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Openingstatementby the Australian Medical Association(AMA) to the Joint Stan~i~
Coimnittee on Treatieshearing into the draft Australia-United StatesFreeTrade Agreement,at
11.30amMonday 3 May 2004in CommitteeRoom 2R1,ParliamentHouse,Canberra

Mr Chairmanandmembers,thankyou for theopportunityto give evidenceto you, furtherto our
writtensubmission,ontheAustralia-UnitedStatesFreeTradeAgreement(AUSFTA). Thescopeof
theFTA is widespreadandits impactwill befelt in manysectorsofoursociety.Themain areaof
interestfor theAustralianMedicalAssociationin theAUSFTA lies in thepossibleimpacton the
PharmaceuticalBenefitsScheme(PBS).Wedo havesomeinterestin otherchaptersthat couldimpact
on ourhealthsystem,includingintellectualproperty,workforce,investment,andquarantine.

The PBS

TheAMA opposedtheinclusionofthePBSwithin theAUSFTA.

Australians’accessto healthservicesin generalandpharmaceuticalsinparticularis enviable.Our
systemprovidesa clearpathwayfor all Australiansto accessmedicationstheyneedfor preventative
care,diseasetreatmentandmodification,palliativecareandmaintenanceofa life-stylewhich would
becurtailedor indeedendedin theabsenceof suchmedication.ThePBS allowsasubsidyto applyto
pharmaceuticalswith co-paymentsexpectedofHealthcarecardholdersof$3.80andfor therestofthe
populationof$23.70.Oncethresholdsarereached,theremaybeno expectedco-paymentfor the
remainderoftheyearthatthethresholdhasbeenexceeded.

Thelevel ofsubsidyto thecitizensofAustraliarangefrom nil to very substantialfor theehemo-
therapyagentsfor cancercare.Accessis alsowidenedto indigenousAustraliansin remotelocations
throughinnovativeschemesunder‘Section100’ arrangements.Themostprescribeditemby volume
on thePBS, lipid loweringagents,costin general$70-$80permonth: anindividualpays$3.80,$23.70
or$nil. Forthis categoryalone,a $1 cost increasewould cost$14million permonthto government.

In a realsense,thePBSdoesnot simplypurchasepharmaceuticalproductsonbehalfoftheAustralian
community,buthealthoutcomes— whattheproductsprovide.AustralianGovernmentassurancesthat
thedraftAUSFTA will not leadto overallincreasesin thepricesofdrugsonthePBSis basicto our
support.TheAMA remainsconcernedat suggestions,for exampleat ameetingon 9 March2004of
theUS SenateFinanceCommittee,thatAustralianPBSpricesfor patenteddrugswould increaseasthe
resultoftheAUSFTA.

Thereareconcernsaroundthelisting ofproductsonto thePBS,theconditionsappliedto those
medicationsunder“RestrictedBenefits”or“Authority required”provisions.Thebestwayofresolving
manyoftheconcernsfrom industry,theprofessionandfrom thePharmaceuticalBenefitsAdvisory
Committee(PBAC), wouldbeto ensurethatthePBSis in no waydiminished.Thatthesubsidythat
Australiansreceiveis maintained.Thatthebestandfairestpriceis agreedto, suchthatthe level of
subsidyrequiredis not escalated.If therequiredsubsidypermedicationis increased,theoverall cost
of thePBS will continueto escalate.Weneedto ensurethePBSremainsviable. Thereferencepricing
systemwherebytheAustralianGovernmentnegotiatesthepricesof drugslisted on thePBS mustbe
strengthenedandmaintained.

It is possiblethat inclusionofthePBSwithin theAUSFTA ~ouldenhancethevital role ofthePBS
within theAustralianhealthsystem,subjectto anumberofconditions.Theimplementationofthe
AUSFTA will becrucialto howthe agreementworksinpractice,andhowit will benefittheAustralian
community. Reducingtheaccessandaffordabilityto medicineswouldnotbeacceptableto theAMA.
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PBStransparency

TheAMA believesthat transparencyis fundamentalto the qualityuseofmedicines(QUM) in
Australia,andthussupportsgreatertransparencyacrossthewholeparadigmofPBSprocesses.The
AMA is concernedthat thecommercialin confidencesecrecysurroundingresearchdataincludingthe
identityofthecomparatordrugsusedin evaluationsofthecosteffectivenessofnewmedicinesis a
majorrestraintonQUM. In orderfor theuseofmedicinesto be consistentwith QUM practices,it is
imperativethatall theinformationconsideredby PBACbe availableto cliniciansto ensurebestpatient
management.Suchtransparencyacrossthewhole PBSapprovalprocessis fundamentalto AMA
supportfor theAUSFTA. It would allow aclearunderstandingofPBSlistingsandrestrictions.

ReviewofPBA Crecommendations

TheAMA believesthatthe“independentreviewprocess”ofPBACrecommendationsrequiredby the
draftAUSFTAmustbetruly independent,andnot dominatedby anysectionalinterest,bethat
industry,professions,consumers,or government.Any suchreviewsshould:

• focuson theissuesof concernandnotre-openthewholeapplication;
• beundertakenby aspecialisedsubcommitteecomprisingexpertsrelevantto thesubjectofthe

requestedreview;
• consideronly informationoriginallyprovidedto thePBAC, andrelevantto therequestedreview;
• reportbackto PBAC, andnotdirectlyto government;
• bepragmaticandfacilitate,not delay,thePBAC approvalprocessesforPBSlisting of

phannaceuticals.

Thiswill becritical if theAUSFTA is to genuinelyenhancetheAustralianPBS,asclaimed.

Pharmaceuticalpatents

TheAMA acknowledgestheimportanceofeffectiveintellectualpropertylawsto supportand
encourageresearchanddevelopmentofinnovativemedicines.TheexistingAustralianpatentlaws
provideeffectivesupportfor aviableinnovativemedicinesindustryin Australia.Wemustalsoensure
that anychangesto Australianpatentlawsdo not delayavailabilityofnewmedicines,increasethecost
ofmedicinesin Australia,orhinderinnovativeAustralianresearch.

Intergovernmentalconsultationarrangements

TheAMA would beveryconcernedif theMedicinesWorking Group,envisagedaspartofthe
AUSFTA, wereto assumeanyrolein settingrulesormakingdecisionsrelatingto thePBS.This
would undermineAustraliansovereignty.We noteandendorseassurancesthatthis groupoffederal
healthofficials from theUS andAustraliawill bestrictly aconsultativeforum.

Workforce issues

TheAUSFTA chapteron Cross-BorderTradein Servicesincludesprovisionsto encourageAustralian
and US professionalbodies to developmutual recognitionarrangements.We understandthis will
involveagreementbetweenthe individual Statesin theUS andAustralia.Accordingly,it is not likely
to be a swift process.TheAMA endorsestheneedfor meaningfulconsultationbeforeanymovesin
this directionandlooks forwardto involvementin directconsultations.

Conclusion

As thepeakbodyrepresentingthemedicalprofessionin Australia,theAMA will bevigilanton the
progressoftheAUSFTA processes,to ensuretheAustralianpatients’rightsareprotected.

DrMukeshHaikerwal AMA VicePresident 3 May2004


