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I amwriting to you in relationto ReportNo. 404 of theJointCommitteeofPublicAccounts
andAudit (JCPAA).

TheJCPAAreportmadesix recommendations(Recommendations37 to 42 inclusive)to the
TherapeuticGoodsAdministration(TGA), apartofmy Department,relatingto theregulation
ofnon-prescriptionmedicinalproducts.

Recommendation42 requiredareporton theestablishmentandoperationofthe
trans-TasmanTheraPeuticProductsAgency(nowreferredto astheAustraliaNewZealand
TherapeuticProductsAuthority — ANZTPA) by Februaiy2006,with afurtherreporton
progressto be providedin June2006.

Thereportrespondingto Recommendation42, in theExecutiveMinuteformatrequiredby the
JCPAAandsignedby theSecretaryofmy Department,is attached.

Theresponsesto theremainingfive recommendationswill beprovidedby theduedateof
7 May 2006.

Yours sincer~1y.-—----.
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EXECUTIVE MINUTE

on
JOINT COMMITTEE OF PUBLIC ACCOUNTS AND AUDIT

REPORT NO. 404
ReviewofAuditor-General’sReports:ReportNo.18of2004-2005- Regulationof

Non-prescriptionMedicinalProducts- DepartmentofHealth andAgeingand Therapeutic
GoodsAdministration

General Comments

TheCommittee’sReportmadesix recommendationsto theTherapeuticGoods
Administration(TGA), apartoftheDepartmentofHealthandAgeing. Oneofthe
recommendations(Recommendation42)requiredresponsesin FebruaryandJune2006, in
theform ofa reporton theestablishmentandoperationoftheTrans-TasmanTherapeutic
ProductsAgency. Thereportonthis recommendationis below.

Theremainingfive recommendationswill berespondedto in May2006.

Responsesto the Recommendation

RecommendationNo.42 paragraph 12.86

The Committee recommendsthat the Therapeutic GoodsAdministration report
to theCommittee on theestablishmentand operation ofthe Trans-Tasman
TherapeuticProducts Agency,with regard to how the newagencywill continue
to regulatenon-prescription medicinal products in accordancewith the26
ANAO recommendations.The TGA should also report onany changesto its
governanceand reporting arrangements. Thesereports should be forwarded to
the Committee in February and June 2006.

Progressreport on the establishmentand operation ofthe Trans-Tasman Therapeutic
Products Agency

TheAustralianandNew ZealandGovernmentshaveagreedto establisha singleagencyto
administerajoint regulatoryschemefor therapeuticproducts(includingprescriptionand
over-the-countermedicines,complementarymedicines,medicaldevices,bloodproductsand
tissues).This inter-Governmentalagreementis entitledTheAgreementfor theEstablishment
ofa JointSchemefor theRegulationofTherapeuticProducts— referredto asTheTreaty.

TheAustraliaNewZealandTherapeuticProductsAuthority(ANZTPA) will replace
Australia’sTherapeuticGoodsAdministration(TGA) andtheNewZealandMedicinesand
Medical DevicesSafetyAuthority (Medsafe).

TheTreatyprovidesfor theestablishmentofaMinisterial Council to overseetheoperationof
theschemeandtheANZTPA. TheTreatydoesnotcomeinto forceuntil thetwo countries



haveexchangeddiplomaticnotesconfirming thecompletionoftheirrespectivedomestic
proceduresfor theentryinto forceof TheTreaty,including passageofimplementing
legislation.The AustralianandNewZealandGovernmentsagreedto establishaTherapeutic
ProductsInterim Ministerial Council (TPIMC) with similar functionsto thoseofthe
Ministerial Council, to applyuntil theMinisterial Council is created.The TPIMC hasa
particularfocuson facilitating decisionmakingon matterssuchasestablishmentissues,
infrastructuredevelopment,regulatoryarrangements,andappointmentoftheBoard.

Thejoint regulatoryschemeis beingdevelopedwith anumberofessentialfeaturesin mind:
no lesseningofaccountabilityto theAustralianGovernmentthanis currentlythecase;no
lesseningof responsivenessto theGovernment;and,no lesseningofthestandardsthat
currentlyprotectpublic healthandsafetyin Australia.

Thejoint regulatoryschemewill be setoutin asingle setof Ministerial Council Ruleswhich
will applyin both countries.TheseRulesarecurrentlybeingdraftedandarewell-advanced.
It is expectedthatthe first packageofthedraftMinisterial Council Rulesfor thenewscheme
will be releasedfor consultationin theforthcomingmonths.

After thistime it is proposedthatthelegislationwill be introducedto theNewZealand
parliamentarysystemandreleasedasan exposuredraft for stakeholderconsultationin
Australia.In bothcountriesthis will signal thebeginningofformalconsultationswith
interestedpartieson thelegislation.

TheTPIMC hasagreedthat in orderto allow stakeholderstime to preparefor this extensive
periodofreviewofthedraft legislation,aconsultationplanwill beprovidedshortlywith
indicative consultationperiodsfor aphasedreleaseofthedraft implementingBills, draft —

Ministerial Council Rulesanda consultationpaperon feesandcharges.

The Treatyprovidesfor theANZTPA to haveaManagingDirector. However,theManaging
Directorcannotbeappointeduntil theTreatycomesinto force.TheTPIMC identifiedthe
needfor arole ofTransitionalDirectorto covertheperiodleadingup to the establishmentof
theANZTPA andto overseetheprocessof developmentuntil then.

A JointAgencyEstablishmentGroupis alsoin placeto providesupportto theestablishment
oftheANZTPA.

In December2005, theTPIMC announcedtheappointmentof Mr Philip Daviesasthe
TransitionalDirectorfor theJointAgencyEstablishmentGroup.Mr Davieshasheldsenior
positionsin boththeNewZealandMinistry ofHealthandtheAustralianDepartmentof
HealthandAgeing andwill reportto theseorganizationsin hisnewrole. As notedabove,
Mr Davies’ role will be for theperiodup to theestablishmentof theANZTPA. In the lead-up
to thecommencementoftheANZTPA, aninternationalrecruitmentfirm will beengagedto
assistin therecruitmentofaManagingDirectorto leadtheANZTPA onceit becomes
operational.



The regulation ofnon-prescription medicinesin the joint regulatory scheme

As thejoint regulatoryschemewill substantiallyreflectthecurrentarrangementsin Australia.
all ofthechangesresultingfrom implementationofthe26 recommendationsofthe
AustralianNationalAudit Office will transferinto thenewschemeandbe givenlegal
underpinningthroughthe newlegislation,wherenecessary.It is ofnotethatthesechanges
andimprovementshavebeenimplementedfor regulationof all therapeuticproducts,notjust
for theregulationofnon-prescriptionmedicinalproductsasrecommendedby ANAO. These
improvementsandprocesseswill bemaintainedin thecontextofANZTPA.

Changesto TGA Governanceand reporting arrangements

The governancecommitteestructurehasbeenreviewedandadjustedto make it consistent
with thecommitteestructureproposedto operateunderANZTPA, including establishinga
TGA ExecutiveCommitteeto assisttheNationalManageron strategicandleadership
matters. An auditandrisk managementcommitteeis beingestablishedwhichwill be
supportedby a TGA risk manager.Thebusinessplanningcycle hasbeenreviewedto
strengthenandalign businessplanningwith theTGAprioritiesandthemonitoringof
progressagainstthebusinessplan.

In addition,a Post-MarketMonitoringandComplianceCoordinationGrouphasbeen
establishedto:

• enhancetheoperationalinterfacebetweenkeypost-marketactivities; . .
• provideaforum for informationsharingandreviewoftherelevantpost-market ..,.i -

monitoringandcomplianceactivities;
• provideguidancein orderto improvetheeffectivenessandefficiencyofpost-market

operationalactivities;and
• developoptimalstrategiesfor improvingpost-marketoperations.
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