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Patenled l\,led c ne Prrces Review Board

333 Lauri€rAvenue Wesl

RE: "Options for Possible Ch.nges to the Pal€rted Medtct es Regutations, 1994 and
th6 Exc.ssiv. PriceGuldelin€s Discussion Paper

Allention: Sec@laru oi lhe Board

Dear Madame Dlpontand Board Members,

on January 31,2004 the Patenied Medicine Prices Review Boad (PMPRB) pesenred s
atest Oiscuss or Paper in the consullat on process on ihe Boad s Excess v€ Prce
Guidellnes and the inp icatons oi lhe Fed€ratcoud Decision in LEO Phalh6.

Astrazene€ Canada lu ly supporls the pos tion paper subhired by canada,s Research
Based Phamaceulica Compafies (Rx&D)toth€ PMPRB Board onrhis matter We
would, however like to emphasize lhe followins po nts with lhe Board.

We have slgnincant concerns regadins lhe lack ot deta I and claity ol the prcposats
outined in the D scussion Paper. As an indusrry memberand srakehotder subject ro the
Board's reoulalory ov6rc ghl, we fee thailho prcposats provided i. the Discusston psper
do nol address the emdoxty.nd inleFrelalednoss ofthe issles. I sdiffcut,ifnol
lmposs b e n some cases lo assess the mpllcations ol the propcats outined in the
Dlscuss on Paperwh le signiijca.t parts ol the proc€ss are stilunder development or have
fot been glven apprcpnab conside€Uon.

"Anv Markel" Prlc6 R€Yi€w

Astrazen€ ca Ca nada echoes Rx&D s @nce m that the Board s cuiienl p rop os at is
lnco.sistenl with ls prevous pos tion, roslated in the Discuss on Paper lhaftev em
conduciedat ihe evelof  a fyma*etshoudbeundenakenona@sebycasebasis .  In  s
May 2007 Slakeho der communiqud, the Boardsad: ..., stakehotders expessed rhe liew
thal if revi€ws are co.ducted at lhe levelofany mad<et, they should be undedEken whee
wa@nted, on a case-by-cse basis. Th. Board agrees wlth thls approach....
lEmphas s add€dl The prcposed amendmentsin $e Dscussion Papercould eadlo
mandatory sub-markel price €v eE ior each DlN.
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Nolonlyissuch a popGal unwatranted and unnecessary il creales sgnificant lncreased
demaMs on both the Boad and induslry membe6. The Elionale and beneliis of mov n9
.way rrom 6 nationa Average Transact on P ce (ATP')toMrds a need lo examine pnces
in56sub-mad(els pefDN have notbeen docunenled, making I diitjcu I to understand or
supporl the needfofa proposa withsuch an increased adnifislElive buden.

lacs9!!!s$clu!E!!.es-
In Asl€Zeneca Canadas view.lhe PMPRB should DoslDono funher consu lalion on this
matter unlila delaied p.oposal, wh ch considers the potenUatimpacl on the introduct on of
innovalive medicines if the lutur€ and to the earyac@ss to iew ptuducts povided by the
speciaLAccess Program (SAP) €n be povided lo slakeho ders. This s particurarrytrue
given the ack of delaj ln lhe curent poposa and ils dependefce on slch undeined
issuesasIhe costs ol maklng and markeling'and the Progressve Licens ng Ffamework,

According to the PMPRB'Sown criterla anyproposed chanoes sholtd bect€ar,
transparentand not overy burd€nsome lo eitherlhe PMPRB of the palentee. B.sed on
ahe aftent tolosal, n Gnrcl be delffiked il the odlired cn4Mes reet tt ee dtena.

Fulrh€rmore, it is nol wilhln lhe PMPRBSmafdale orexpeniselo ecoqnlze the @al
vaue oflhe medlcine", an assessmenl lhat ls, in any event, comp ex multia@tedand
redundantln view of the assessmenls undedaken by olherauthorlies This cleary reaches
beyond lhe staled mandale of lhe Board as eslzbllshed by the Patert,4.l.

FCC Decision - LEO Phama

n AslBzeneca canadas view, ihe FedeEl Coun decson ln IEO Pharna does fot
requ re the Board io makelhe policychEnge announced in ihe Apn 2007 NEWSLetefand
exD o.ed nlhe Oiscussion PEoer.

Ln genera, Astrazene* Canada welcomes changes thatwould remove or red!@ the
disncenlives nlhe Boad s quide ines 1o ofier programs or other benelits thal have the
etrect of proMding access lo medlcin€s or lowe nqpresforstakehod6rc. Th€€fore,
sone o ' theopro 's  pEsened by fe  Boa d n d/h" \e  n  e r

In panicular lhe proposallo explctly exclude th rd pany payer agreements from reporliru
and i@m lhe ca cularion oi lhe ATP is consistent w Ih the Paterred Medi.ines Reaulatians.

Of the two guidelines opUons pr€sented bylhe PMPRB, Opton 2 ofieG a grealer polenlial
for deve opmenl as itrcu d he p lo m tiqate some of the negative impacl of the cutrenl
CP - Adlustment Melhodoloqy. Howevef, we have @ncems about lhe lacl that itdoes
not luly "de-Liff the ATP lrom Ihe maximum non-excessive pic ("MNE") and lhat ll is sli I
nol assured lhat patenlees a.e not penal z€d for ofiering products and progEms tree of
charge orar reduced pres to irs stakeholders.
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As lheother proposals are sullunder rcvieu il is not possibl€ to @mmenl on these
mal1e6. However, Astrazene@ Canada wou d like to emphasize agaln lhat re do noi
be ieve Ihatlhere is a need ror medicnes lo be caleoorzed for lhe puFoses or
delemining lh6 rrNE, as lhe PMPRB can fulfillils mandale oiensunng non-excessive
pfces wlhoul such €legores. We look ioNard lo lhe oppodunllylo prov de commeits
when lhe DroDosals are linal zed.

No part oi lhe Discuss on Papef addresses how the appdximale y 1100 exisi ng olNt
underlhe PMPRB'Sjufsdicfon, would be "transilioned to the new repoding rcqui.enenls,
oncelie prcposed changes, n whatever fom lhey ullimaiely lake, ar€ impl€menled.
Given the signiiicafl chanqes proposed, this matter must be €refuly @nsidered and input
tbm induslry must be laken inlo @nsideralion.

lnaddilionlo the regu lalory a mend ments prcposed by the PrrrPRB, AslEzeneca Canada
would lke to suggesl that lhe r€podino requnements for patenled prcduclsthat have seen
theenl ryo lag6n€ ca lerna l ive ln tothema*eibechanged.  Apalent$smonopoly is
rcmoved althisllme, as itno Longer enioys ma*el €xcLusivity. These producls c@ale a
slgfilcant repo.tinq and monloring burden lor palentees a.d for lhe PMPRB, with no
aFparenl benefl to slak€ho de6, aho can choose to purchaselhe generic allernalive.
On6 option is thatlhese products are dea t with n a similarfashlon as patented vetednary

F nally itis of great @ncern to Asl.azeneca Canada ihat prlcing meas!res and contols do
not tead to a reduclion oi l@almenl cho ces avaiabl€ to canadian physicians and patents.
We be ieve il is c t cal lo ersure lhal tatienls have access lo lhe best available lrealrnenls
and that phrsicians are ab e lo eiteclively treat their patients praclicing b€st med cne aid
not aoorox mate medicine.

Thaikyou fo. the opponunilylo commenl on ihes€ imponantqleslions. Please do nol
hesiiale lo conlacl th€ undersigned lor lulther caniicaton or persp6ctve regarding the
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Prcsidenl & Chiel Execulive Oflice.
AslEzeneca Canada nc.


