Pfizer Australia @

38 - 42 Wharf Road
West Ryde NSW 2114
Australia

5 April 2016
Department of Health
GPO Box 9848
Canberra ACT 2601

Via email: PBSpostmarket@health.qov.au

To whom it may concern,
RE: Public Consultation on the Pharmaceutical Benefits Advisory Committee (PBAC) Guidelines Review

Thank you for providing Pfizer Australia with the opportunity to comment on the draft, revised PBAC Guidelines
Version 5.0.

Pfizer Australia is one of Australia’s leading providers of prescription medicines and consumer health products.
We deliver medicines and vaccines that millions of Australians use every day to live longer, healthier and more
productive lives. We are proud of the active role we play in Australia’s health system.

Pfizer Australia supports the Government's review of the PBAC Guidelines. Guidelines that remain
contemporary, comprehensive and world’s best practice ultimately help ensure Australians have timely access to
safe, clinically proven and cost-effective medicines, while safeguarding the sustainability of the Pharmaceutical
Benefits Scheme so it can benefit future generations.

Pfizer Australia is a member of Medicines Australia (MA), the peak body representing innovative pharmaceutical
companies in Australia and was involved in the preparation of MA’s submission to this Review. We support
MA’s submission and encourage the Department of Health to carefully consider the evidence and analysis
presented within.

Pfizer Australia’s submission (Attachment 1) builds on the key themes outlined in MA’s submission. Given the
page limitations for submissions, we have chosen to focus on four key areas of concern: choice of
comparator(s); disease-specific considerations for vaccines, rare diseases and oncology; evidentiary
requirements; and PBAC decision making criteria.

Thank you again for the opportunity to make a submission to this Review. We are available at any time to
provide further information, as required.

Yours sincerely;

Director A & Public Affairs

www.pfizer.com.au



ne'woo1azid -mmm

‘gonoeld ul suloipaw pasodoud
ay) yym aoedal Aj@y1| 1sow pjnom
siaquosald yey; Adelay) ay) ag pjnoys
Jojeledwod urew ay} yey} Aj1oads o}

0°G UOISISA Jelp ul aouepinb ay) asiney e

"MBIASY SIY} 0} UoIssiWgns
118y} Ul anssl sy} Uo AleluswiwoD
pa|ie1ap S BI[BJjSNy S8UIDIPa|\ JepISUuo) e

‘Awouoos 1no ul uoieAouul buibeinosus uo snooy

paje)s s JUsWUIBA09) 8y} Ylm SppPo Je Ajjoym ‘uoisuslxa Aq ‘Os|e alojaiay}
SI}] "SUIDIPaW SUWIOS 10} Juswasinguial 3aas 0} siosuods Buibeinoosip
Ag eljelisny Ul SBUIDIPSW MBU SAIBAOUUI O} SS900E 3|geploe pue

Kpwin uo joedwi jueoyiubis B aAeY pinod juswalinbal siy} ‘paonpo.iul 4|

"Jojeledwoo aAIsuadxe jses| ay) ‘Jnejep

Aq ‘sAemje jou s ‘Joremoy ‘eonoeld [eoluljo Ul 81ed Jo piepuels ay |
"eonoeld [eoIul0 Ul 8180 JO pJepuUE]s 8y) SNSIBA S[ell} [e21UljD pasiwopuel
10811p 10} dousIslald B sessaldxe g uonoag ‘Jenoiled u| "z uooasg
Japun pspiAold sauliepIinb ay} Yiim jusisisuooul sijuswialinbal siy

‘9|gBUIBISNS pUB ‘BUIDIpaW MaU SAllBAOUUl Ue Aq Jybnouq

anjeA ay} bunos|jal ‘iey yjoq si jeyy ao1d e Buisn ssauaA}oays }s0d
S]eJ)SUOWBP 0} SI0SUOdS 10} JNOILIP ) Syew Os|e ||Im Jojesedwod ulew sy}
SE auIIpaW aAljeuUIa)e aAIsuadxa jsea| ay} asn slosuods ey} Bulinbay

"JolIgul-uou Jo Jouadns si auloipaw mau pasodoud

1194} 1BY} MOYS 0} Josuods e 1o} }noiuip AJSA 1l 9w ||IM 82USPIAS

1o AljswiwiAse siy| -suloipaw mau pasodold sy Jo 1ey; uey; Ajijenb Jaiood
KjoAnea. Jo alojaisy) pue Japjo yonw Ajjensn s| 8seq aouspIAs s)| ‘dwl} Jo
poliad a|geiapIsuod e 10} (Sgd) sweyos siijouag |eonnadseuwleyd syl uo
pajsl| Usaq Sey ey} auo Ua)o SI suldIipall aAleUIs)e aAIsUadxa jses| ay |

"auIoIpaWL

aAneUIB)[e SAISUSdXe Jses| 8y 0} Jojesedwod Ulew B Jo Uojoa|as s

ywil 0} (Ovad) @eniwwod AlosiApy sjiyeuag [edlnadsewleyd ayj Joj 1oy
a1 Ul Siseq e sl aiay] 8Asl|aq Jou op am ‘Ajjeonioadg "iojeledwoo uew
3y JO Uonoajas ay) uo aduepinb pasiAal 8Y) JO | UOID8S Ul pauljino 66/
1oV yj/esH euonen 8y} Jo (Ve)L0L uonoss jo uonejaidisiul ay) yym saibe
10U S80p EBljBlISNY JozZljd ‘UOISSIWGNS S BI[BJISNY SBUIDIPS\ YlIM aul| U]

"J0jeledwod uew

8y} se pajosles aq 0} suloipaw
SAljeUIB) e BAISUBAXS ISED),

8y} Joj soualayaid Buouls e ssaidxa
sauljepinb Jelp pasinal ay L L

uonePUAWILIOIDY

joeduwy / :o_ﬁ__._uwuo

{(s)103eredwiod jo asioyo

sauljapIng Jygd PasiAal Jeldp a3 Uuo uoieynsuo) algnd s,YyjjesH jo juswiiedaq ayj o} uoissiwqng

I INJINHOV 1LV




ne‘woo 1azyd mmm

‘sJ0)jesedwod
2Inny, asAjeue pue 1o} Junoosoe
0] sJosuods 10} Juswalinbal ay) anoway

‘sauloIpsWw Mau
aAjeAOUUI 0] SS820. Juaned Aejep pjnoo Juswalinbal siy} ‘pasnpouul |

‘uoslledwood o1WoU0os Ue apiAcid 0] 8|geun aq [|Im slosuods ‘s|iejap
Buond siojeledwos 2ininy, 8y} 0} SS90 JNOYNAA ‘[EJUSPLIUOD
ale Dvgd @yl Ag uonenjeas Bulobispun sjuswiiesl Jo) s|iejep bupld e

‘uoneoipul

panoidde o | YV [eul} 8y} wouy siaylp ey} uonejndod jusijed

B Ul Jo ulensoun ‘alnjewlw aq Aew aouapias l1ignd, sy "ulewop

oljlgnd ay) Ul a|ge|ieAe aouspIAS ay) Uo Aol Jsnw Aay) ‘@ouspins
10 8)ins [|n} sJoedwod vy 0} AAld jJou ale siosuods ‘Auejwis e

‘slojeledwoo @2inny, AJjuspl uaAe 0} ajgeun aq Ajay|| ||IM OS saulBwl}
Bunsi| pue uonensibal sioyedwoo Jisy) 0} AALd Jjou ale slosuodg e

:asneoaq Juswalinbal siy) yum Adwoo
0] 8|ge aq ||IM Josuods e ‘wa)sAs Jualind 8y} Jepun ‘moy Jesjoun st

([914v] spoos onnadesay] jo
J91s16ay uelelsny 1o Sgd 8y} uo
pajsi| 124 jou ale jey; siojesedwlod

‘1) slojesedwod Bininy,
asAjeue pue 1o} Junodoe 0} palinbal
ag Aew slosuods ‘saseo awlos Uu| I

‘wIou a8y} ueyy Jayel

uondaoxe ay} @q pinoys siy} :palinbal
a.le siojeledwod ulew a|dinw Jayjsym
uo Japisuod 0} sjuiod Jesjd apinold

‘goe|dal 0] Aj@I| 1sow SI

auIoIPaW MaU 8yl Jey} auIdipsw SNOIAQO
ue sl alay) alaym seoue)sul Ul seshjeue
uosledwod adinw Jo uoisnjoul

8y} Joj Juswalinbal sy} srowsy

Uuonepuswiodsy

"90110e.4d [22IUIjD UeljRl)SNY 108} pUB 90USPIAS U0 paseq aq
p|noys siojesedwod s|dinw Jo asn 8y} Jey} sulelulew ueljelisny Jazid
‘Aiessadau skem|e jou si ey AJixajdwos jo Jake| e sppe juswalinbal siy |

"9oUspIAS Jsnqol

Bunnjip Ag Aurepsoun sasealoul sy} ‘Aj@iewn|n "snonoouul AjpAie|a.
u2aQ 8SIMIBYI0 SABY P|NOM JBY] S18S Blep Usamiaq Seous)sisuodul

Jo uoneoydwe ay} 03 pes| ueod siy| ‘suosledwod joalipul o}

paau 8y} sesealoul siojeledwod ajdnnw asAeue o} siosuods Bullinbay

joeduwyj ; uonduosaqg

‘slojesedwod

Jo Jaquinu e jsulebe uoljenjeas
2lWwouoo8 apinoid 0} palinbal aq
MOU [|IM Siosuods ‘sased Auew u| rA

UOISIADY |




ne'woouazid -mmm

‘MaINSY
s1y} 03 (dnoig Buiopn Aysnpu| asessig
aley ay} JO J|eyag uo) uoissiwgns
s,wnydQ ul papincld suolEpUSWIWOI3]

‘suonepuswiwooal [euly pue sbuipul} s maIASl

8y} Jo aseajal 8y} 01 plemioy) Y0oo| ‘alojalayl ‘Opn Jeah jse| weiboud sbnig
Buines a4 8y} Jo mainal 1axlew-}sod s juswiedsq ayy ybnoayy ‘ued

Ul Jses| je ‘passalppe ag pjnom anssi siy} ey padoy pey eljelisny Jaziid

‘sauloIpaw
M3U SAI}BAOUUI 0} SS820E B|gepJoye pue Ajpwil aAleda. Sasess|p

a.lel woly Bulsyns syusijed Bulinsus 0y [e1onlo alojalay) si—saldelay}
aseas|p aJel Jo slosuods Aq paoey) sebus|eyo ay) uoijelapisuod

OJU| S8¥E] 1BYl—SSa00.4d JUBSLISSSSSE 9|qIXa)} 8l0W Y "Sgd dUu}

uo Buisi| Jo} BIISILID SSBUBADSYS-1S00 [Ajjusnbasuod] pue sjuswsalinbal

‘saullepIinb
pasiAal Jjelp 8y} Ul sesess|p

pue sisAjeue ay) JopIsuo) e AlenuspiAe snolobl By} J9aW 0] SjudWiea.l} SEaSIP aled 10} JNJILIP S1}| 2lel Jo UoijuswW ou si alay | S
"sauooenA 1snf o) pajoLysal Juawanoldwl
8q JOU PINOYS 8IUBMOJ[E SIY] Jey) MBIA INO S| 10} WOOJ yonuwl ||i3S S| 48y} sulejulew eljelisny Jaziid ‘JuUslxe awos
) “UOISSILLQNS S, BlRs)SNY SBUIJIPB YliM aul Uf 0] s1y} esiubooal saulpinb jualins ay) ybnoy ] "ssuioipaw uonduosaid
'SIUSWISSSSE Ul SAUIDIBA [Buollipel} ssasse 0] pasn jeyj 0} ABojopoylsw jualayip Ajgesspisuod
10 S)1JBUS] [BI00S PUE DI 0L 10 obuel e salinbal ‘a10jalay)] ‘SaUIDOBA 10} SSBUSAIIDS)S-1S0D JO JUSWSSasSe oy |
[IN} 8Y} JO} JUNODJE 0} SIOSUOdS MOy  Aunwiwi puay,
‘siy) poddns o) souspiA sidwe sapiroid yim uone|ndod Japim e apinoid ued saulodeA ‘sidwexs 104 ‘ainjelall|
aInjessy| EEOQE&c.oo "SBLODINO WLIS) BY} SSOJJE JUSWINJ0P-||am Uda(q aABY Y2IUM JO __m _mm:__mEme [e100s
~BUO| Y SUOUSAISIUI 1O} BUJUNODSID pue 21WOoU028 dAI}Isod Jo Jaquinu e aAey mmc_oo_m> puooag ‘Bununoosip
[eS.2Yp 10} BUMOIE (1) pue 1 e S s s L e
‘saouabe v H Jayjo jo Ajolew ayy ypm > : : : : ) ‘suolUBAIBUI Yieay Jaylo
JUS)SISUOD g 0} d)el JUN0JSIp 8sed askeq pRISISIL|WPE S| SUBDEA B WS USSiSY SABfER Bus) Usyb sie aiey] il 1sowl 0} paledwod ‘SaulddeA Jo
ay1 Buionpail (1) :a|dwexa o} ‘Aq sauiooea ‘auIpaw sainjes; [eJjodwauaiul anbiun ay
Jo anjeA wus) buo| sy} asiuboosy e [euoiipes} 0} paiedwod salnjes) anbiun [elanss Sey UONBUIDOBA asiubooal Jou op saullepinb ay | v

Uonepusatulioday

joeduwij ; uondussag

suoljelapisuo) sy10ads-aseasiq




ne woo 1azyd-mmm

‘s|iejop Jaquinu juaijed jo aoussqge
ay} ul Buuayiejpuelb yym [esp 0} moy

usWabpo| Dvgd JO awi 8y} J8 umouy Jou Ajjensn
ale slaguunu Jualed ‘aiojeley] Bunsi-Sgd pue uolepuswwodsl Jvdd
aAllisod e Usamiaq uni ale ‘Jonpuo) Jo apo) BljeliSNY SauldIps| 8y}

‘Aiddns auipaw pajsi|
-Sgd oo pasayielpuelb aq
0} sjuaned ayj Jo s|iejep apinoid

uo siosuods 0} ouepinb Jayuny SpINOId e | UlIM S0UBPIODOE Ul P}ONPU0D (Sd4d) sweiboid uonesteljiwe }onpold 0] palinbal aq mou |[Im slosuodg 8
"9SESSIp JB|NOSEAOIPIED JO Sl pasealosp
B pue uolessao Buijows ussmiaq yul| paysijgeise-|jom Apealje ayj Jo . i
MaIA8l dews)sAs e apiaoid 0) palinbal g pinoo Josuods e ‘ejdwexa Jo4 paystqelse-jjam Apeaule
s1 diysuolije|al siy) aiaym Uane
‘MaIAal aAnesldnp pue Ayibus)| aiinbal "$se004d UoISSIWIgNS DYgd pauljwealns 'SSWO2]N0 [BUl} pUE SSWOoo)N0
J0U Op Os pue pasiubooal ale sjulodpus 2I0W B 10} 8lISSp Pale]s S JUSWUISA0D) 3U} YlIM SPPO Je ‘8ousssa a1ebouins usamiaq diysuone|al
sjefouns paysijgelse jey} yons ul ‘sl ‘uoIssiwgns e BuidofeAsp UM PSJBIDOSSE 1SO0 PUB 3JOM JO SWNIOA | BU} JO M3IASI dljewa)sAs e apiaold
seulepInb ay) puse ‘wnwiuiW e}y e ay) eseauoul (Ajliessaosuun pue) Ajgelspisuod [[Im juswialinbal siy | 0} palinbal ag mou |Im siosuodg .

sjuawalinbay Ateuaping

-9o110e.1d

1899 Y}IM aul| Ul urewad o} palinbal se
pue Ajejnbai pasnlpe aq ueo saullepinb
ayj 1ey) os xipuadde a|geyipe Ajises

ue se papn|oul 8q p|NOd Uo1Yasgns

siy| -eonoeld jseq juaiind yum subije
yolym ‘uonossgns Japisuod o} syuiod, e
1o Aem Ag spoyjaw juswisnipe [eoisiiels
a|geidasoe uo |ejep Jayuny apiaold

'saulepInb sy} ol 17102 4890300 Ul
pay doysyiom ABojoouo o) ubisap [euy
[BOIUIID Ul JoA0SS0UD Ales jo sabusiiey),

3y} JO SaWo0923n0 8y} ajelodioou|

UOIIEPUSWILIODDY

‘Al)snpul SSoJoe olleusds Uowwod AjBuisealoul ue s siyy jey}
spuejsiepun eljelisny 1aziid ‘suoisioap juswasinquial Aejap Ajpyewn|n
pue suonenobau Buunp Dygd 8yl pue Josuods e usamiaq juswasibesip
0] pea| ued siy] "ubisap [ewy [eoluld 8y} Jo Led se JI9A0SS0UD

apnjoul 1ey} saulipsw anjeA Ajejendoldde oy siqeun aq Aew siosuods
‘(sonoeld 3889 [BUONBUISIUI PUB YOlEasal a)ep-0}-dn Uo paseq aie jey})
spoylew juswisnipe [eansiels ajgeidadde uo asuepinb 1es[o JNOYIAA

joedwy ; uonduosag

‘ABojoouo

10} A|qISus}so ‘s|eu} [ealul|o

Ul JSAOSSO0ID JO BaJE 8U) Ul Yoiessal
9)ep-0}-dn Jsow sy} sousialal

10U op saulepInb pasinal Jjelp ay |

UOISIADY |




S ne-woouazyd-mmm

¢,88922e Jo AJinba Jo sidiounid A8y s,899d

oy yim ubije siyj seop moy ‘os §| ¢ Ajuo sbnip 1s00 ybiy 1o} swayoss

uolnesipisgns e 0} pawlojsuel} Buiag si Sgd au3 1ey3 yons ‘Aoijod
JuswiuIaA0b Ul abueyd e Jussaidal UOLIBIIO SIY} JO UOHIPPE 8y} S80q o
ul vm._mb_mcomowmum__ﬂ_% “__“\,»m:mmwn_,_w_n LIS ELIERE RHE ovgd ol nmwﬂcv_wﬂﬁ_ mw__ww“mw
- .c.o__mEo. _mco:_uum m_,.t J0 esodind 2lgeplioye, sl Jeym Bujuiwisisp ul 8sn Qydd du} ||IM Spoysaly} Jeupy e S B .w_ fpisqns .wm_m_ m.u_o
papusajul 8y} uo Ajue|d Jayuny spInold e :Al[leoioads ‘uoueIo SIY} Uo AJUE[O Jayun) SYe9s BleliSNY Jazljd | @ousasge 8y} ul Ajljigeploye jusied, 0l

elayID Bupjepy uoisioag oved

‘uoissiwgns e Buidojaasp
UM PaJBIDOSSE 1S0O 8U) 8sealoul ||Im juswalinbal siy} ‘1aA0slIol\

‘(¢ s@1nseaw A31|nn Jo sanljiqeqo.d uonisuel)
uo asIApe 0} 9|ge 99 asiuadxa Buljjppow 21wouo028 jnoyim Ladxa

[EDIUIID € [|IM ‘B°8) S|9pOoW JIWLOUO0IS SWOS JO Safixa|dwoo ay} usAlb ‘|opOW O1WOU0D8 38U} seleplleA
Aejnoied ‘Burjjepow o1wouods Ul asipadxa pajelisuowsp Buiney osje pue smalAal Jadxe [edlulo e jey)
Juswialinbal siy} BulAowWSl JOPISUOD e | JNOY}IM [SPOLL DILLIOUODS UB 8)eplieA Ued Ladxa [eoluljo B Moy Jeajoun si }| puswiwooal sauljepInb yelp ay | 6

UOIIBPUBILIOIY 1oedwy ; uonduosaq UoISIASY m #




