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DearMs Forbes

HOUSE OF REPRESENTATIVES STANDD~GCOMMITTEE ON AGEING -

QUESTION ON NOTICE

I would like to thanktheHouseofRepresentativesStandingCommitteeon Ageing for the
opportunityfor staff fromtheDepartmentofHealthandAgeing to appearbeforeapublic
hearingon 7 February2003.

At thehearing,Dr RuthLopert,AssistantSecretary,PharmaceuticalBenefitsBranch,took a
QuestiononNoticefrom Mr Hartsuykerregardingclinical trials ofAlzheimer’sdrugs. The
QuestionandtheDepartment’sresponseareatAttachmentA.

If you would like to discussthematter,pleasecontactMr Kevin Vassarottion
(02) 62895212.
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DrLopert,

Theextractbelowhasbeentakenfrom theDraft Hansardof thisDepartment’sappearance
beforetheHouseofRepresentativesStandingCommitteeon Ageing. It providesdetailsofthe
QoNyou tookregardingclinical trials of Alzheimer’sdrugs.

“Mr HARTSUYKER Mr Bruen,you mentionedthat to datetherehasbeenlittle successin
improving thesituationwith regardto Alzheimer’s. I understandthereis quitea rangeof
clinical trialsgoing on atthemoment.Arethosetrials showingpositive resultsat this point in
time?

Mr BRUEN My colleaguehereremindedmethattwo drugshaverecentlycomeontoth~
market.

Dr LOPERT I would like to takeup Mr Bruen’spoint. Therearecurrentlythreemedications
for thetreatmentofmild to moderateAlzheimer’s diseasefundedon thePharmaceutical
BenefitsScheme.I amnot awareof any particularclinical trials that havebeenbroughttO our
attentionor otherdrugscurrentlyunderconsideration.I would haveto takethat questionon
notice.”

I hopethis assistsyou in preparingaresponse,

PennyDakin
Office for an AgeingAustralia
6289 8453

Answer (TGA input included):

In Australiathe conductofclinical trials usingunapprovedmedicalproductsis regulatedby the
TherapeuticGoodsAdministration(TGA). Thesetrials maybe conductedundereitherthe
Clinical Trial Notification(CTN) SchemeorClinical Trial Exemption(CTX) Scheme.Sponsor
companiesare,however,not requiredto provide reportsto theTGA ontheefficacyoutcomesof
clinical trials.

Detailedevaluationsof clinical trial resultsin any giventherapeuticareaarenot usually
undertakenuntil suchtime asa sponsorsubmitsan applicationfor marketingapprovalto the
TGA or asubmissionfor listing on thePharmaceuticalBenefitsScheme.In eachcasethe
contentoftheapplicationsis consideredcommercial-in-confidence.

Informationaboutrecentlyconductedtrials ortrials in progresswould beavailablein the
medicalliterature.


