS-subsidised
ravulizumab (where possible), and should be supported by objective clinical measures.

The prescriber's cover letter should establish that the observed organ damage is directly linked to active and progressing
TMA, particularly when indirect causes such as severe thrombocytopenia, hypertension and acute renal failure are present
at the time of the initial organ impairment.

Serial haematological results (every 3 months while the patient is receiving treatment) must be provided with every
subsequent application for treatment.

The authority application must be in writing and must include all of the following:

(1) Details of the proposed prescription(s);

(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) A detailed cover letter from the prescriber;

(4) A measurement of body weight at the time of application;

(5) The result of ADAMTS-13 activity on a blood sample taken prior to plasma exchange or infusion (if available); the date
and time that the sample for the ADAMTS-13 assay was collected, and the dates and times of any plasma exchanges or
infusions that were undertaken in the 2 weeks prior to collection of the ADAMTS-13 assay. The ADAMTS-13 result must be
submitted to Services Australia within 13 days of commencement of ravulizumab treatment in order for the patient to be
considered as eligible for further PBS-subsidised C5 inhibitor treatment, under Initial balance of supply;

(6) In the case that a sample for ADAMTS-13 assay was not collected prior to plasma exchange or infusion, measurement
of ADAMTS-13 activity must be taken 7-10 days following the last plasma exchange or infusion. The ADAMTS-13 result
must be submitted to Services Australia within 13 days of commencement of ravulizumab treatment in order for the patient
to be considered as eligible for further PBS-subsidised C5 inhibitor treatment, under Initial balance of supply;

(7) A confirmed negative STEC result if the patient has had diarrhoea in the preceding 14 days;

Py
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(8) Evidence of active and progressing TMA, including pathology results where relevant. Evidence of the onset of TMA-
related neurological, cardiac, gastrointestinal or pulmonary impairment requires a supporting statement with clinical
evidence in patient records. All tests must have been performed within 4 weeks of application;

(9) For all patients, a recent measurement of eGFR, platelets and two of either LDH, haptoglobin or schistocytes of no more
than 1 week old at the time of application.

Two authority prescription forms will be required to cover for the 26 weeks of initial therapy with ravulizumab, one for the
loading dose and one for the 24 week balance which can be sought under the Balance of Supply.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient
drug for 2 weeks of treatment, according to the specified dosage in the approved Product Information (PlI).

An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength
requested.

Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved PI will
not be approved.
Note The Authority application should be accompanied by a cover letter from the prescriber, providing complete details on:
a) Presenting clinical features, including history, acute treatment and medications;
b) Results of testing for genetic mutations (if available);
c) Family history of aHUS, especially in first-degree relatives;
d) Patient's prior history of episodes of active and progressing TMA caused by aHUS;
e) Exclusion of alternative causes of TMA;
f) History of renal or other organ transplant (if any);
g) Any other matters considered relevant by the prescriber.

In cases where there are discordant results (for example, an equivocal biopsy result in the absence of objective evidence of
haemolysis) the cover letter should articulate the prescriber's interpretation of the clinical data and how a diagnosis of aHUS
is supported by the available evidence.

Authority Required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Switch from PBS-subsidised eculizumab (all phases) - loading dose

Clinical criteria:

o Patient must have previously received PBS-subsidised eculizumab under the 'Initial treatment' restriction for this
condition; OR

e Patient must have previously received PBS-subsidised eculizumab under the 'Continuing treatment' restriction for this
condition; OR

o Patient must have previously received PBS-subsidised eculizumab under the 'Extended continuing treatment' restriction
for this condition; OR

o Patient must have previously received PBS-subsidised eculizumab under the 'Recommencement of treatment' restriction
for this condition; OR

¢ Patient must have previously received PBS-subsidised eculizumab under the 'Continuing recommencement of treatment’
restriction for this condition, AND

o Patient must have/had ADAMTS-13 activity of greater than or equal to 10% on a blood sample, AND

e Patient must not receive more than 2 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

e Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

This drug is not PBS-subsidised if it is prescribed to an in-patient in a public hospital setting.

The application must indicate the most recent treatment phase that the patient is switching from.

For patients who are switching C5 inhibitors, the next application should be sought under the next relevant treatment phase.

Serial haematological results (every 3 months while the patient is receiving treatment) must be provided with every

subsequent application for treatment.

The authority application must be in writing and must include all of the following:

(1) Details of the proposed prescription(s);

(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) A measurement of body weight at the time of application;
(4) Results of genetic testing, if not previously submitted.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient
drug for 2 weeks of treatment, according to the specified dosage in the approved Product Information (PI).
An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength
requested.

Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved Pl will
not be approved.
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Authority Required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Recommencement of treatment

Clinical criteria:

o Patient must have demonstrated treatment response to previous treatment with a PBS-subsidised C5 inhibitor for this
condition, AND

¢ Patient must not have experienced treatment failure with ravulizumab for this condition in the most recent treatment
phase, AND

e Patient must have the following clinical conditions prior to recommencing C5 inhibitor treatment: (i) either significant
haemolysis as measured by low/absent haptoglobin; or presence of schistocytes on the blood film; or lactate
dehydrogenase (LDH) above normal; AND (ii) either platelet consumption as measured by either 25% decline from
patient baseline or thrombocytopenia (platelet count <150 x 10”9/L); OR (iii) TMA-related organ impairment including on
recent biopsy.

Treatment criteria:

e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

e Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

This drug is not PBS-subsidised if it is prescribed to an in-patient in a public hospital setting.

A treatment response is defined as:

(1) Normalisation of haematology as demonstrated by at least 2 of the following: (i) platelet count, (ii) haptoglobin, (iii) lactate

dehydrogenase (LDH); and

(2) One of the following:

a) an increase in eGFR of > 25% from baseline, where the baseline is the eGFR measurement immediately prior to

commencing treatment with a C5 inhibitor; or

b) an eGFR within +/- 25% from baseline; or

c) an avoidance of dialysis-dependence but worsening of kidney function with a reduction in eGFR > 25% from baseline.

PBS-subsidised treatment with ravulizumab will not be permitted if a patient has experienced treatment failure with

ravulizumab in the most recent treatment phase prior to the treatment phase where this application is sought.

A treatment failure is defined as a patient who is:

(1) Dialysis-dependent at the time of application and has failed to demonstrate significant resolution of extra-renal
complications if originally presented; or

(2) On dialysis and has been on dialysis for 4 months of the previous 6 months while receiving a PBS-subsidised C5
inhibitor, and has failed to demonstrate significant resolution of extra-renal complications if originally presented.

The authority application must include the following measures of response to the prior course of treatment, including serial
haematological results (every 3 months while the patient is receiving treatment).

The authority application must be in writing and must include all of the following:
(1) Details of the proposed prescription(s);

(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) A measurement of body weight at the time of application;

(4) Results of genetic testing, if not previously submitted;

(5) A family history of aHUS if applicable;

(6) A history of multiple episodes of aHUS following the treatment break, if applicable;
(

(

(

7) A history of kidney transplant if applicable (especially if required due to aHUS);

8) An inclusion of the individual consequences of recurrent disease;

9) A supporting statement with clinical evidence of TMA-related organ damage including current (within one week of
application) haematological results (platelet count, haptoglobin and LDH), eGFR level, and, if applicable, on recent biopsy;
(10) Evidence that the patient has had a treatment response to their previous treatment with a C5 inhibitor;

(11) Evidence that the patient has not experienced treatment failure, including a supporting statement with clinical evidence
that the patient does not require dialysis, unless the indication for continuing ravulizumab is severe extra-renal complications
that have significantly improved;

(12) If the indication for continuing ravulizumab is severe extra-renal complications, then a supporting statement with clinical
evidence that any initial extra-renal complications of TMA have significantly improved is required.

Two authority prescription forms will be required to cover for the 26 weeks of recommencement therapy with ravulizumab,
one for the loading dose and one for the 24 week balance which can be sought under the Balance of Supply.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient
drug for 2 weeks of treatment, according to the specified dosage in the approved Product Information (PI).

An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength
requested.

Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved PI will
not be approved.

Note A raise in LDH alone is not a sufficient reason to recommence a C5 inhibitor, but thrombocytopenia with one marker of
haemolysis (such as raised LDH, presence of schistocytes, or low/absence of haptoglobin) is an accepted reason to
consider recommencement of C5 inhibitor treatment.

Note Kidney transplantation/dialysis is not a contraindication to recommencement of C5 inhibitor treatment.

182 Schedule of Pharmaceutical Benefits — October 2026



ravulizumab 300 mg/3 mL injection, 3 mL vial
13808R Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer
1 0 0.00 6574.12 Ultomiris [XI]

ravulizumab 1.1 g/11 mL injection, 11 mL vial
13809T Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer
1 0 0.00 24105.11 Ultomiris [XI]

TOCILIZUMAB

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 authorisation under this restriction should be made using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/hpos)

Alternatively applications for authority to prescribe can 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 4 (Temporary listing - change of treatment from another biological medicine to

tocilizumab after resolution of the critical shortage of tocilizumab)

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

e 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

o Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 18 years or older.

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
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(i) 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).
At the time of the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority prescription form must be completed for each strength requested. Up to a maximum of 3 repeats will be
authorised.

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 80 mg/4 mL injection, 4 mL vial

12775J Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 80.97 2 Actemra [RO] 2 Avtozma [EW]

tocilizumab 200 mg/10 mL injection, 10 mL vial

12791F Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 20071 @ Actemra [RO] = Avtozma [EW]

tocilizumab 400 mg/20 mL injection, 20 mL vial

12763R Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 399.39 ° Actemra [RO] = Avtozma [EW]

TOCILIZUMAB

Note

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.

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.

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: Initial treatment - Initial 4 (Temporary listing - change of treatment from another biological medicine to

tocilizumab after resolution of the critical shortage of tocilizumab)

Clinical criteria:

e Patient must have been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,
AND

o 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

e Patient must not receive more than 16 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a paediatric rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Population criteria:

o Patient must be under 18 years of age.

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.

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.

An adequate response to treatment is defined as:
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(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

(i) 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).

At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority approval is
required for each strength requested. Up to a maximum of 3 repeats will be authorised.

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.

tocilizumab 80 mg/4 mL injection, 4 mL vial

15473J

Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 0 0.00 80.97 Avtozma [EW]

tocilizumab 200 mg/10 mL injection, 10 mL vial

15472H

Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 0 0.00 200.71 Avtozma [EW]

tocilizumab 400 mg/20 mL injection, 20 mL vial

15442R

Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 0 0.00 399.39 Avtozma [EW]

TOCILIZUMAB

Note

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).

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 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)

Clinical criteria:

¢ Patient must have been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,
AND

o 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

o Patient must not receive more than 16 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Population criteria:

o Patient must be at least 18 years of age.

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.
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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.

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

(i) 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).
At the time of the authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority approval is required for each strength requested. Up to a maximum of 3 repeats will be authorised.

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 80 mg/4 mL injection, 4 mL vial
15477N Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer

1 0 0.00 80.97 Avtozma [EW]

tocilizumab 200 mg/10 mL injection, 10 mL vial
15499R Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 0 0.00 200.71 Avtozma [EW]

tocilizumab 400 mg/20 mL injection, 20 mL vial
15466B Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 0 0.00 399.39 Avtozma [EW]

TOCILIZUMAB

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 authorisation under this restriction should be made using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/hpos)

Alternatively applications for authority to prescribe can 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:

e Must be treated by a paediatric rheumatologist; OR

e 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, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.
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Population criteria:
e 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).
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.
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.
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
(i) 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).
At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority prescription form
must be completed for each strength requested. Up to a maximum of 3 repeats will be authorised.
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.

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.
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.

Authority Required
Severe active juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment from another biological medicine to
tocilzumab after resolution of the critical shortage of tocilizumab)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

e 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

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 18 years or older.

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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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

¢) 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).

At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority prescription form
must be completed for each strength requested. Up to a maximum of 3 repeats will be authorised.

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.

—_— e~~~

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.

tocilizumab 80 mg/4 mL injection, 4 mL vial

12794J Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 80.97 2 Actemra [RO] 2 Avtozma [EW]

tocilizumab 200 mg/10 mL injection, 10 mL vial

12796L Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 200.71 2 Actemra [RO] 2 Avtozma [EW]

tocilizumab 400 mg/20 mL injection, 20 mL vial

12802T Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 399.39 2 Actemra [RO] 2 Avtozma [EW]

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:
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(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

(i) 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.
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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 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)

18939

Severe active juvenile idiopathic arthritis

Treatment Phase: Subsequent continuing treatment

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.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Population criteria:

o 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

(i) 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 measurement of response to the prior course of therapy must be documented in the patient's medical notes.

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.

(
(
(
(

tocilizumab 80 mg/4 mL injection, 4 mL vial
15474K Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 0.00 *161.94 Avtozma [EW]

tocilizumab 200 mg/10 mL injection, 10 mL vial
15498Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

4 5 0.00 *802.84 Avtozma [EW]
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tocilizumab 400 mg/20 mL injection, 20 mL vial
15455K Max.Qty Packs  No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer
4 5 0.00 *1597.56 Avtozma [EW]

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.

(i) 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
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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 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).

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)

19024

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Clinical criteria:

e Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Population criteria:

e 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).

The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4

weeks old at the time of the prescribing.

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 the authority application, medical practitioners must request the appropriate number of vials of appropriate

strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A

separate authority prescription form must be completed for each strength requested.

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.

Authority Required (STREAMLINED)

18938

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment - balance of supply
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Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND

e The treatment must provide no more than the balance of up to 24 weeks treatment.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

tocilizumab 80 mg/4 mL injection, 4 mL vial
15440P Max.Qty Packs No. of Rpts Premium$  DPMQ$

Brand Name and Manufacturer

2 5 0.00 *161.94

Avtozma [EW]

tocilizumab 200 mg/10 mL injection, 10 mL vial
15471G Max.Qty Packs  No. of Rpts Premium$  DPMQ$

Brand Name and Manufacturer

1 5 0.00 200.71

Avtozma [EW]

tocilizumab 400 mg/20 mL injection, 20 mL vial
15430D Max.Qty Packs  No. of Rpts Premium$  DPMQ$

Brand Name and Manufacturer

1 5 0.00 399.39

Avtozma [EW]

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,
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'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 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 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 rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)

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 DMARDSs, 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

o 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 of the contraindications/severe intolerances, AND
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o Patient must not receive more than 16 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Population criteria:

o 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, details of the contraindication or intolerance including severity to methotrexate must be provided at the time of

application and documented in the patient's medical records. The maximum tolerated dose of methotrexate must be

provided at the time of the application, if applicable, and documented in the patient's medical records.

The application must include details of the DMARD:s 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

at the time of application and documented in the patient's medical records.

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 assessment of response to prior treatment must be documented in the patient's medical records.

The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD ftrial, 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 reasons why this criterion cannot be satisfied

must be documented in the patient's medical records. 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 the authority application, medical practitioners must request the appropriate number of vials of appropriate

strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A

separate authority approval is required for each strength requested. Up to a maximum of 3 repeats will be authorised.

The following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:

(a) the active joint count, ESR and/or CRP result and date of results;

(b) details of prior treatment, including dose and date/duration of treatment.

(c) If applicable, details of any contraindications/intolerances.

(d) If applicable, the maximum tolerated dose of methotrexate.

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.

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)

Clinical criteria:

¢ Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

o 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

e 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

e Patient must not receive more than 16 weeks of treatment under this restriction.
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Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Population criteria:

o Patient must be at least 18 years of age.

Patients who have received PBS-subsidised 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).

The assessment of response to treatment must be documented in the patient's medical records.

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.

At the time of the authority application, medical practitioners must request the appropriate number of vials of appropriate

strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A

separate authority approval is required for each strength requested. Up to a maximum of 3 repeats will be authorised.

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.

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)

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

e Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

e 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

e 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

e Patient must not receive more than 16 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Population criteria:

e 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 reasons why this criterion cannot be satisfied

must be documented in the patient's medical records. 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 the authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority approval is required for each strength requested. Up to a maximum of 3 repeats will be authorised.

The following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:

(a) the active joint count, ESR and/or CRP result and date of result;

(b) the most recent biological agent and the date of the last continuing prescription.
(c) If applicable, the new baseline scores.

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 80 mg/4 mL injection, 4 mL vial
15429C Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 0 0.00 80.97 Avtozma [EW]

tocilizumab 200 mg/10 mL injection, 10 mL vial
15470F Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer

1 0 0.00 200.71 Avtozma [EW]

tocilizumab 400 mg/20 mL injection, 20 mL vial
15439N Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 0 0.00 399.39 Avtozma [EW]

TOCILIZUMAB
Note TREATMENT OF PATIENTS WITH SEVERE ACTIVE SYSTEMIC JUVENILE IDIOPATHIC ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed with the indication of severe

active systemic juvenile idiopathic arthritis (sJIA).
Treatment cycles

From 1 May 2012, a patient receiving PBS-subsidised tocilizumab therapy is considered to be in a treatment cycle. Under

these arrangements, within a single treatment cycle, a patient may:

1. continue to receive long-term treatment with PBS-subsidised tocilizumab while they continue to show an

adequate response to therapy; and
2. fail to respond, or to sustain a response, to PBS-subsidised tocilizumab twice.

A 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, will not be considered as a

treatment failure.

Where treatment has resulted in an inadequate response on 2 occasions, a treatment cycle is considered to have been

completed and there must be a 12-month break in PBS-subsidy from all biological medicines with the PBS indication 'severe

active systemic juvenile idiopathic arthritis’ before starting a new treatment cycle. The length of a treatment break is

measured from the date the most recent treatment with PBS-subsidised tocilizumab treatment was prescribed to the date of

the first application for initial treatment with tocilizumab under the new treatment cycle.
Prescribing under the correct 'Treatment Phase’ listing for the authority application
Initial treatment

Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for 'severe active

systemic juvenile idiopathic arthritis'.
Continuing treatment

Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the

restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing
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treatment to precede initial treatment. An authority prescription for continuing treatment is not to be written on the same day
as initial treatment.

Recommencement of treatment after a break of less than 12-months in PBS-subsidised therapy, within the same treatment
cycle

Apply under the 'Initial 2' treatment listing. The indices of disease severity (joint count, fever and/or CRP level and platelet
count) will not need to be restated, except if the patient has had a break in therapy of more than 12 months.

Baseline measurements to determine response

Whether an adequate response to treatment has been demonstrated or not will be based on the relative change from
relevant baseline measurements of the joint count, fever and/or CRP level and platelet count provided with the first authority
application for a biological medicine. However, prescribers may provide a new baseline measurement any time that an initial
authority application is provided with a treatment cycle and the eligibility for continuing treatment should be assessed
according to the revised baseline measurement.

Recommencement of treatment after a 12-month break in PBS-subsidised therapy

Apply under the 'Initial 3' treatment listing.

Withdrawal of treatment after sustained remission

Withdrawal of treatment with a biological medicine should be considered in a patient who has achieved and sustained
complete remission of disease for 12 months. A demonstration of response to the current treatment should be documented
in the patient's medical records at the time treatment is ceased. These results must be provided to Services Australia if
subsequent authority applications are required.

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 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

Systemic juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)

Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

e Patient must have polyarticular course disease which has failed to respond adequately to oral or parenteral methotrexate

at a dose of at least 15 mg per square metre weekly, alone or in combination with oral or intra-articular corticosteroids, for
a minimum of 3 months; OR

e Patient must have polyarticular course disease and have demonstrated severe intolerance of, or toxicity due to,
methotrexate; OR

o Patient must have refractory systemic symptoms, demonstrated by an inability to decrease and maintain the dose of
prednisolone (or equivalent) below 0.5 mg per kg per day following a minimum of 2 months of therapy, AND

o Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be under 18 years of age.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

The following criteria indicate failure to achieve an adequate response to prior methotrexate therapy in a patient with

polyarticular course disease and must be demonstrated in the patient at the time of the initial application:

(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 of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) 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 assessment of response to prior treatment must be documented in the patient's medical records.

The following criteria indicate failure to achieve an adequate response to prior therapy in a patient with refractory systemic
symptoms and must be demonstrated in the patient at the time of the initial application:

(a) an active joint count of at least 2 active joints; and

(b) persistent fever greater than 38 degrees Celsius for at least 5 out of 14 consecutive days; and/or

(c) a C-reactive protein (CRP) level and platelet count above the upper limits of normal (ULN).

The assessment of response to prior treatment must be documented in the patient's medical records.

The baseline measurements of joint count, fever and/or CRP level and platelet count must be performed preferably whilst on
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment.

The same indices of disease severity used to establish baseline at the commencement of treatment with each initial
treatment application must be used to determine response for all subsequent continuing treatments.

Severe intolerance to methotrexate is defined as intractable nausea and vomiting and general malaise unresponsive to
manoeuvres, including reducing or omitting concomitant non-steroidal anti-inflammatory drugs (NSAIDs) on the day of
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methotrexate administration, use of folic acid supplementation, or administering the dose of methotrexate in 2 divided doses
over 24 hours.

Toxicity due to methotrexate is defined as evidence of hepatotoxicity with repeated elevations of transaminases, bone
marrow suppression temporally related to methotrexate use, pneumonitis, or serious sepsis.

If treatment with methotrexate alone or in combination with other treatments is contraindicated according to the relevant
TGA-approved Product Information, details must be documented in the patient's medical records.

If intolerance to treatment develops during the relevant period of use, which is of a severity necessitating permanent
treatment withdrawal, details of this toxicity must be documented in the patient's medical records.

The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:

(a) the date of assessment of severe active systemic juvenile idiopathic arthritis; and

(b) the details of prior treatment including dose and duration of treatment.

The following reports must be documented in the patient's medical records where appropriate:

(a) pathology reports detailing C-reactive protein (CRP) level and platelet count.

At the time of authority application, the medical practitioner must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for two infusions (one month's supply). A separate
authority approval is required for each strength requested.

The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12
weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not
conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle.

Authority Required

Systemic juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 2 (retrial or recommencement of treatment after a break of less than 12 months)

Clinical criteria:

e Patient must have received prior PBS-subsidised treatment with this drug for this condition in the previous 12 months,
AND

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug more than once
during the current treatment cycle, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be under 18 years of age.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

An adequate response to treatment is defined as:

(a) in a patient with polyarticular course disease:

(i) 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

(ii) a reduction in the number of the following major active joints, from at least 4, by at least 50%:

- elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

- 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).

(b) in a patient with refractory systemic symptoms:

(i) absence of fever greater than 38 degrees Celsius in the preceding seven days; and/or

(ii) a reduction in the C-reactive protein (CRP) level and platelet count by at least 30% from baseline; and/or

(iii) a reduction in the dose of corticosteroid by at least 30% from baseline.

The assessment of response to treatment must be documented in the patient's medical records.

At the time of authority application, the medical practitioner must request the appropriate number of vials of appropriate

strength to provide sufficient drug, based on the weight of the patient, for two infusions (one month's supply). A separate

authority approval is required for each strength requested.

The following reports must be documented in the patient's medical records where appropriate:

(a) pathology reports detailing C-reactive protein (CRP) level and platelet count.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to

retrial or recommence therapy with this drug, must be accompanied by details of the evidence of a response to the patient's

most recent course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

The assessment of the patient's response to the most recent course of biological medicine must be conducted following a

minimum of 12 weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response

assessment is not conducted within these timeframes, the patient will be deemed to have failed that most recent course of

treatment in this treatment cycle.

If a patient fails to demonstrate a response to 2 courses of treatment with this drug they will not be eligible to receive further

PBS-subsidised treatment with this drug for this condition in the current treatment cycle. A serious adverse reaction of a

severity requiring permanent withdrawal of treatment is not considered as a treatment failure.

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 prescribed in this cycle and the date of the first application under a new cycle under the

Initial 3 treatment restriction.
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Authority Required

Systemic juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break of more than 12 months)

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must have had a break in treatment of 12 months or more from this drug for this condition, AND

o Patient must have polyarticular course disease and the condition must have at least one of: (a) an active joint count of at
least 20 active (swollen and tender) joints; (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); (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); OR

o Patient must have refractory systemic symptoms and the condition must have (a) an active joint count of at least 2 active
joints; and (b) persistent fever greater than 38 degrees Celsius for at least 5 out of 14 consecutive days; and/or (c) a C-
reactive protein (CRP) level and platelet count above the upper limits of normal (ULN), AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Population criteria:

o Patient must be under 18 years of age.

The following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:

(a) the date of assessment of severe active systemic juvenile idiopathic arthritis.

The following reports must be documented in the patient's medical records where appropriate:

(a) pathology reports detailing C-reactive protein (CRP) level and platelet count.

The most recent systemic juvenile idiopathic arthritis assessment must be no more than 4 weeks old at the time of

application.

At the time of authority application, the medical practitioner must request the appropriate number of vials of appropriate

strength to provide sufficient drug, based on the weight of the patient, for two infusions (one month's supply). A separate

authority approval is required for each strength requested.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to

recommence therapy with this drug, must be accompanied by details of the evidence of a response to the patient's most

recent course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

The assessment of the patient's response to the most recent course of biological medicine must be conducted following a
minimum of 12 weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response
assessment is not conducted within these timeframes, the patient will be deemed to have failed that most recent course of
treatment in this treatment cycle.

If a patient fails to demonstrate a response to 2 courses of treatment with this drug they will not be eligible to receive further
PBS-subsidised treatment with this drug for this condition in the current treatment cycle. A serious adverse reaction of a
severity requiring permanent withdrawal of treatment is not considered as a treatment failure.

Authority Required

Systemic juvenile idiopathic arthritis

Treatment Phase: Balance of supply for Initial treatment - Initial 1 (new patient) or Initial 2 (retrial or recommencement of
treatment after a break of less than 12 months) or Initial 3 (recommencement of treatment after a break of more than 12
months)

Clinical criteria:

e 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

o Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (retrial or
recommencement of treatment after a break of less than 12 months) restriction to complete 16 weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under Initial 3 (recommencement of
treatment after a break of more than 12 months) restriction to complete 16 weeks treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks therapy available under Initial 1, 2 or 3
treatment.

Treatment criteria:
¢ Must be treated by a rheumatologist; OR
e Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

tocilizumab 80 mg/4 mL injection, 4 mL vial
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tocilizumab 200 mg/10 mL injection, 10 mL vial
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tocilizumab 400 mg/20 mL injection, 20 mL vial
1482B Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 399.39 ° Actemra [RO] = Avtozma [EW]

TOCILIZUMAB
Note TREATMENT OF PATIENTS WITH SEVERE ACTIVE JUVENILE IDIOPATHIC ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed with the indication of severe
active juvenile idiopathic arthritis.

Where the term 'biological medicine' appears in notes and restrictions, it refers to any PBS benefit where the PBS indication
specifies: Severe active juvenile idiopathic arthritis. Some benefits are not biological medicines, but are small molecules.
However, for administrative purposes, these benefits are included within the term "biological medicine".

Treatment cycles:

From 1 December 2023, a patient receiving PBS-subsidised biological medicine is considered to be in a treatment cycle
where they may switch 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.

Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been
completed and there must be a 12-month break in PBS-subsidy from all biological medicines with the PBS indication 'severe
active juvenile idiopathic arthritis' before starting a new treatment cycle.

The length of a treatment break is measured from the date the most recent treatment with PBS-subsidised biological
medicine was prescribed 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 immediately prior to 1 December 2023 is considered to be in
their first cycle as of 1 December 2023. A patient who has had a break in biological medicine treatment of at least 12 months
immediately prior to making a new application, on or after 1 December 2023, will commence a new treatment cycle under
the Initial 3 treatment restriction.

Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break
in therapy of less than 12 months has occurred a further course of treatment may be commenced within the same treatment
cycle.

Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break
in therapy of more than 12 months has occurred a new treatment cycle must be commenced.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

Prescribing under the correct "Treatment Phase' listing for the authority application:

(1) Initial treatment.

Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for 'severe active
juvenile idiopathic arthritis'.

(2) Continuing treatment.

Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing
treatment to precede initial treatment. An authority application for continuing treatment is not to be made on the same day as
initial treatment.

(3) Changing therapy.

Apply under the 'Initial 2' treatment listing. The indices of disease severity (joint count) or the prior non-biological medicine
therapy requirements will not need to be restated, except if the patient has had a break in therapy of more than 12 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 change to a particular biological medicine if it has failed to provide the patient with an adequate
response within the same treatment cycle. A response assessment to the preceding supply of biological medicine must
accompany the initial 2 authority application.

(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 provided 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 provided within a
treatment cycle and the eligibility for continuing treatment should be assessed according to the revised baseline
measurement.

(5) Recommencement of treatment after a 12-month break in PBS-subsidised therapy.

Apply under the 'Initial 3' treatment listing.

(6) Withdrawal of treatment after sustained remission.
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Note

Note

Note

Withdrawal of treatment with biological medicine should be considered in a patient who has achieved and sustained
complete remission of disease for 12 months. An assessment of demonstration of response to the current treatment should
be conducted at the time treatment is ceased and the results retained in the patient's records. These results must be
provided to Services Australia if subsequent authority applications are required.

Biosimilar prescribing policy

Prescribing of a biosimilar brand where available is encouraged for treatment naive patients.

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).

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).

Note

Authority Required

Severe active juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)

Treatment criteria:

e 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 not have received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have demonstrated severe intolerance of, or toxicity due to, methotrexate; OR

¢ Patient must have demonstrated failure to achieve an adequate response to 1 or more of the following treatment
regimens: (i) oral or parenteral methotrexate at a dose of at least 15 mg per square metre weekly, alone or in
combination with oral or intra-articular corticosteroids, for a minimum of 3 months; (ii) oral or parenteral methotrexate at a
dose of 20 mg weekly, alone or in combination with oral or intra-articular corticosteroids, for a minimum of 3 months; (iii)
oral methotrexate at a dose of at least 10 mg per square metre weekly together with at least 1 other disease modifying
anti-rheumatic drug (DMARD), alone or in combination with corticosteroids, for a minimum of 3 months, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be under 18 years of age.

Severe intolerance to methotrexate is defined as intractable nausea and vomiting and general malaise unresponsive to

manoeuvres, including reducing or omitting concomitant non-steroidal anti-inflammatory drugs (NSAIDs) on the day of

methotrexate administration, use of folic acid supplementation, or administering the dose of methotrexate in 2 divided doses
over 24 hours.

Toxicity due to methotrexate is defined as evidence of hepatotoxicity with repeated elevations of transaminases, bone
marrow suppression temporally related to methotrexate use, pneumonitis, or serious sepsis.

If treatment with methotrexate alone or in combination with another DMARD is contraindicated according to the relevant
TGA-approved Product Information, details must be documented in the patient's medical records.

If intolerance to treatment develops during the relevant period of use, which is of a severity necessitating permanent
treatment withdrawal, details of this toxicity must be documented in the patient's medical records.

The following criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at the time
of the initial application:

a) an active joint count of at least 10 active (swollen and tender) joints; or

b) an active joint count of at least 2, affecting the following joints: elbow, wrist, knee, ankle, shoulder, and hip; or

c) active arthritis affecting the cervical spine or temporomandibular joint; or

d) at least 2 separate episodes of oral or intra-articular corticosteroids use within 12 months to control flares of disease; or
(e) development/worsening of erosive disease due to active arthritis.

The assessment of response to prior treatment must be documented in the patient's medical records.

The joint count assessment must be performed preferably whilst still on DMARD treatment, but no longer than 4 weeks
following cessation of the most recent prior treatment.

The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:

(a) the date of assessment of severe active juvenile idiopathic arthritis; and

(b) details of prior treatment including dose and duration of treatment.

At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority approval is
required for each strength requested. Up to a maximum of 3 repeats will be authorised.

The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12
weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not
conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle.
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.

Use of alternative DMARD:s in children is dependent on approval by the Therapeutic Goods Administration as age
restrictions may apply.

—_— e~~~

Authority Required
Severe active juvenile idiopathic arthritis
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Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 12 months)

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 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

e Patient must not receive more than 16 weeks of treatment under this restriction.

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 10

active joints; or

(b) a reduction in the number of the following active joints, from at least 2, by at least 50%: elbow, wrist, knee, ankle,

shoulder, and hip; or

(c) an improvement from baseline by at least 50% in the signs and symptoms attributable to active arthritis affecting the

cervical spine or temporomandibular joint; or

(d) at least a 50% reduction from baseline on the frequency of oral or intra-articular corticosteroids use to control flares of

disease associated with active arthritis; or

(e) an improvement from baseline by at least 50% in the signs and symptoms attributable to active arthritis affecting joint(s)

with erosive disease.

The assessment of response to treatment must be documented in the patient's medical records.

At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate

strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority approval is

required for each strength requested. Up to a maximum of 3 repeats will be authorised.

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.

The assessment of the patient's response to the most recent course of biological medicine must be conducted following a

minimum of 12 weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response

assessment is not conducted within these timeframes, the patient will be deemed to have failed that most recent course of

treatment in this treatment cycle.

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 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 they will not be eligible to receive further

PBS-subsidised biological medicine therapy in this treatment cycle.

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

12 months)

Treatment criteria:

e 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 previously received PBS-subsidised treatment with a biological medicine for this condition, AND

e Patient must have had a break in treatment of 12 months or more from the most recently approved PBS-subsidised
biological medicine for this condition, AND

e The condition must have either: (a) a total active joint count of at least 10 active (swollen and tender) joints; (b) at least 2
active major joints; (c) active arthritis affecting the cervical spine or temporomandibular joint; (d) at least 2 separate
episodes of oral or intra-articular corticosteroids use within 12 months to control flares of disease; (e)
development/worsening of erosive disease due to active arthritis, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Active major joints are defined as: elbow, wrist, knee, ankle, shoulder, and hip.

All measurements must be no more than 4 weeks old at the time of this application and must be documented in the patient's

medical records.

Where the baseline active joint count is based on total active joints (i.e. more than 10 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 active major joints, the response must be demonstrated on the total number of active major joints.

At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate

strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority approval is

required for each strength requested. Up to a maximum of 3 repeats will be authorised.
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The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:

(a) the date of assessment of severe active juvenile idiopathic arthritis; and
(b) the date of the last continuing prescription.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to
recommence therapy with this drug, must be accompanied by details of the evidence of a response to the patient's most
recent course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

The assessment of the patient's response to the most recent course of biological medicine must be conducted following a
minimum of 12 weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response
assessment is not conducted within these timeframes, the patient will be deemed to have failed that most recent course of
treatment in this treatment cycle.

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.

Authority Required
Severe active juvenile idiopathic arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological
medicine of less than 12 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more
than 12 months) - balance of supply

Treatment criteria:

¢ Must be treated by a paediatric rheumatologist; OR

e Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.
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 12 months) restriction to complete 16
weeks treatment; OR

o 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 12 months) restriction to complete 16 weeks treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.
tocilizumab 80 mg/4 mL injection, 4 mL vial
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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.

(i) 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 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).
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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:

e 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

o 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

o 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

o Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

e 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 DMARD:s 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 the authority application, medical practitioners should request the appropriate number of vials of appropriate

strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A

separate authority prescription form must be completed for each strength requested.

Up to a maximum of 3 repeats will be authorised.

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 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:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

o 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

e 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-subsidised 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.

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.
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Note

At the time of the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority prescription form must be completed for each strength requested.

Up to a maximum of 3 repeats will be authorised.

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.

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:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

o 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

e The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e 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

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o 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.

At the time of the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority prescription form must be completed for each strength requested.

Up to a maximum of 3 repeats will be authorised.

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
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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.
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: 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) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

e 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

o 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

o 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).

Authority Required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Treatment criteria:

e 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

e Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

e 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
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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 the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority prescription form must be completed for each strength requested.

Up to a maximum of 5 repeats will be authorised.
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:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND
e 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 80 mg/4 mL injection, 4 mL vial

9657G Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 80.97 ° Actemra [RO] = Avtozma [EW]

tocilizumab 200 mg/10 mL injection, 10 mL vial

9658H Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 20071 @ Actemra [RO] = Avtozma [EW]

tocilizumab 400 mg/20 mL injection, 20 mL vial

9659J Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 399.39 2 Actemra [RO] 2 Avtozma [EW]

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:
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(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

(i) 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.
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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).

Authority Required

Severe active juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)

Treatment criteria:

e 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

o 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 DMARDSs, 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 (i)
sulfasalazine at a dose of at least 2 g daily; OR

o 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

o Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 18 years or older.

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 DMARD:s 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
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(i) 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).
At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority prescription form
must be completed for each strength requested. Up to a maximum of 3 repeats will be authorised.
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 to the Department of Human Services 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 the response assessment is not submitted within this 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 Department of Human Services website (www.humanservices.gov.au) has details of the toxicities, including severity,
which will be accepted for the following purposes:
(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. EST 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:

e 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

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

e 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

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 18 years or older.

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
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(i) 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).

At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority prescription form
must be completed for each strength requested. Up to a maximum of 3 repeats will be authorised.

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 to the Department of Human Services 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 to the Department of Human Services 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 the response assessment is not submitted within this 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.

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. EST 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:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

e 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

e 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

o Patient must not receive more than 16 weeks of treatment under this restriction.
Population criteria:

o Patient must be aged 18 years or older.

Active joints are defined as:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
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(i) 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 measures of joint count must be no more than 4 weeks old at the time of this application.
At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority prescription form
must be completed for each strength requested. Up to a maximum of 3 repeats will be authorised.
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 to the Department of Human Services 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 to the Department of Human Services 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 the response assessment is not submitted within this 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. EST 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 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)
- balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o 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

o 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

o 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

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the
Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

Authority Required

Severe active juvenile idiopathic arthritis
Treatment Phase: First continuing treatment
Clinical criteria:

e Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

o 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.

Treatment criteria:
e 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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Population criteria:

o 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

(i) 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).

At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority prescription form
must be completed for each strength requested. Up to a maximum of 5 repeats will be authorised.

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.

—_~ o~ o~ o~

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 authorisation under this restriction should be made using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/hpos)

Alternatively applications for authority to prescribe can 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: Subsequent continuing treatment
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.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Population criteria:

o Patient must be at least 18 years of age.

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) 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

(i) 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 authorisation under this restriction should be made using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/hpos)

Alternatively applications for authority to prescribe can 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

Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment; OR

o 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

e The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions.
Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

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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tocilizumab 80 mg/4 mL injection, 4 mL vial

10081N Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 80.97 ° Actemra [RO] = Avtozma [EW]

tocilizumab 200 mg/10 mL injection, 10 mL vial

10058J Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 200.71 2 Actemra [RO] 2 Avtozma [EW]

tocilizumab 400 mg/20 mL injection, 20 mL vial

10072D Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 0 0.00 399.39 2 Actemra [RO] 2 Avtozma [EW]

TOFERSEN

Note The ALS Functional Rating Scale - Revised (ALSFRS-R) can be accessed online at:
www.mdcalc.com/calc/10166/revised-amyotrophic-lateral-sclerosis-functional-rating-scale-alsfrs-r or
https://neurotoolkit.com/alsfrs-r/

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

Amyotrophic lateral sclerosis
Treatment Phase: Extended first continuing treatment (additional 3 doses)
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 not have demonstrated an adequate response to treatment with this drug for this condition, AND
Patient must not have undergone a tracheostomy, AND

Patient must not have experienced respiratory failure, AND

Patient must not be receiving palliative (end of life) care, AND

The treatment must be given concomitantly with best supportive care (including riluzole where appropriate) for this
condition, AND

Patient must not be receiving concomitant treatment with edaravone for this condition.

Treatment criteria:

Must be treated by a specialist with expertise in the diagnosis and management of amyotrophic lateral sclerosis.

Reassessment of response must be conducted after the additional three months of therapy to determine the patient's
eligibility for further treatment.

If this reassessment is not undertaken, the patient will not be eligible for ongoing treatment.

All the assessments of response must be documented in the patient's medical records.

Patient may qualify for this treatment phase once only.

Adequate response to treatment is defined as any improvement or stabilisation (no more than 20% decline) from baseline
score of ALSFRS-R.

Tofersen 100 mg/15 mL injection, 15 mL vial

15528G Max.Qty Packs  No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 2 0.00 28400.00  Qalsody [BD]

TOFERSEN

Note The ALS Functional Rating Scale - Revised (ALSFRS-R) can be accessed online at:
www.mdcalc.com/calc/10166/revised-amyotrophic-lateral-sclerosis-functional-rating-scale-alsfrs-r or
https://neurotoolkit.com/alsfrs-r/

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

Amyotrophic lateral sclerosis
Treatment Phase: Subsequent continuing treatment
Clinical criteria:

Patient must have previously received PBS-subsidised treatment with this drug for this condition under the first continuing
treatment, the extended first continuing treatment or the grandfather treatment restriction, AND
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¢ Patient must have demonstrated an adequate response to treatment defined as any improvement or stabilisation in the
ALSFRS-R score (i.e. no more than a 20% decline from the baseline ALSFRS-R score), if they have received treatment
under the first continuing or extended first continuing restriction; OR

¢ Patient must have demonstrated a clinical benefit from treatment, based on clinician judgment, within 12 months of
treatment initiation, if they have received treatment under the grandfather listing, AND

o Patient must not have undergone a tracheostomy, AND
¢ Patient must not have experienced respiratory failure, AND
¢ Patient must not be receiving palliative (end of life) care, AND

¢ The treatment must be given concomitantly with best supportive care (including riluzole where appropriate) for this
condition, AND

¢ Patient must not be receiving concomitant treatment with edaravone for this condition.

Treatment criteria:

e Must be treated by a specialist with expertise in the diagnosis and management of amyotrophic lateral sclerosis.
Authority Required

Amyotrophic lateral sclerosis

Treatment Phase: Grandfather arrangements - Transitioning from non-PBS to PBS-subsidised treatment

Clinical criteria:

¢ Patient must have received non-PBS-subsidised treatment with this drug for this PBS indication prior to 1 October 2026,
AND

¢ Patient must have had one or more clinical symptoms of amyotrophic lateral sclerosis prior to commencing non-PBS-
subsidised treatment with this drug, AND

e The condition must have been diagnosed by a neurologist, AND

e The condition must have a confirmed pathogenic (class 5) or likely pathogenic (class 4) superoxide dismutase 1 (SOD1)
gene variant, AND

¢ Patient must not have undergone a tracheostomy, AND

o Patient must not have experienced respiratory failure, AND

¢ Patient must not be receiving palliative (end of life) care, AND

¢ The treatment must be given concomitantly with best supportive care (including riluzole where appropriate) for this
condition, AND

e Patient must not be receiving concomitant treatment with edaravone for this condition.

Treatment criteria:

e Must be treated by a specialist with expertise in the diagnosis and management of amyotrophic lateral sclerosis.

The date and details of the patient's genetic testing confirming the presence of the SOD1 pathogenic gene variant must be

documented in the patient's medical records.

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 Subsequent continuing treatment criteria.

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

Tofersen 100 mg/15 mL injection, 15 mL vial
15532L Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer
1 5 000  28400.00 Qalsody [BD]

TOFERSEN

Note The ALS Functional Rating Scale - Revised (ALSFRS-R) can be accessed online at:
www.mdcalc.com/calc/10166/revised-amyotrophic-lateral-sclerosis-functional-rating-scale-alsfrs-r or
https://neurotoolkit.com/alsfrs-r/

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

Amyotrophic lateral sclerosis
Treatment Phase: Initial treatment
Clinical criteria:

¢ Patient must have/have had one or more clinical symptoms of amyotrophic lateral sclerosis prior to commencing
treatment with this drug, AND

e The condition must have been diagnosed by a neurologist, AND

e The condition must have a confirmed pathogenic (class 5) or likely pathogenic (class 4) superoxide dismutase 1 (SOD1)
gene variant, AND

e Patient must not have undergone a tracheostomy, AND
¢ Patient must not have experienced respiratory failure, AND

¢ The treatment must be given concomitantly with best supportive care (including riluzole where appropriate) for this
condition, AND
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¢ Patient must not be receiving concomitant treatment with edaravone for this condition.
Treatment criteria:
o Must be treated by a specialist with expertise in the diagnosis and management of amyotrophic lateral sclerosis.
The following must be documented in the patient's medical records:
a) date and details of the patient's genetic testing confirming the presence of the SOD1 pathogenic gene variant; and
b) baseline score of Amyotrophic Lateral Sclerosis Functional Rating Scale - Revised (ALSFRS-R) at treatment initiation.
Authority Required
Amyotrophic lateral sclerosis
Treatment Phase: First continuing treatment
Clinical criteria:
¢ Patient must have previously received PBS-subsidised treatment with this drug for this condition under the initial
treatment restriction, AND
o Patient must not have undergone a tracheostomy, AND
e Patient must not have experienced respiratory failure, AND
¢ Patient must not be receiving palliative (end of life) care, AND
e The treatment must be given concomitantly with best supportive care (including riluzole where appropriate) for this
condition, AND
¢ Patient must not be receiving concomitant treatment with edaravone for this condition.
Treatment criteria:
e Must be treated by a specialist with expertise in the diagnosis and management of amyotrophic lateral sclerosis.
Assessment of response must be conducted after 6 months of the first continuing treatment (i.e. at 12 months from
treatment initiation).
If a response to treatment cannot be demonstrated at this assessment, prescribers may apply for up to a maximum of three
months (i.e. 2 repeats) of additional continuing treatment under the extended first continuing treatment phase to verify non-
response.
Reassessment of response must be conducted after the additional three months of therapy to determine the patient's
eligibility for further treatment.
If this reassessment is not undertaken, the patient will not be eligible for ongoing treatment.
All the assessments of response must be documented in the patient's medical records.
Adequate response to treatment is defined as any improvement or stabilisation (no more than 20% decline) from baseline
score of ALSFRS-R.
Tofersen 100 mg/15 mL injection, 15 mL vial
15538T Max.Qty Packs No. of Rpts Premium$  DPMQ$ Brand Name and Manufacturer

1 6 0.00 28400.00  Qalsody [BD]
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EDARAVONE
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.

Authority Required
Amyotrophic lateral sclerosis
Treatment Phase: Continuing treatment
Clinical criteria:
¢ Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND
¢ Patient must not have undergone a tracheostomy, AND
e Patient must not have experienced respiratory failure, AND
¢ Patient must not be receiving concomitant treatment with tofersen for this condition.
edaravone 30 mg/20 mL injection, 10 x 20 mL ampoules
14806G Max.Qty Packs  No. of Rpts Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

2 2 0.00 *4583.24  25.00 Radicava [TB]

EDARAVONE

Caution Hypersensitivity reactions and cases of anaphylaxis have been reported following the administration of edaravone. Patients
should be monitored carefully for hypersensitivity reactions following administration. For more information on administration
schedule, refer to the approved Therapeutic Goods Administration (TGA) Product Information.

Note The ALS Functional Rating Scale - Revised (ALSFRS-R) can be accessed online at:
www.mdcalc.com/calc/10166/revised-amyotrophic-lateral-sclerosis-functional-rating-scale-alsfrs-r or
https://neurotoolkit.com/alsfrs-r/

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.

Authority Required

Amyotrophic lateral sclerosis

Treatment Phase: Initial treatment

Clinical criteria:

e The condition must be/have been diagnosed by a neurologist, AND

¢ Patient must not have had symptoms for more than 2 years prior to commencing therapy with this drug, AND

¢ Patient must have at least 80 percent of predicted forced vital capacity (FVC) or slow vital capacity (SVC) within the 2
months prior to commencing therapy with this drug, AND

¢ Patient must not require assistance with eating or ambulation prior to commencing treatment with this drug, AND

e Patient must have at least two points on each individual item of the ALS Functional Rating Scale - Revised (ALSFRS-R)
score prior to commencing therapy with this drug, AND

e Patient must not have undergone a tracheostomy, AND
¢ Patient must not have experienced respiratory failure, AND
e Patient must not be receiving concomitant treatment with tofersen for this condition.

The date of diagnosis, the date and results of spirometry (in terms of percent of predicted forced vital capacity or slow vital
capacity) must be supplied with the initial authority application.

Prescribers must request a quantity sufficient to cover one month per dispensing, in accordance with the patient's treatment
cycle. Prescribers must request a smaller number of units than the listed maximum quantity units if it is adequate for the
patient's needs.
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Note Patients who are receiving non-PBS-subsidised treatment with this drug (Grandfathered patients) may transition to PBS-
subsidised treatment through the initial treatment phase, provided they met the eligibility criteria at the time treatment was
commenced. To continue PBS-subsidised treatment, after accessing the initial PBS-subsidised therapy, a Grandfathered
patient must qualify under the continuing treatment restriction.

edaravone 30 mg/20 mL injection, 10 x 20 mL ampoules
15334C Max.Qty Packs No.of Rpts  Premium$ DPMQ$ MRVSNS$ Brand Name and Manufacturer
2.8000000000000003 0 0.00 *6396.85 25.00 Radicava [TB]
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	Comprehensive Summary of Changes
	General Pharmaceutical Benefits
	ABEMACICLIB
	abemaciclib 50 mg tablet, 56
	abemaciclib 100 mg tablet, 56
	abemaciclib 150 mg tablet, 56

	ADALIMUMAB
	adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
	adalimumab 20 mg/0.4 mL injection, 0.4 mL syringe

	ASCIMINIB
	asciminib 20 mg tablet, 60
	asciminib 40 mg tablet, 60

	ASCIMINIB
	asciminib 20 mg tablet, 60
	asciminib 40 mg tablet, 60

	ASCIMINIB
	asciminib 40 mg tablet, 60

	CICLOSPORIN
	Ciclosporin 0.1% eye drops, 2 mL

	DASATINIB
	dasatinib 20 mg tablet, 60
	dasatinib 50 mg tablet, 60
	dasatinib 70 mg tablet, 60
	dasatinib 100 mg tablet, 30

	DASATINIB
	dasatinib 20 mg tablet, 60
	dasatinib 50 mg tablet, 60
	dasatinib 70 mg tablet, 60
	dasatinib 100 mg tablet, 30

	GLYCOMACROPEPTIDE FORMULA WITH DOCOSAHEXAENOIC ACID AND LOW PHENYLALANINE
	glycomacropeptide formula with docosahexaenoic acid and low phenylalanine powder for oral liquid, 30 x 40 g sachets

	IMATINIB
	imatinib 600 mg tablet, 30

	IMATINIB
	imatinib 400 mg tablet, 30
	imatinib 400 mg capsule, 30

	IMATINIB
	imatinib 100 mg tablet, 60
	imatinib 100 mg capsule, 60

	IMATINIB
	imatinib 600 mg tablet, 30

	IMATINIB
	imatinib 100 mg tablet, 60
	imatinib 100 mg capsule, 60

	IMATINIB
	imatinib 400 mg tablet, 30
	imatinib 400 mg capsule, 30

	MODAFINIL
	modafinil 100 mg tablet, 60

	NILOTINIB
	nilotinib 150 mg capsule, 120
	nilotinib 200 mg capsule, 120

	NILOTINIB
	nilotinib 150 mg capsule, 120
	nilotinib 200 mg capsule, 120

	PONATINIB
	ponatinib 15 mg tablet, 60
	ponatinib 45 mg tablet, 30

	RIBOCICLIB
	ribociclib 200 mg tablet, 21

	RIBOCICLIB
	ribociclib 200 mg tablet, 42

	SUNITINIB
	sunitinib 12.5 mg capsule, 28
	sunitinib 25 mg capsule, 28
	sunitinib 37.5 mg capsule, 28
	sunitinib 50 mg capsule, 28

	TACROLIMUS
	Tacrolimus 0.1% ointment, 30 g

	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 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 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 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 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 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

	TRIPTORELIN
	triptorelin 3.75 mg injection [1 vial] (&) inert substance diluent [2 mL ampoule], 1 pack


	Highly Specialised Drugs Program (Private Hospital)
	DUPILUMAB
	dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes
	dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL pen devices

	DUPILUMAB
	dupilumab 300 mg/2 mL injection, 2 x 2 mL pen devices
	dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes

	ECULIZUMAB
	eculizumab 300 mg/30 mL injection, 30 mL vial

	ECULIZUMAB
	eculizumab 300 mg/30 mL injection, 30 mL vial

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 21
	lenalidomide 10 mg capsule, 21
	lenalidomide 15 mg capsule, 21
	lenalidomide 20 mg capsule, 21
	lenalidomide 25 mg capsule, 21

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 21
	lenalidomide 10 mg capsule, 21
	lenalidomide 15 mg capsule, 21
	lenalidomide 20 mg capsule, 21
	lenalidomide 25 mg capsule, 21

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 21
	lenalidomide 10 mg capsule, 21
	lenalidomide 15 mg capsule, 21
	lenalidomide 20 mg capsule, 21
	lenalidomide 25 mg capsule, 21

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 21
	lenalidomide 10 mg capsule, 21
	lenalidomide 15 mg capsule, 21
	lenalidomide 20 mg capsule, 21
	lenalidomide 25 mg capsule, 21

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 21
	lenalidomide 10 mg capsule, 21
	lenalidomide 15 mg capsule, 21
	lenalidomide 20 mg capsule, 21
	lenalidomide 25 mg capsule, 21

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 21
	lenalidomide 10 mg capsule, 21
	lenalidomide 15 mg capsule, 21
	lenalidomide 20 mg capsule, 21
	lenalidomide 25 mg capsule, 21

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 21
	lenalidomide 10 mg capsule, 21
	lenalidomide 15 mg capsule, 21
	lenalidomide 20 mg capsule, 21
	lenalidomide 25 mg capsule, 21

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 28
	lenalidomide 10 mg capsule, 28
	lenalidomide 15 mg capsule, 28

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 14
	lenalidomide 10 mg capsule, 14
	lenalidomide 15 mg capsule, 14
	lenalidomide 20 mg capsule, 14
	lenalidomide 25 mg capsule, 14

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 21
	lenalidomide 10 mg capsule, 21

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 21
	lenalidomide 10 mg capsule, 21
	lenalidomide 15 mg capsule, 21
	lenalidomide 20 mg capsule, 21

	OMALIZUMAB
	omalizumab 150 mg/mL injection, 1 mL syringe
	Omalizumab 150 mg/mL injection, 1 mL pen device

	OMALIZUMAB
	omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe
	Omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device

	OMALIZUMAB
	omalizumab 150 mg/mL injection, 1 mL syringe
	Omalizumab 150 mg/mL injection, 1 mL pen device

	POMALIDOMIDE
	pomalidomide 1 mg capsule, 21
	pomalidomide 2 mg capsule, 21
	pomalidomide 3 mg capsule, 21
	pomalidomide 4 mg capsule, 21

	RAVULIZUMAB
	ravulizumab 300 mg/3 mL injection, 3 mL vial
	ravulizumab 1.1 g/11 mL injection, 11 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOFERSEN
	Tofersen 100 mg/15 mL injection, 15 mL vial

	TOFERSEN
	Tofersen 100 mg/15 mL injection, 15 mL vial

	TOFERSEN
	Tofersen 100 mg/15 mL injection, 15 mL vial


	Highly Specialised Drugs Program (Public Hospital)
	DUPILUMAB
	dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL syringes
	dupilumab 200 mg/1.14 mL injection, 2 x 1.14 mL pen devices

	DUPILUMAB
	dupilumab 300 mg/2 mL injection, 2 x 2 mL pen devices
	dupilumab 300 mg/2 mL injection, 2 x 2 mL syringes

	ECULIZUMAB
	eculizumab 300 mg/30 mL injection, 30 mL vial

	ECULIZUMAB
	eculizumab 300 mg/30 mL injection, 30 mL vial

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 21
	lenalidomide 10 mg capsule, 21
	lenalidomide 15 mg capsule, 21
	lenalidomide 20 mg capsule, 21
	lenalidomide 25 mg capsule, 21

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 21
	lenalidomide 10 mg capsule, 21
	lenalidomide 15 mg capsule, 21
	lenalidomide 20 mg capsule, 21
	lenalidomide 25 mg capsule, 21

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 21
	lenalidomide 10 mg capsule, 21
	lenalidomide 15 mg capsule, 21
	lenalidomide 20 mg capsule, 21
	lenalidomide 25 mg capsule, 21

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 21
	lenalidomide 10 mg capsule, 21
	lenalidomide 15 mg capsule, 21
	lenalidomide 20 mg capsule, 21
	lenalidomide 25 mg capsule, 21

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 21
	lenalidomide 10 mg capsule, 21
	lenalidomide 15 mg capsule, 21
	lenalidomide 20 mg capsule, 21
	lenalidomide 25 mg capsule, 21

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 21
	lenalidomide 10 mg capsule, 21
	lenalidomide 15 mg capsule, 21
	lenalidomide 20 mg capsule, 21
	lenalidomide 25 mg capsule, 21

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 21
	lenalidomide 10 mg capsule, 21
	lenalidomide 15 mg capsule, 21
	lenalidomide 20 mg capsule, 21
	lenalidomide 25 mg capsule, 21

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 28
	lenalidomide 10 mg capsule, 28
	lenalidomide 15 mg capsule, 28

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 14
	lenalidomide 10 mg capsule, 14
	lenalidomide 15 mg capsule, 14
	lenalidomide 20 mg capsule, 14
	lenalidomide 25 mg capsule, 14

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 21
	lenalidomide 10 mg capsule, 21

	LENALIDOMIDE
	lenalidomide 5 mg capsule, 21
	lenalidomide 10 mg capsule, 21
	lenalidomide 15 mg capsule, 21
	lenalidomide 20 mg capsule, 21

	OMALIZUMAB
	omalizumab 150 mg/mL injection, 1 mL syringe
	Omalizumab 150 mg/mL injection, 1 mL pen device

	OMALIZUMAB
	omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe
	Omalizumab 75 mg/0.5 mL injection, 0.5 mL pen device

	OMALIZUMAB
	omalizumab 150 mg/mL injection, 1 mL syringe
	Omalizumab 150 mg/mL injection, 1 mL pen device

	POMALIDOMIDE
	pomalidomide 1 mg capsule, 21
	pomalidomide 2 mg capsule, 21
	pomalidomide 3 mg capsule, 21
	pomalidomide 4 mg capsule, 21

	RAVULIZUMAB
	ravulizumab 300 mg/3 mL injection, 3 mL vial
	ravulizumab 1.1 g/11 mL injection, 11 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOCILIZUMAB
	tocilizumab 80 mg/4 mL injection, 4 mL vial
	tocilizumab 200 mg/10 mL injection, 10 mL vial
	tocilizumab 400 mg/20 mL injection, 20 mL vial

	TOFERSEN
	Tofersen 100 mg/15 mL injection, 15 mL vial

	TOFERSEN
	Tofersen 100 mg/15 mL injection, 15 mL vial

	TOFERSEN
	Tofersen 100 mg/15 mL injection, 15 mL vial


	Highly Specialised Drugs Program (Community Access)
	EDARAVONE
	edaravone 30 mg/20 mL injection, 10 x 20 mL ampoules

	EDARAVONE
	edaravone 30 mg/20 mL injection, 10 x 20 mL ampoules




