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Key Points

• Pharmaceuticalsare a major medical technologyinfluencing Australia’s health
systemandan essentialpillar of nationalhealthpolicy.

• The PBS is a key part of Australia’s health systemand amajor componentof
healthfundingin Australia.

• Technologicaladvancesaregiving rise to awholenew generationof medicinesto

curemajordiseaseswhichcould befundedunderthePBS.
• Currently 579 medicinesare under clinical trials to cure diseasescoveredby

Australia’sNationalHealthPriority Areas.

• The challengeis to ensurethat Australia has a system in place that provides
Australianswith timely accessto newmedicinesinto the future while ensuringthe
systemis sustainablefrom afiscal andhealthpolicy perspective.

• Australia’s systemof ensuringaccessto pharmaceuticalsis a complexmix of
evaluation,subsidy,pricing andreimbursementwherethe priceAustraliapays for
new, hightechnologymedicinesis low by internationalstandards.

• Pharmaceuticalsarelikely to continueto grow as anareaof healthexpenditurein
Australia. However, the overall pattern of growth needsto be betterunderstood,
definedandappreciated.

• Expenditure on pharmaceuticals, particularly newer, high technology
pharmaceuticals,can be demonstratedin manyinstancesto be accompaniedby
substantialand real cost-offsetswithin other areasof the health system.These
deservegreaterrecognitionin governmentpolicythanis currentlythe case.

• Spendingon new, innovativemedicinesprovidesbroadereconomicand societal
benefits such as enhancedquality of life, increasedproductivity and workforce
participation.This is not alwayssufficientlyrecognised.

• The growth in health expenditureon pharmaceuticalsin Australia should be
viewed morefavourablygiven Australia’srelativelevel of spending,international
trends, and the benefits that accrue to the health system and the broader
community.

• Variousoptions to reform co-paymentsanddevelopalternativefunding vehicles,
such as medical savings accounts and private health insurance, could be
considered. This would maintain the long term financial sustainability of
Australia’s spendingon medicinesand guaranteethatAustralians haveaccessto
the latestmedicinesinto thefuture.

p
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MEDICINES AUSTRALIA SUBMISSION TO HOUSE OF REPRESENTATIVES
INQUIRY INTO HEALTH FUNDING

1. Introduction

Medicineshaveplayeda pivotal role in improvingthehealthof humanity.Technological
improvementsin medicineshaveled to increasedlife expectancy,improved quality of
life, increasedproductivity,enhancedworkforceparticipationandmadeamoreefficient
health system.Medicineshaveeliminateddiseasesthat in timespastweremajor threats
to humanhealth.

The challenge,now and into the future, is to ensurethat Australianshaveaccessto the
latestmedicinesavailable.This is likely to becomeparticularlyimportantwith the ageing
of the population. Medicineshave a key role to play in improving the health of
Australiansin the future. Growing healthexpenditureas result of advancesin medical
technology,suchas in new, innovativepharmaceuticals,maynotbe detrimentalgiventhe
rangeof benefitsfor healthandbroadersocietyfrom that technology.The issuemaybe
in adequatelyrecognisingandrewardingsuch improvementsin medicaltechnologyand
ensuringthatAustralianswill gainaccessto them into thefuture.

A numberof factorswill help to ensurethat Australianswill haveaccessto the new
medicinesbeing developed.Ensuringthe long-termsustainabilityof the Pharmaceutical
BenefitsScheme(PBS)— both financial andhealthoutcomesustainability— will provide
certaintyof future accessfor patients.Allocating sufficient resourcesto the PBS will
ensureAustralians can accessto new medicinesas they becomeavailable.A better
understandingof the role of the PBS in delivering sustainablehealthoutcomesand its
benefits for the health system, the economyand society will allow more informed
decisionsto bemadeaboutaccessingnewpharmaceuticaltechnology.

2. Overview ofPBS funding mechanismsand subsidydecisionprocessesin
Australia

FederalGovernmentfunding of prescriptionmedicinecosts is administeredthroughthe
PharmaceuticalBenefits Scheme(PBS), a comprehensivecentralisedformulary listing
reimbursableproducts. The PharmaceuticalBenefitsBranchof theDepartmentof Health
and Ageing (DoHA), along with the PharmaceuticalBenefits Advisory Committee
(PBAC), administers the scheme. The PBAC is a statutory body that makes
recommendationson product listingsto the Minister for Health andAgeing, basedon an
assessmentof the cost and effectivenessof amedicine. This requiressubmissionand
assessmentof economicevaluationsofthe medicinein question.

Overall the PBS(governmentandpatientcontributions)accountsfor around90 per cent
of total prescriptionof pharmaceuticalexpenditure.Governmentspendingon prescription
medicines under the PBS rose by 9.3 per cent in 2003-04 to $5 billion. Patient
contributionsaddeda further $938 million, therebytaking total prescriptionmedicine
costs to $5.9 billion. The numberof prescriptionsdispensedunder the PBS grew in
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2003-04 by 4.3 per cent to 156 million. Processingand paymentof PBS claims to
pharmacistsis theresponsibilityof theHealthInsuranceCommission(HIC).

The prescribingof new, higher-priced,productsis one of the main componentsdriving
PBSexpenditure.

In 2003-04,the therapeuticcategoriesaccountingfor the largestshareof PBS spending
were:

• Cardiovascularmedicines($1.89billion);
• Nervoussystemagents($1.07billion);
• Alimentarytract/metabolicproducts($870million); and
• Musculo-skeletalproducts($435million)1.

Thefour mostcostly productsreimbursedunderthe PBSin 2003-04were:
• Atorvastatin ($427 million). This is amedicine in the ‘statin’ groupthat lowers

cholesteroland improves the balanceof various lipids in the body, thereby
reducingtherisk of cardiovasculardisease;

• Simvastatin($373million), anotheramedicinein the ‘statin’ group;
• Omeprazole($209million). This is a protonpump inhibitor, which suppressesthe

productionof acidin the gastricsystem,therebyassistinghealingof duodenaland
gastriculcers,or reducingthe symptomsof gastro-oesophagealreflux; and

• Salmeterol/fluticasone($177million). This is acombinationtherapyfor asthma2.

The substancesgeneratingthe mostprescriptionsunderthe PBSduring2003-04were:
• Atorvastatin(6.6 million prescriptions,costing$427 million);
• Simvastatin(5.5 million prescriptions,costing$373 million); and
• Paracetamol(4.1 million prescriptions,costing$32 million)3.

Eachof thesemedicinesrepresentsanadvancein medicaltechnologyandeachof these,
exceptfor the statins,aremoreexpensivethanthe previoustechnologythat theyreplace.
Wherethe productsaremoreexpensivetheywill havejustified their higherpricethrough
the processof economic evaluation. For example, the statins (representedhere by
simvastatin and atorvastatin)have generally replaced bile acid sequestrantsin the
treatmentof hypercholesterolaemia.On currentprices thereis no differencebetweenthe
two classesalthoughthe statins are more convenientto take andmore tolerablewhich
partly explains the significantly higher usageof the statins relative to the bile acid
sequestrants.

The Governmenthasintroduceda rangeof measuresin placethat control PBS spending.
Prominentamongtheseare:

• Restrictedand‘Authority required’ listings;
u Restrictivepricing policies;
• Impositionof costeffectivenessrequirements;

DoHA 2004 Expenditure and prescriptions twelve months to 30 June 2004, Pharmaceutical Pricing Section: canberra, p.
7.
2 DoHA 2004 Expenditure and prescriptions twelve months to 30 June 2004, Pharmaceutical Pricing Section: canberra, p.
21.

DoHA 2004 Expenditure and prescriptions twelve monthsto 30 June 2004, Pharmaceutical Pricing Section: canberra, p.
23.
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• Genericsubstitution;
• ‘Quality use’ initiatives; and
• Patientco-payments.

PBSlisting
Whilemostprescriptionmedicinesarelistedon thePBS, manyarenot reimbursedfreely,
andevenwhenreimbursed,this is usuallymuchnarrowerthanthe indicationsfor which
medicinesare approvedby the TherapeuticGoods Administration. Three listing
categoriesdefine the conditions attachedto reimbursementof individual medicines.
Theseare:

• General listing: Reimbursementapplies to all prescribedindications. This
typically applies to older, low-cost medicines, such as early-generation
antibiotics;

• Restrictedlisting: Reimbursementis offered for indicationswherethe product
hasdemonstratedcost-effectiveness(seeCostEffectivenessRequirements).For
example, Losec (omeprazole) is reimbursable when prescribed for reflux
oesophagitis,but not forthetreatmentof mildergastricconditions;and

• Authority required listing: Reimbursementis restrictedto a specific disease
classification, often with associatedeligibility criteria. Doctors must obtain
prior approvalfrom the HIC before completingprescriptionsfor medicinesin
this category.

An independentanalysisby the Centrefor StrategicEconomicStudiesfoundthat almost
two thirdsof itemslistedon thePBS in 2002hadsomeform of restriction(Table1).

Table 1: Restrictions on PBSitems
Number of Cost in 2000-01

Items Sm

Authority required 500 1,092.4 24.5

Restrictedbenefit 669 1,913.0 42.9

No restriction 1,134 1,449.0 32.5

TOTAL 2,303 4,454.5 100.0

Source:Sweeney,K. 2002 Trendsin theUseandCostofPharmaceuticalsunderthePBS,Working Paper5, Centrefor
StrategicEconomicStudies,VictoriaUniversityofTechnology:Melbourne.

Restrictingthe listing of amedicineis one strategythat is increasinglybeingusedas a
meansof controlling the costof PBSreimbursementto the Government.Companiesare
also requiredto demonstratethat new productsare cost effective in comparisonwith
establishedmedicinesor therapeuticregimes.

Hospitalsector
Thereare around730 public hospitalsin Australia,with a total bed capacityof closeto
57,000. Hospital funding is provided from the FederalGovernment’shealthcarebudget
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andthe GST paymentsto the States,but responsibilityfor managingthepublic hospital
infrastructurelies with Stateadministrations.

Pressureon the public hospital sectorhas increasedas a result of declines in private
health insuranceand the impactof high-technologyprocedures. Funding and staffing
shortagesarewidespreadin the system. This haspromptedrecentincreasesin hospital
waiting lists, andhasforcedhospitalsto focusmoreclosely on spending. Some in the
publichospitalsectorhavesuggestedthatthe failureto addressthewaiting list Problemis
part of abroaderstrategy,designedto pushthe patientpopulationback into the private
sector.

The PBS provideslimited coverageof public hospital medicinecosts. Under recent
reforms,some Stateshaveagreedto PBS coverof dischargeprescriptionsdispensedat
hospitalpharmaciesin exchangefor efforts relatedto continuityof care.In-patientuseof
pharmaceuticalsis fundeddirectly from individual hospitalbudgets. Patientsreceiving
treatmentin privatehospitals,however,can accessthe scheme.

In addition to medicines listed under the PBS, a number of ‘Highly Specialised
Medicines’ arelistedunderSection100 in the PBSschedule.Thesemedicinesarefor the
treatment of highly specialised, usually chronic conditions, such as HIV/AIDS,
rheumatoidarthritis andhepatitisC andB. They are often administeredat specialclinics
andaresubsidisedby theCommonwealthGovernment.

Cost shifting to the primary caresector is a meansfor hospitalsto cut pharmaceutical
costs. Earlierpatientdischargesalsoreducehospitalpharmacycosts,sinceprimarycare
prescriptioncosts fall underthe remit of the PBS. Otherefforts by public hospitalsto
reducepharmacyspendingincludethe useof formularies, increasedgenericprescribing
andpurchasetenders.

Oneissuethat hasnot receivedsufficientattentionto dateis the potentialfor advancesin
pharmaceuticaltechnologyto providesavingsto otherpartsof thehealthsystem,suchas
reduceduseof hospitalservices.This is discussedlaterin the submission.

Privatehealthinsurance
The proportionof the Australianpopulationcoveredby privatehealthinsurancedeclined
dramaticallyfrom the late 1980s, from almost50 percentto a level of about30 per cent
in the late 1 990s but has risen again to around45 per cent as a result of various
governmentincentiveprograms.Employeehealthinsuranceschemesarerelatively rare,
andmostprivateinsuranceis on an individual basis. Most peoplewith privateinsurance
have both hospital and ancillary cover. Pharmaceuticalscoverageby private health
insuranceis generally limited in Australia. The scope for the private sectorto play a
greaterrole in fundingmedicinesin Australiais discussedbelow.

Pricing system
Pharmaceuticalpricecontrol is an establishedfocusof the FederalGovernment’sefforts
to control PBS spending. This approachto pricing hashadthe effect of pushingprices
downbelowaveragelevelsof otherleadingindustrialisedmarkets,overtimereducingthe
real valueof the rewardpaidfor the developmentof new medicines.The currentsystem
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of pricecontrol is likely to remaina priority issue into the future, particularlywith an
increasedfocus on the crossnationalprice differentials as a result of the impactof the
Internet on crossborderpurchasing,greaterpublic awarenessof price differentials and
growinguseof economicevaluation.

Significant changes, introduced during the 1990s, have had significant impacts on
medicinesprices:

• Cost effectivenesscomparisonshave been mandatory since 1992 for new
products listed on the PBS, and are being applied retrospectivelyto older
products.This hashadthe effect of reducingprice differentials for many new
productsin the initial period of introduction;

• The subsequentapplication of referencepricing through methods such as
weightedaveragemonthly treatmentcosts acrossgroups.This createsapricing
link betweenthe price of off-patentproductsandpatentedproductsso that the
post-patentprice reductionof a productcan be extendedto patentprotected
products,andyet remainwithin theboundsof TRIPs4;and

• The therapeuticgroup premiums(TGP) referencepricing policy introducedin
four key therapeuticareasduring 1998.This is an extensionof referencepricing
that allowspremiumsto be appliedto areferencepricedproduct.

ProcessofPBSlisting
Having gained marketing approval for a new product from the TherapeuticGoods
Administration(TGA), companiessubmitarequestfor listing on the PBS,which mustbe
supportedby cost effectivenessdata. Requestsare submitted to the Pharmaceutical
BenefitsAdvisoryCommittee(PBAC), whichthenmakesarecommendationon listingto
theMinister of HealthandAgeing, subjectto agreementon thepriceofthe newproduct.

The PBAC is required by legislation to considerboth the effectivenessand cost of
therapyin making its recommendations.Since 1992, recommendationsby the PBAC to
list an item on the PBS are basedon an assessmentof whether the medicine is an
effectivecomplementto existingitemson the PBSandis costeffective.5

For the pasttwo yearsPBAC recommendationshavebeen madepublic on the PBAC
website.Only limited detailsof recommendationsare postedon the site. Arising out of
the United States-Australiafree trade agreement,there will be greater levels of
transparencyoverPBSproceduresandinformationabouttherecommendationsit makes.

According to ProfessorLloyd Sansom,Chair of the PBAC, while ‘comparative cost
effectivenessforms the basisof [a] decision’,otherfactorsaretakeninto consideration
including:

• The severityofthe conditionbeingtreated;
• The ability to targettherapyto thoselikely to benefitmost;
• Thepresenceof effectivealternatives;and
• The financial implicationsfor the PBS.6

Agreement on Trade-related Aspects of Intellectual Property Rights.
Stephen J Duckeit, 2004, “Drug Policy Down Under, Australia’s PBS”, Health Care Financing Review, Vol 25, No.3, p

59.
6 Lloyd Sansom, 2004, “The subsidy of pharmaceuticals in Australia: processes and challenges”, Australian Healthcare
Review, vol 28, No.2, p198.
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Negotiations on new product prices are conductedbetween manufacturersand the
PharmaceuticalBenefitsPricing Authority (PBPA). The PBPA guidelines recommend
that nine factors be consideredin recommendingnew prices and reviewing existing
prices. The first, andmostdominant,is the adviceprovidedby the PBAC on clinical and
costeffectiveness.Otberfactorsinclude:

• Pricesof alternativebrands;
• Comparativeprices of medicinesin thesametherapeuticgroup;
• Costdatainformation;
• Prescriptionvolume, economiesof scale,expiry dating, storagerequirements

etc;
• Level of activity beingundertakenby the companyin Australia including R&D

activities;and
7• Overseasprices

The PBPA notesthat ‘newmedicinesaremostcommonlyrecommendedby thePBAC on
thebasisof cost-minimisationor acceptableincrementalcosteffectivenessratios’.

The PBPA usesseveralmechanisms“to containthe priceofproductslistedon the PBS” 8

including:
• The therapeuticgrouppremium(TGP)policy; and
• Pricevolumearrangements.

New productsexpectedto incur significantPBS costs(more than$10 million in anyof
the first 5 yearsof listing), havingbeenrecommendedby thePBAC andthe pricehaving
beennegotiatedby the PBPA, are also subject to approvalby FederalCabinet. The
Departmentof FinanceandAdministrationmayalsoattimes imposeadditionaldemands
for price-volumeagreementswhereconcernexistsover‘leakage’(wherethePBS subsidy
is paidfor an indicationwhich is prescribedby a medicalpractitionerand is outsidethe
PBSindication).

Delayscanalsosometimesoccur in listing anew productsduringpricenegotiationswith
the PBPA. The recently completed ‘Post PBAC Review’ produced a series of
recommendationsto improveon thetimelinessandprocessesrequiredto list aproducton
the PBS after the PBAC makes a recommendation.While ~thesemeasureswere
introduced to help managehealthcareexpenditure,they can delay or unduly limit
Australiansaccessto newpharmaceuticaltechnologies.

Costeffectivenessdata
Proof of the ‘cost effectiveness’of anew medicineis akey requirementof PBS listing.
New productsmust be shownto be cost effective in relationto both productsalready
listedand alternativetreatmentregimes. Stringentcosteffectivenessrequirementshave
beencompulsoryfor new productssince 1992,and arebeing appliedretrospectivelyby
the PBAC to older productswhereverpossible. By 1998, costeffectivenessreviewshad
beenappliedto 31 percentof all productslistedon the PBS.

Pharmaceutical Benefits Pricing Authority, Proceduresand Methods, November 2003, viewed 25111/04.
Sansom, p200.
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One of the industry’s concernsabout cost effectivenessreviews is the choice of
‘comparator’ productsagainstwhich new medicinesare gauged. A comparatoris the
altemativetherapyused as a basis for comparisonwhen a new medicine is being
consideredfor listing on the PBS. While a new productmayoffer significantadvances
over existingtherapies,its costeffectivenessis very oftenjudgedin comparisonwith an
established,oftengenericproduct,which is listedatalower price. As aresult,companies
often find it difficult to demonstratethevalue of new medicinesandtechnologiesin the
contextof Australianhealthcareexpenditure.

Guidelineson the presentationand assessmentof cost effectivenessdata have been
updatedperiodically since 1992. A furtherreview of the guidelines is currently under
way which could be completedin 2005. The industry is seekingmoreflexibility in the
guidelines,particularly with respectto the selectionof the comparatorproduct, andthe
methodologyincludingthetreatmentof indirectcostsanduseof monthlytreatmentcosts.
A rangeof other issuescoveredin thissubmission,such as recognitionof broadersocial
and economicbenefitsof new medicines,the potentialfor less invasivetreatmentsthat
provide savingsin otherpartsof the healthsystemcouldbe consideredin the guidelines
review.

Brandpremiumsandtherapeuticgrouppremiums
Whereagenericproductexists in atherapeuticclass,the subsidylevelwill be setat the
lowestgenericprice.Manufacturersof off-patentproductsarepermittedto applya brand
pricepremiumto their off-patentproductsthat face competitionfrom genericmedicines
listed on the PBS. Patientswho wish to usethe original brandedproduct, rather than
bioequivalentgenerics,pay price premiums. While innovator companiesare free to
determinepricepremiumlevels,mostapplyrelativelymodestincreasesin theknowledge
thatpatientswill otherwiseswitchto cheapergenericequivalents.

In 1997, the FederalGovernmentannouncedits intention to introduce anotherprice
controlpolicy, the TherapeuticGroup Premium(TGP) pricing system. Originally slated
for applicationto six therapeuticgroups,it was intendedto generatePBSsavingsof $560
million over a four-yearperiod. The Governmentcommitted $4 million to a public
educationcampaignundertakenby pharmacistsfollowingthe introductionof thissystem.

Two of the six product groups (Beta-blockersand Selective Serotonin Reuptake
Inhibitors - SSRIs) were omitted from the TGP system when it was introduced in
February1998. The groupssubjectto the TGPpolicy were:

• Statins;
• Calciumchannelblockers;
• Ace inhibitors; and
• H2 receptorantagonists.

TGPs are essentiallya form of referencepricing. Reimbursementunder the PBS is
reducedto the level of the lowest-pricedproduct (usually a generic) in each of the
affectedtherapeuticgroups. Manufacturersof other productsin the group are free to
apply a ‘therapeuticgrouppremium’ to the priceof their product,but patientsmust pay
the difference between the PBS reimbursementceiling and the ‘premium’ price.
Technically,amechanismexistsunderwhich doctorscanobtainauthorityfor individual
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patientsto remain on a particular therapywithout losing reimbursementstatus. The
process,however,is complicatedandis not widely deployed.

The PBPA calculatesreference-price‘benchmarks’ in TGP groupsby comparing the
monthlytreatmentcostsof medicinesin aparticulartherapeuticgroup. The impositionof
reimbursementceilingsatthesepricebenchmarkshashadasignificanteffect on pricesin
the four therapeuticareasto which it hasbeenapplied. Pricesof more thanhalf of all
brandedproducts affected by the system have been reducedto the reimbursement
‘benchmark’. About a quarter of the remaining products now cany a therapeutic
premiumranging from 70 centsto $4.50, but companiesare loath to levy significant
premiumssince,by doing so,theyrisk dramaticreductionsin marketshare.

Co-payments
One major factor that affects future healthcareexpenditure,through both additional
funding as well as influencing the demandfor medicines is patient co-payments.
Co-paymentsfor medicinesare well establishedin Australia. Co-paymentlevels are
linkedto movementsin the consumerpriceindex, but havealsobeenincreasedatregular
intervalsby the Governmentduring the pastdecade. Co-paymentstowardsthe cost of
prescriptionmedicineson the PBStakethe form of prescriptionfeesand on 1 January
2005 wereleviedat:

• $28.60perprescriptionfor the generalpublic; and
• $4.60per prescriptionfor concessioncardholders(pensioners,the unemployed

andotherwelfarerecipients).

The maximum paymentor ‘safety net’ thresholdfor the generalpublic is $874.90per
annum and $239.20, or 52 scripts, a year for concessioncard holders. Concession
cardholdersaccountfor around80 per centof all PBS prescriptions.PBS co-payments
increasedon 1 January2005 with generalpatients’co-paymentsincreasingfrom $23.70
to the current$28.60,andconcessioncardholders’co-paymentsincreasingfrom $3.80to
$4.60.

It shouldalsobe rememberedthat patientswho wishto takeanoriginal brandedproduct
ratherthanacheaper,bioequivalentgenericmustpaythe relevantpricepremium,or the
therapeuticgrouppremium(TGP) for productsaffectedby this systemin addition to the
co-payment.

Medicines Australia supports the co-paymentincreasesand the developmentof a
responsibleco-paymentsystem,providedthatthe healthandwellbeingof thosethat can
least afford the increasesis not compromised.Co-paymentshelp to ensurethe future
financial sustainabilityof the PBS. Discussionof the potentialfor furtherreform of co-
paymentsis discussedlater in this submissionin the contextof futurePBS sustainability
andtherangeofnewhightechnologymedicinesbeingdevelopednow.
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3. Australia’s useof medicines

Australia currently spends$72 billion on health, or 9.5 per cent of GDP9. Of this
$72billion, the single largestcomponentis hospitals which account for 32.4 per cent
(Figure 1). This includes public, private and psychiatric hospitals.The next largest
category of spending is medical services(16.6 per cent), representingdoctors and
specialists.Pharmaceuticalsis third largest at 13.9 per cent, the bulk of which is
accountedfor by the PBS and is less than half of what Australia spendson hospitals.
Other categoriesof Australianhealthexpenditureinclude high-level residentialcare—

including agedcare facilities (6.8 per cent), dentalservices(6.1 per cent), community
health(4.2percent)andaidsandappliances(3.7 percent).

Figure 1

Australian health expenditure, by area, 2002.03, per cent

Dental Ser~4ces, 6.1

Public Health, 1.9

Community health
and other, 4.2 ~

Aids and appliances, 3.7

Pharmaceuticals,
13.9

Health
Administration, 2.8

Other health J
professionals, 3.7 Medical ser~4ces, 16.6 L

High-le~el residential
care, 6.8

Ambulance and other
(nec), 1.4

Total: $72 billion

Source; AIHW,2004, Health 0~rpenditureAustralia, 2002-03

Someconcemshavebeenraisedaboutthe rateof growth in pharmaceuticalsspendingin
Australia. Overthe period 1991 — 2001,Australiahashadarelatively highrateof growth
in per capita spendingon total pharmaceuticals(governmentandprivate) (Table 2). In
fact, after adjusting for inflation, the growth in Australia’s per capita spendingon
pharmaceuticalsdoubled. In the ten yearsto 2001,Australia’sper capitaexpenditureon
medicinesgrewby an averageeight percenteachyearin real terms,comparedwith 4.3
percent in the previoustenyears.

AIHW 2004 Health Expenditure Australia 2002-03: Canberra.
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Table 2: Growth in OECD countries’ percapitaspendingon pharmaceuticals’0,national currencies,
1995GDP prices.

Australia
Belgium
Canada
CzechRepublic
Denmark
Finland
France
Greece
Hungary
Iceland
Ireland
Italy
Japan
Korea
Luxembourg
Netherlands
NewZealand
Norway
Portugal
Sweden
Switzerland
UnitedKingdom
United States
Source:OECDHealthData2004.

Averageannual growth rate (%)
1981-1991 1991-2001

4.3 8.0
3.0
6.8 5.3

7.0
3.9 3.3
4.6 4.5

4.3
0.3 4.4

3.3
1.9 4.4
3.0 6.1

2.3
1.7
6.8

5.1
4.6
5.5
2.2
8.0
3.4

4.2
5.7

1.1
3.6

7.2
3.5

6.2

However, the high rate of growth in the decadeto 2001 shouldbe put into perspective.
Overthe previoustenyears(1981— 1991)therewereat leastsevenOECDcountriesthat
hadhigher annual growth rates than Australia. Threecountries, Greece,Ireland and
Sweden,also saw their averagegrowth rate at least doublein the period 1991 — 2001,
comparedto 1981 — 1991, muchlike Australia. Finally, all OECD countriesfor which
there are data available have seentheir spendingon pharmaceuticalsgrow. Thus
Australia is not unusualin havinggrowth in pharmaceuticalsspending,perse.

Comparedto other OECD countries,Australia devotesa smaller share of its health
spendingto medicines.If the substitutionof more labour-intensivemedicaltreatments,
such as hospital visits, for more cost-effectivecapital-intensivetreatmentslike newer
medicinesrepresentsashift to greaterefficiency, thenAustraliahassomeway to go to
matchingthe performanceof other industrialised countries. Australia’s spendingon
pharmaceuticalsis relatively low comparedto otherOECDcountries(Figure2, Figure3).

0 Total expenditure on pharmaceuticals and other medical non-durables comprises pharmaceuticals such as medicinal
preparations, branded and generic medicines, drugs, patent medicines, serums and vaccines, vitamins and minerals and
oral contraceptives. This classification is used throughout this section using CECO data and includes non-durables.
Pharmaceuticals represent around 80 per cent of this expenditure, with non-durables accounting for 20 per cent.
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Figure 2
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Figure 3
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Interestingly,the role of medicinesin countries’healthspendingvaries.At oneextreme,
only 8.8 per centof healthexpenditurein Denmarkis spenton medicinesin 200111.On
the otherhand, the SlovakRepublicspendsmore thanone-thirdof its healthbudgeton
medicines.By comparison,Australia spent 13.8 per cent of its health expenditureon
medicinesin 2001.While thisis morethan severalindustrialisedcountries,includingthe
US, it is well belowa rangeof countriesthat spendin excessof 15 to 20 percentof their
healthbudgeton pharmaceuticals.

While somemightview the growth in spendingon medicinesas aconcern,the fact is that
Australia spends relatively less on medicines than many other OECD countries.
Moreover, if indeedthe switch to using medicinesinsteadof hospitalsdeliversoverall
savingsin healthcareexpenditure,as someof the literatureon healthoutcomessuggests,
Australia’scurrentlevelof spendingon medicinescouldperhapsbeaconcern.

Added to this is the fact that in Australia, pharmaceuticalsarerigorously evaluatedfor
costeffectivenessbeforebeing listedon the PBS. By and large, prescriptionmedicines
available have demonstratedcost-effectivenessthrough the PBS listing process,
administeredby the PBAC. The samecannot be said for most other treatmentsin
Australia’s healthsystem,althoughapplicationsfor subsidyunderthe Medical Benefits
Scheme(MBS) nowrequireaneconomicevaluation.

Thekey point is thatjustbecausethe costofmedicines,andthePBS, is increasing,albeit
atafasterratethan othercomponentsof the healthsystem12,this shouldnot necessarily
be a causefor concern.More spendingon medicinesin Australia hasthe potentialto
providenetsavingsin othermorelabour-intensivepartsof the healthsystem,particularly
hospitals. If more costly treatmentsare being replaced by newer, more effective
innovativemedicines,the overall impacton the healthbudgetis actuallya good thing.
caHigh.pricenewmedicinesmaybe thecheapestweaponwe havein our struggleagainst
risingoverall medicalexpenses

4. Future growth in the PBS

Expenditureon the PBSis likely to grow overthe next five years.This is dueto a range
of factors including an ageingpopulation, the identification of new treatments,latest
technologymedicinesdevelopedto treata rangeof healthconditionsandthe demand
from consumersfor accessto the latesttreatments.Estimatesof future PBS spending
vary.

It DECO Health Data 2004.
12 PC 2004 Economic Impllcations ofan Ageing Australia: Draft Research Report, November: Canberra, p. 6.6.
13 Kleinke, J. 2001 “The Price of Progress: Prescription Drugs in the Health Care Market’, Health Affairs, 20(5), Sept-Oct
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Figure 4

Government cost of PBS, actual and forecast
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The 2004-05FederalBudgetpaperssuggestgrowth in the PBSwill continueuntil 2007-
08 (Figure 4). Since1992-93,growth in Governmentspendingon the PBShasaveraged
12.5 per cent per annum,not adjustedfor inflation. From 2004-05 until 2007-08,the
Government’sforward estimatesforecastagrowth ratefor the PBS of 7.5 per centper
annum.In particular,in 2005-06,Governmentspendingon the PBSis forecastto growat
3.4 per cent,probablyin part dueto an expectedfall in usagerelatedto the introduction
of higherco-paymentsfrom 1 January2005.

The PBS fundsa rangeof activities devotedto deliveringmedicinesto the end-user:the
patient.It is not alwaysrecognisedthat the cost of the PBS is not only the cost of the
medicinesthemselves,but the servicesprovided by wholesalersand pharmacistsin
deliveringthe medicinesmanufacturedby pharmaceuticalcompaniesto patients.Around
70 per cent, or less than three quarters of the PBS is actually spent on medicines
themselves(Figure 5). Innovativemedicinesaccountfor 42 per centof PBS spending,
off-patentmedicines 18 per cent and generic medicines10 per cent. This means that
patentedmedicinesaccountfor lessthanhalf of the costof the PBS. The remaining30
per centof the PBS is spenton distributionthroughwholesalers’margins,pharmacists’
feesandothermarketingcosts.
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Figure 5

Annual PBS Spend at June 2003
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Source:MedicinesAustralia.

While the priceof medicinesthemselvesareobviously onedriver of the growth in PBS
spending,sotoo aretheseothercomponentsof thePBS.Forexample,the paymentsmade
to pharmacistsout of the PBSare indexedto the CPI, protectingthe real valueof these
againstinflation. This is in contrastto the price of prescriptionmedicineson the PBS
which havefailed to keeppacewith inflation dueto the systemof referencepricing and
costeffectivenessevaluation.

The result is thataggregatepricesfor PBSmedicineshaveshownlittle increaseandhave
fallen sincethe mid-i990s. uLThe tendencyfor pricefalls to be concentratedin the new
medicinesisaparticularly notablefeatureoftheAustraliansystem”14.

In terms of future influences in PBS growth, a number of componentsare likely to
contributeto the growth in the PBS. Medicinesthemselveswill be a contributorto the
PBS, although the prices of these are not keepingpace with inflation, while other
componentsin the supplychainthat deliverthe medicinesto the consumerwill alsobea
contributor,particularlyastheyare indexedto growwith inflation.

Much of the previouspolicy reform of the PBS hasfocused on the beginningof the
distribution chain. Theremay be scope for reducingtransactioncosts and achieving
efficiencygainsthroughareviewofthe operationof thewholevaluechain.

While concernsare sometimesraised about the growth in the PBS, international
comparisonsrevealthatAustralia’s level of spendingon pharmaceuticalsis not unusually
high. In 2001,Australiaspent1.3 per centof GDP on pharmaceuticals,aroundthe mid-

Sweeney, K. 2004, Review ofFindings: Australian Pharmaceutical Pricing in a Global Context, Working Paper No. 19,
Pharmaceutical Industry Project, centre for strategic Economic Studies, Victoria University of Technology: Melbourne, p.
2.

Innovative
medicines

42%

medicines
Generic 18%

medicines
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to lower-rangeof spendingcomparedto otherOECDcountries(Table3). Moreover, its
level of overall spendingon health (9.1 per cent) is higher than many other OECD
countries.

The result is that the ratio of Australia’s pharmaceuticalspendingto its total health
spendingis not especiallyhighand,if anything,is towardsthe lower endofthe scale.

This suggeststhat Australia has electedto spendlessof its resourceson innovative
medicinesandmoreon otherhealthtreatmentscomparedto manyotherOECDcountries.

Table 3: OECD Countries’ spendingon pharmaceuticals& health as a shareof GDP 2001
Country Spendingas ashareof GDP (%) on ... Ratio pharmaceuticals

to health spending

SlovakRepublic
Hungaiy
Italy
Korea
CzechRepublic
Spain
France
Mexico
Japan
Canada
Greece
Austria
Finland
Australia
Iceland
Germany
Sweden
UnitedStates
Luxembourg
Switzerland
Netherlands
Ireland
Denmark
Source:OECDHealthData2004.

Pharmaceuticals
1.9
2.1
1.9
1.3
1.6
1.6
2.0
1.2
1.5
1.5
1.5
1.2
1.1
1.3
1.3
1.5
1.2
1.7
0.7
1.2
0.9
0.7
0.8

Projectedlower growth ratesin PBSspendingthroughthe secondhalf of the 2000sdo
not take into accountpatentexpiriesset to happenin the next few years.With patent
expiry, several major therapeutic areas in the PBS, such as statins for cholesterol
lowering andselectiveserotoninreuptakeinhibitor inhibitors for mental illness,will see
the entry of generic versions of patentedmedicines,with likely consequentprice
reductions.TheGovernment’sforwardestimatesfor the PBSdo not takethis impactinto
account.In evidenceto ParliamentarySenateEstimateshearings,DoHA officials made
clear that the estimatesdo not account for medicinesgoing off patent15.Nor do the

‘~ Senate Community Affairs Legislation Committee 2004 Hansard: Budget Estimates, 2 June,
http:llwww.aph.gov.au/hansard, p. 110.

Health
5.6
7.4
8.3
5.9
7.3
7.5
9.4
6.0
7.8
9.4
9.4
7.6
7.0
9.1
9.2

10.8
8.8

13.9
5.9

10.9
8.5
6.9
8.6

0.34
0.28
0.23
0.22
0.22
0.21
0.21
0.20
0.19
0.16
0.16
0.16
0.16
0.14
0.14
0.14
0.14
0.12
0.12
0.11
0.11
0.10
0.09
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forward estimatestake accountof new molecules coming on stream in individual
therapeuticareas. The PBS is an important area of public expenditureand should
continueto growwith Australia’sdevelopmentandcommunityexpectationsaboutaccess
to the latest innovativemedicines.However, it could be that the actual spendinglevels
couldbe quite differentfrom the Government’sforecasts.

5. Potential for further changesin patient co-payments

With all of thesechangestaking place,the sustainabilityof the PBS is akey issuefor the
future. There is a range of options availableto Governmentto reform PBS funding
arrangementsthroughchangesto the co-paymentsthat patientspay for PBSmedicines.
More immediately,the co-paymentincreaseon 1 January2005 provideslessonson how
co-paymentincreasesmight be handledin the future to enhancesustainabilitywhile
ensuringthebesthealthoutcomes.

2005 co-paymentincreases
PBS co-paymentsincreasedby 21 per cent on 1 January 2005. General patients’
co-paymentsincreasedfrom $23.70 to $28.60; concessioncard holders’ co-payments
increasedfrom $3.80 to $4.60. MedicinesAustraliasupportsthe co-paymentincreases
andthe developmentof a responsibleco-paymentsystem,providedthat the healthand
wellbeingof thosethat canleastaffordthe increasesis not compromised.

Nevertheless,MedicinesAustralia believesthat thereis a risk that patients, facing a
significant increasein co-payments,will choosenot to havetheir prescription(s)filled, at
leastin the short-term.The size ofthe increasescheduledfor 1 January2005 couldhavea
disproportionateimpact on concessioncard holders, in particular the poor andelderly,
who may respondby not dispensingor delayingprescriptionsrecommendedby their
doctor. This couldhavepotentially seriousimplicationsfor their own healthandfor the
broadereffectivenessof the healthsystem,with added stresson the health system.For
thesereasons,MedicinesAustraliasuggestedto the Governmentin its mostrecentbudget
submissionthat the proposed2005 increasecould be phasedin over a periodoftime, say
oneyear.

In the future, the Governmentcould considerphasingin co-paymentincreasesto ensure
thatthe increasedoesnot unduly impacton patienthealthandtheefficiencyof the health
system.

Longertermco-paymentoptions
In the longer term,the Governmentcouldconsiderarangeof optionswith respectto PBS
co-paymentsto ensureasustainablePBS.Both the flat rateco-paymentsandfixed Safety
Net thresholdsare inconsistentwith horizontaland vertical equity principles. In other
words, high incomeearners(suchas a ‘millionaire’) aresubjectto the sameco-payment
and Safety Net thresholdas apersonearningless than$30,000a yearwith dependent
children.

This impact will becomestarker following the extensionof concessioncards to self-
fundedretireeswith an annual incomeof up to $50,000.As a result, a family with one
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breadwinneron an annualincome of, say $30,000,will paymore for medicinesthana
self-fundedretireeon the sameor muchhighersuperannuationandinvestmentincomes.

Co-paymentsare adjustedfor movementsin CPI. However, the slower growth in co-
payments,comparedto averagemedicinecosts,andincreaseddemandas reflectedin the
growth in volumes, has placeda greatercost burden on the Government.Patients’
contributionto thePBShasdeclinedfrom around30 percentin the 1970sto just 15.8 per
cent in 2003-04(Figure6). Thus in timespastthecontributionby patientsto the PBShas
beendoublewhat it is today.

Figure 6

The falling patient contribution is further illustrated when comparedwith what the
Governmentcontributesto the PBS.In nominal terms, while the patientcontributionto
the PBS has slowly increasedto $938 million over the last four decades, the
Government’scontributionhasgrown to $5.0 billion (Figure7). Most of the growth in
the PBSoverthistimehasbeenmetby the Government.
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Figure 7

In light of the above,therearemeritsin reviewingthe co-paymentandsafetynet policies
to addressthe following issues:

• To differentiatebetweenlifesaving medicinesand less essentialmedicinesso
thatthe PBSwould givegreatersupportto ‘essential’medicines;

• To re-balancethedistributionalimpactbetweendifferent incomegroups;
• To ensure that those who can afford to pay assume greater individual

responsibility;and
• To providegreatermarketsignalsin consumerchoice.

Australiais oneof few countriesto requirea flat co-payment.Othercountriesincluding
France,Belgium, Italy and Denmark,haveutilised avariety of co-paymentsystemsfor
theirmedicinereimbursementsystems.

There are at leastseveral co-paymentsoptions availablefor consideration.One option
could involve patients paying different levels of co-paymentsbased on priority.
Alternatively, co-paymentscouldbe means-tested,wheretheyincreasewith income,such
that low income earnerspay a lower co-paymentthanthoseon high incomes.Another
option could be to have a proportional co-paymentwhere the patient pays a fixed
percentageof amedicine’scost, say 10 per cent. This policy would adopta standard
patientcontributionto thecostof medicinesavailableon the PBS.However,thereshould
also bea floor (a minimumco-paymentlevel) anda ceiling (a maximumpaymentlevel)
to ensureno unduehardshipor a further reductionin patientcontributionto the PBS
budget.The designof the new co-paymentand SafetyNet systemandthe ratesof co-
paymentswould need to be targeted carefully to minimise significant impacts on
disadvantagedgroups.

Cost of PBS - government and patient contribution
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In thecontextof the challengesfacingthe healthsystem,MedicinesAustraliaarguesthat
the GovernmentshoulddevelopacomprehensiveWhitePaperon theNationalMedicines
Policy andin particularthe future ability ofthePBSto deliveraffordablemedicineswhen
Australiansneedthem.It shouldexaminePBSpolicy optionsto ensurethe delivery ofthe
desired health outcomes through equitable, timely access of medicines, with an
assessmenton theimpactof theseoptionson otherpartsofthe healthsystem,community
expectationsandintergenerationalequityconsiderations.

6. Other options for funding arrangements

Thereareotherfunding options availableto ensurethatthe communityhasaccessto the
latestinnovativemedicines.Futuresustainabilitymay be servedif the communitytakes
greaterdirect responsibility for funding accessto medicines.Theremay be a needto
investigatealternativeprivatesector funding arrangementsfor accessto medicines.Two
particular options in this area are medical savings accounts(MSAs) and greater
pharmaceuticalcoverageby privatehealthinsurers.

MSAs operatein a similar way to superannuation,wherebypeopleinvestsomeof their
savingsto fund their future healthandpharmaceuticalcostsas theyget older. They could
be attachedto people’ssuperannuationaccounts.Singaporeis a notableexamplewhere
MSAs heldby individualsareusedto fund aportionof thatcountry’shealthspending.

An alternativeis to haveprivatehealthinsuranceplay agreaterrole in coveringthe cost
of people’sprescriptionmedicines.While somehealthinsurersnow coverprescription
medicines,the overall coverageof medicinesin Australia is low, andhealthinsurersare
preventedfrom offering co-paymentcoverage.Somecountrieshaveagreaterproportion
of their pharmaceuticalcostsborneby privatehealthinsurance.Forexample,in Canada,
private healthinsuranceplans accountfor around34 per centof prescriptionmedicine

16costs . Private health insurancecould potentially play a larger role in Australia in
encouragingprivatefunding of prescriptionmedicinesin thefuture, includingthe funding
of individual expenditurein co-payments.

7. The role of newmedicinesin transforming healthcare

Throughouthistory, the developmentof new medicineshastransformedhealth care,
savedlives and improvedpeoples’quality of life. Life expectancyacrossthe world has
increaseddramaticallyoverthe last halfacenturyandthishasbeendue,in no smallpart,
to technological developmentsleading to the developmentof new medicines. For
example,diseasessuch as small pox, polio, tuberculosisand measlesthat oncekilled
manyand costsociety millions to treatarenow eradicatedor beingcontrolledby new
vaccinesdevelopedby the pharmaceuticalindustry.

6 Commission for the Future of Health Care in Canada 2002 Building on Values: the Future of Health Care in Canada,
(Commissioner: Roy J. Romanow QC), November, htto:/twww.hc-sc.oc.calenolishtodf/care/romanow e.odf (accessed 24
November 2004), p. 195.
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Twenty years ago the life expectancyfor apatientwith HIV/AIDS was not long and
quality of life was severelyhampered.Throughvarious anti-viral treatmentsdeveloped
by the pharmaceuticalindustry, todayapersondiagnosedwith WV/AIDS can expecta
much longer life expectancyand higher quality of life than if that personhadbeen
diagnosed20 years ago. Currently there are 82 AIDS medicinesavailable,with an
additional79 currentlyundergoingclinical trials’7.

Examplessuchas this highlight the majorcontributionthat medicinesmaketo life. As
discussedelsewherein this submission,medicinesmakeamajor contributionto health,
economicandsocialoutcomes,aswell as offsetcostsin otherpartsofthehealthsystem.

8. Newmedicineslikely to appear on the market

A rangeof new medicinesare currently undergoingclinical trials, meaningthat at least
some of theseare likely to come on to the market over the next five to ten years.
Generally, only one in five medicinesthat begin clinical trials make it to market’8,
althoughsomeresearchsuggeststhat the successratein more recentyearscould be as P

19low as one~nnine

An appreciationof thescopeof developmentslikely overthe nextfive to 10 yearscanbe
obtainedby an analysisof the website developedby the PharmaceuticalResearchand
Manufacturersof America (PhRMA), www.innovation.or~.This websitehasdetailson
the individualmedicinescurrentlybeingdevelopedfor particularhealthconditions.

Although the site is basedin the United States, it doesinclude productswherethe
developmentis basedin othercountriesandthe informationstill providesausefulinsight
into therangeof medicinaltreatmentscurrentlyin the pipeline. In this datatheremaybe
somesmalldoublecountingas the samemedicinemaybe beingdevelopedfor morethan
onecondition.However,theinformationstill providesanindicationof wheremuchof the
activity in futuremedicinedevelopmentis occurring.

New medicinesrelevantto the AustralianGovernment’sNationalHealth Priority Areas
(NHPAs) havebeen summarisedbelow. Although hundredsof conditionsare listed in
detail on the www.innovation.org website, only those relevant to the NHPAs are
examinedhere.All of the potentialnew treatmentsarein clinical trials in humansat the
time of writing. This meansthat by and large all of the earlier stagesof researchhave
beencompleted.The overallresultsof thisanalysisarepresentedin Table4.

‘~ PhRMA 2004 Researchers are Testing 79 Medicines and Vacdnes for HIV and Opportunistic Infections” Medicines in
Development for HIV/AIDS 2004, htto://www.ohrma.orotnewmedicines/resourcesl2004-1 1-30.146.odf (accessed 2/12104),
p. 1.
‘~ PhRMA 2004 Why Do Medicines Cost So Much and Other QuestionsAbout Your Medicines,
htto://www.ohrma.oro/oublications/oublicationstbrochure/ouestiOns/OUestiOns. ~df(accessed 2/12/04), p. 2.
‘~ Gilbert, J., Henske, P. & Singh, A. 2003 “Rebuilding Big Pharma’s Business Model” In Vivo: the Business and Medicine
Report, 21(10), November, p. 4.
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Table 4: Newmedicinescurrently in development,by Australia’s National Health Priority Area, by
stageof development,November2004.
Condition Phase

I II III Apply* Other Total
Asthma 8 20 4 5 1 38

Cancer 56 122 62 4 1 245
Cardiovascular 18 35 20 0 2 75
Mental health 9 16 12 6 3 46
Diabetes 18 20 9 6 3 56
Injury prevention 1 3 4
Arthritis 24 27 17 9 4 81
Dementia 13 6 9 6 0 34

Total 147 246 136 36 14 579
Source:Derivedfrom www.innovation.org(PhRMAwebsite).Accessed24/11/2004.* FDA application.

Cancerclearly hasthe highestpriority in termsof new medicinedevelopment.Table 4
shows that of an estimated579 new therapiesbeing developedfor different health p
conditions,245 are for one form or other of cancer.Around half of these, 122, are
currentlyatPhase2 stageof clinical trials, while 56 and62 treatmentsare in PhasesI and
III respectively.Arthritis is the next highestwith 81 new treatmentscurrently in the
pipeline, closely followed by cardiovascularhealth with 75 new medicines in the
pipeline.

Basedon the numberof moleculesin PhaseI, an estimateof the likely numberof new
medicinesmakingit on to the marketcan be calculated,usingthe figure that onein five,
or 20 percent,of medicinesthatenterclinical trials makeit to themarket.Forexample,it
could be expectedthat of the 56 cancertreatmentscurrentlyat PhaseI of clinical trials,
around 11 will make it to marketover the next five to 10 years.However,with 122
cancertreatmentsalreadyin PhaseII, onewouldexpectthatalargernumberof thesewill
enterthe marketsooner.For example,basedon Gilbert, Henskeand Singh’sview that
onein five medicinesatPhaseII will makeit to market20,onecouldspeculatethatof the
122 cancermedicinescurrentlyat PhaseII of clinical trials, 24 couldbeexpectedto beon
the marketoverthe sametime period.

Table 4 alsoprovidessomeinsight into the relative stagesof developmentof different
therapies.For example,while treatmentsfor arthritis are reasonablyevenlyspreadacross
the threephasesof clinical trials, in cancertreatmentsthereare twice as manymolecules
at PhaseII than at PhaseI or III, suggesting,that therecould be awaveof new cancer
treatmentsfive to 10 yearsaway.

More detailedresultson medicinesin the pipelinesrelatedto Australia’s NHPAs are
containedin Table 5. On an individual healthconditionbasis,lung cancerhasthe most
prospectivetreatmentswith 52 medicinesin the pipeline. The next highestareType 2
diabetes(48), breastcancer(45), rheumatoidarthritis(42)andprostatecancer(41).

20 Gilbert, J., Henske, P. & Singh, A. 2003 “Rebuilding Big Pharma’s Business Model” In Vivo: the Business and Medicine
Report, 21(10), November, p.4.
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Table 5: Newmedicinescurrently in development,by Australia’s National Health Priority Area, by
stageof development,November2004.

Phase
I II III Apply* Other Total

8 20 4 5 1 38

8 20 4 5 1 38

Cancer,breast
Cancer,cervical
Cancer,cervical - prevention
Cancer,Colon
Cancer,colorectal
Cancer,ColorectalAdjuvantTherapy
Cancer,ColorectalMetastatic
Cancer,lung
Cancer,prostate
Cancer,Prostate,Early-Stage
Cancer,skin
Cancer,Skin,Non-Melanoma
Cancer,Lymphoma,Non-Hodgkin’s
Total cancer

12 23 9
6 5 2

1 1
6 3 2
7 19 10

2

11 28 12 1
7 25 8 1

2
3 6 9 1

4 9 6
56 122 62 4

Cardiovasculardisease
Heartdisease,other
Heartfailure,acute
Heartfailure, chronic
Heartfailure, diastolic
Stroke
Stroke,AcuteIschemic
Stroke,Hemorrhagic
Stroke,Ischemic
Stroke,PreventioninAtrial Fibrillation 2
PeripheralVascularDisease
PeripheralArterial Disease
Arteriosclerosis
Cardiacdisease
CongestiveHeartFailure
CongestiveHeartFailure (Outpatient
Study)
CongestiveHeartFailure,Acuteand
Chronic
Totalcardiovascular

Depression
Depression,MajorDepressiveDisorder
Anxiety
Anxiety, acute
Anxiety, GeneralizedDisorder
Bipolar depression
Bipolar disorder

4 1 1

2

6 8
5
2

3
2

1 1
4 2
5 1

5

6

1
3
I
17
8
2

2 3
4
7
6
2
I
115

18 35 20 0 2

7 10 2
2 1

2 2

75

3 1 23
3

4
1 1 3

1 1

Condition

Asthma

Totalasthma

45
13
2
12
36
2
1
52
41
2
19
1
19
245
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Condition
I

Phase
II III Apply* Other Total

Bipolar maintenance 1 1
Schizophrenia 2 6 1 9
Totalmentalhealth 9 16 12 6 3 46

Diabetes- type 1 1 1 2
Diabetes-type2 18 16 8 3 3 48
Diabetes-typel&2 3 1 2 6
Total diabetes 18 20 9 6 3 56

Injury prevention 1 3 4
Total injury prevention 1 3 4

Arthritis 1 1 2
Arthritis, psoriatic 1 1 2
Arthritis, rheumatoid 12 19 7 2 2 42
Osteoarthritis 2 3 1 3 9
Osteoporosis 9 2 7 4 2 24
Osteoporosis,postmenopausal 1 1 2
Totalarthritis 24 27 17 9 4 81

Dementia 1 1 2
Dementia,Vascular 2 2 4
Alzheimer’sDisease 11 6 6 5 28
Total dementia 13 6 9 6 0 34

TotalforNHPAs 147 246 136 36 14 579
Source:Derivedfrom www.innovation.ora(PhRMAwebsite).Accessed24/11/2004.* FDA application.

A proportionof the newmedicinesbeingdevelopedwill providepatients,governments
andthehealthsystemnewtoolsto treatsomeof the mostserioushealthconditionsin our
communitytoday.In somecases,thesewill be medicinal treatmentsthat treat illnesses
which previouslyneededto bemanagedby otherpartsofthehealthsystem.For example,
an effective medicinefor prostatecancercould removethe needfor patientsto have
radiationtherapyor prostatectomysurgery.Or if oneof the28 treatmentscurrentlybeing
developedfor Alzheimer’sDiseaseproveseffective,as well as treatinga major illness of
an ageingpopulation,it could savemuchmoneyin otherpartsof the healthsystemsuch
asagedcarecosts.

9. The effectof the PBSon productivity and participation

TheCommonwealthTreasury’sAustralia’sDemographicChallengesreportfrom 2004
correctlypointsout that improvementsin workforceparticipationareaffected,at leastin
part,by thehealthof theworkforce.Thereportstates“Poorhealthoftenleadsto early

,,21retirement,spellsout ofwork, andlostproductivitythroughsicknessor injury

2t
Commonwealth Treasury 2004 Australia’s Demographic Challenges: Canberra, p. 6.
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However,while it is recognisedthatmedicationscanimproveAustralians’healthand
workforceparticipation,thereis not sufficientrecognitionin eitherthis reportor the 2002
IntergenerationalReport22of thevaluethatmedicinescan bring to improvingthe health
of Australians.The reportsmakelittle mentionof thefact that increasedPBSspending,
while obviouslyneedingto be funded,can positively contributeto health,labour
productivityandeconomicgrowth.

As well astreatingsymptomsandextendinglife, innovativemedicinesimprovepeoples’
activitiesandfunctionsin daily life, includingtheir physical,social,emotionaland
cognitivewell being. Theseall contributeto aperson’sability to participatein the
communityandthe economy.

It couldwell bethat increasedPBSspendingmayimproveeconomicgrowth andshould
be seenas an investment,notjust acost,for thecommunity.As acasein point, severalof
the examplesof key healthconditionsaffecting AustralianshighlightedinAustralia’s
DemographicChallenges,suchas circulatorydiseasesanddepression,are nowdirectly
treatableby innovativenewmedicinesavailableon thePBS.

It is likely thatonefactorthat causesan increasein workforceproductivityand
participationmayactuallybean improvementin Australians’health,attributablein part
to accessto innovativemedicinesviathe PBS.This improvementin healththenhasall
the flow-on benefitsof greaterGDP growth,lower budgetdeficits andso on.

In his paperTheEconomicValueofInnovation:MeasuringtheLinkagesof
PharmaceuticalResearch,UseofInnovativeDrugsandProductivityGains,Australian
researcherDr PaulGrossof theInstitute of HealthEconomicsandTechnology
Assessment,confirmedthat higherlevelsof nationalhealthexpendituresareassociated
with betterhealthoutcomes.Moreover,betterhealthoutcomesobtainedwith modem
innovativemedicinesleadto highergrossdomesticproduct(GDP)by increasingboth
workforceparticipationandproductivity.

A 2002 AccessEconomicsreporton schizophrenia,SchizophreniaCosts:an Analysisof
theBurdenofSchizophreniaandRelatedSuicideinAustralia, foundthatimproved
outcomes,dependantin parton accessto newerantipsychoticmedications,couldreduce
aprojected$1 billion healthburdenassociatedwith the illness. In 2001 thelost earnings
from peopleunableto work dueto schizophreniawas$488 million.

A morerecentAccessEconomicsreport,TheDementiaEpidemic:EconomicImpactand
PositiveSolutionsfor Australia,notesthatin Australiatherewereover 162,000people
with dementiain 2002.The prevalenceof dementiais growingrapidly andwill reachthe
500,000mark around2040. Dementiacostover 117,000yearsof healthylife in 2002
andwill becomethe largestcauseof disabilityburdenin Australiaby 2016.By mid-
century,accordingto AccessEconomics,dementiacostsmayexceed3 percentof GDP —

unlesswe can find effectivetreatments.
In a2002NationalBureauof EconomicResearchpaper,TheEffectofChangesin Drug

Utilization on LaborSupplyandPerCapitaOutput,FrankLichtenbergconfirmedthat

22
Treasurer 2002 IntergenerationalReport, Budget Paper No. 5: Canberra.
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pharmaceuticaltechnicalprogresshasincreasedpercapitaoutputvia its effecton
employmentrateandhoursworkedperemployedperson.Eachsuccessivevintageof
innovativemedicineshasproducedaprogressiveincreasein percapitaoutput. The
researchconcludedthatthe useofnewmedicinesreducesthe rateof humancapital
depreciation.

A studyin the UnitedStatesby MEDTAP International,TheValueofInvestmentin
HealthCare,releasedearlierthis yearshowedthat spendingon medicineshassubstantial
healthgains.Forexample,it showedthat everydollarspenton medicinesthat lower a
diabetic’scholesterolproduces$3 inhealthgains,eachadditionaldollarspenton
hormonaltreatmentsfor breastcancerresultsin at least$27 of healthgains,eachdollar
investedin beta-blockersto treatheartattacksproduces$38 in healthgains,andevery
dollar spenton therapiesto preventstrokesinhigh-riskpatientshasdeliveredhealthgains
valuedat$2 to $6.

TheWorld HealthOrganisationhasestablishedthataccessto newknowledge-medicines
andvaccineswassubstantiallymoreimportantin achievingthe dramaticdeclinein
mortality ratesthroughoutthetwentiethcenturythanincomegrowth,improved
educationallevelsandimprovementsin nutrition andsanitation.

Furtheracademicstudieshaveshownthattheuseofprescriptionmedicinesreduces
absenteeismof chronicallyill workersandincreasestheir productivityby avaluefar
greaterthanthe costof themedications.Otherstudieshaveshownthatpoorhealthhasa
substantialimpacton aperson’searnings,workforceparticipationandproductivity.

Newer, innovativemedicinescanreduceoverall healthcosts
As well astheir broadersocial,economicandhealthbenefits,spendingon medicinescan
also provide offsetting savingsin other parts of the health system. Illnessesthat once
required expensivehospitalisation,nursing homesor surgerysuch as diabetes,heart
attacks, depressionand schizophrenia,are now increasingly being treatedby new
medicinesdevelopedby the pharmaceuticalindustry. In the future, conditions like
Alzheimer’s Disease,which currently costthe community much in termsof residential
care, family and carer costs, may be treatablewith new medicinescurrently being
developed.While in somecasesthe newergenerationof medicinesthemselvesaremore
expensive,in many casesthis is more than offset by falling costs in other partsof the
healthsystem.

For example, the four most costly productslisted on the PBS (see above)all help to
reducecosts in other partsof the healthsystem.Atorvastatinand simvastatin,the two
mostcostlyproducts,helpreducetherisk of heartattacksandstrokeswhich aretreatedin
hospitals.Similarly, omeprazoleassistsin healing stomachulcers, reducingthe needfor
surgery,andsalmeterol/fluticasonehelps manageasthmawhich also reduceshospital
costs.

Unfortunately, broaderGovernmentpolicy doesnot seemto recognisethe impactthat
new, innovative medicinescan haveby reducingcost pressuresin other parts of the
healthsystem.Theoverridingconcernin the 2002IntergenerationalReportandthemore
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recentAustralia’s DemographicChallengesdocumentsis that spendingon the PBS is
simply acost.The Government’sadditionalconcernis the costofthe PBSis growingand
thatmeasuresmustbetakento curtail that growth.

There is insufficient acknowledgementin these statementsthat such pharmaceutical
spendingcan, in fact, helpreduceoverall healthexpenditure.Thereis a growingbodyof
evidenceto suggestthat increasedspendingon medicinescan and doesleadto greater
offsetting savings in other parts of the health system.Treating conditions like high
cholesterol,mental illness andcancerwith medicinesnow can reducethe needfor more
expensiveoptions suchas hospitalisationandsurgery.

The result is savingsin otherpartsof the healthsystem.The Chair of the Productivity
Commissionhasflaggedthefact that spendingon medicinescouldgive riseto savingsin
other parts of the health system23.However, the IntergenerationalReport makes no
allowancefor the interactionsbetweendifferentparts of the healthsystemlike the PBS

24
andhospitalcosts

MedicinesAustraliastrongly arguesthat anyfuture considerationofthe effectsof ageing
on the PBS shouldconsiderthe positiveimpactsthat spendingon medicineshason both
workforceproductivityandparticipation,andthe potentialfor suchspendingto provide
offsettingsavingsin otherpartsof the healthsystem.

Most studiesof cost offsetsare from othercountrieswherehealthsystemshave linked
data sets,suchas in the US managedcare environments.Unfortunately,few equivalent
studiesareavailableat thispoint in Australiadueto a lack of datalinking patientuseof
hospitals,medicalservicesandpharmaceuticals.

Internationalresearchsuggeststhat a generalincreasein spendingon medicinesis more
thanoffset by greatersavings in other partsof the health system.A 1996 study by
Lichtenbergin the AmericanEconomicReview found that for everyUS$1 increasein

25spendingon medicinestherewasa US$3.65saving in hospitalcareexpenditure

FreundandSmeedingin their discussionof future healthcarecosts in anageingsociety
argue that governmentsoften do not take the benefitsof spendingon medicinesinto
account. “By far, the mostimportant lessonto be learnedhere is that governmentsand
policy analystsconsideronly thecostsofnewtreatmentsandnewmedicines,andignore
the benefits,,26~ Making afull assessmentof the impactof medicinescan only be made
oncethe benefitsof thosemedicines,both for productivity and for other costs in the
health system, are taken into consideration.Nobel laureate,ProfessorGary Becker,
makesthe point thatnewmedicinescanpotentially cutoverall healthcosts.

23 Banks, G. 2004 “An Ageing Australia: Small Beer or Big Bucks?” Presentation to the South Australian Centre for
Economic Studies, Economic Briefing, 29Apr11: Adelaide, p. 24.
24 Dowrick, S. & McDonald, P. 2002 “comments on Intergenerational Report, 2002-03”, Australian National University:
Canberra, p. 10.
25 Lichtenberg, F. 1996 “Do (More and Better) Drugs Keep People Outof Hospitals?,” AmericanEconomicReview 86,
May, 1996, 384-388.
26 Freund, D. & Smeeding, T. 2002 “The Future Costs of Health Care in Aging Societies: lathe Glass Halt Full or Halt
Empty?” Prepared for the Seminar Ageing Societies: Responding to the Policy Challenges, 8 April, University of New
South Wales, p. 18.
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“The shareof drugs in future medicalspendingis likely to increasesharply. But even
withoutfull cures,drugs that greatly delaythe onsetandseverityofmajor diseaseswill
reduceexpensiveandunproductivetimespentin hospitals,nursinghomes,andunderthe
care offamily members... New drugshavethe potential to cut the growtho/medical
spendingsharply.It iscrucial to takemuchbetteradvantageofthispotential”2.

In hisreviewofstudiesinto the impactof rising medicinecostson overallhealthbudgets,
Kleinke concludedthat new, more expensivemedicinessavecosts in other partsof the
health sector. The shift to more capital-intensiveforms of treatment gives rise to
increasedefficiencies and representsthe health sector moving towards the ‘new
economy’.

“In the aggregateandin theshortterm, ‘expensive’newdrugtechnologiesare a bargain
for society. Increasedspendingon drugs that specificallymanagedisease,precludeor
delaysurgeries,or reducehospital admissionsand lengths-of-staypayfor themselves
manytimes over. Addedpharmacycosts that offsetother medicalcosts representthe
economicsofprogress.Theyreflect aprofound,permanentmovementin our healthcare
systemawayfrom medicallaborandtowardmedicaltechnology- a belatedcatching-up
of health care with the rest of the ‘new economy’. The addedcosts associatedwith
breakthroughdrugs representa major structural shiftfrom the provision of traditional
medicalservicesto the consumptionofmedicalproducts,a systemicrotationfrom labor
to capital”28.

The changefrom expensive,labour-intensivehealthtreatmentssuch as hospitalisation
and surgery, in favour of capital-intensivetreatmentssuch as medicines is a major
structuralshift in healthcaretowardsamoreefficientkind of healthexpenditure.

Kleinke’s reviewhighlightsseveralstudiesthat identified theeffect of how the switch to
morecapital-intensivetreatmentsin usingnewer,innovativemedicineshavereducedthe
overall costsof treating HIV/AIDS andpsychiatric illness. This occurredbecausethe
increasedcost of new, more effective medicineswas more than offset by falls in

29hospitalisationrates . Other studiesfound that restrictingthe re-imbursementof three
medicinesin the US Medicaid program “increased the rates of institutionalizationin
nursinghomes,emergencymentalhealthvisits, andfull-day or half-dayhospitalizations

,,30in communitymentalhealthcenters- all at costsfar in excessofthe medicinesavings

27 Becker, G. “New Drugs Cut Costs, And Medicare Can Help”, Business Week, 2213104, p. 32.
2R Kleinke, J. 2001 “The Price of Progress: Prescription Drugs in the Health Care Market”, Health Affairs, 20(5), Sept-Oct.
29 Ibid.

~ Ibid.
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New medicines offer a variety of benefits for productivity, participation and the
efficiency of the health system.New medicineshavethe potential to treat a range of
conditionsassociatedwith an ageingpopulation.In manycasesthesenew medicinesare
likely to be expensiveandneedto be funded.Thesemedicinescan potentially offer a
rangeof newtreatmentsto Australians.

10. Conclusion
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If Australiansareto ensurethattheyhaveaccessto thesenew medicinesinto the future,
particularly in the contextof an ageingpopulation, the appropriatefunding levels and
systemsfor medicinesneedto be in place.Ensuringsufficient resourcesareput into the
PBS to pay for new, innovativemedicinesis one key strategy.Recognisingthat such
medicineshavebenefitsfor productivityandparticipationis another.It is alsoimportant
that reimbursementdecisionsfor individual medicines,and Governmentpolicy more
generally,recognisesthepotentialthat medicineshavefor providingoffsettingsavingsin
other partsof the health system,such as in hospitals.A rangeof alternativefunding
options such as changesin co-payments,medical savingsaccountsand private health
insurancecould alsobeconsidered.

Moregenerally,Australianeedsto haveamoregeneralpolicy debateaboutthe future of
the PBSandthe funding of medicineswhicb recognisesthe benefits,aswell as thecosts,
of medicines.MedicinesAustralia would be very willing to take part in such awide-
rangingreview. Suchaprocesswould help maintainthe financial andhealtboutcomes
sustainabilityof the PBSandAustralia’sfunding of medicinesmoregenerally,as well as
guaranteeingthatAustralianshadaccessto newmedicinesinto the future.
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