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GeneralComments

TheJCPAA’sReportmadesix recommendationsto theTherapeuticGoodsAdministration(TGA),
apartoftheDepartmentofHealthandAgeing. Oneof therecommendations(Recommendation
42) requiredresponsesin FebruaryandJune2006, in theform of reportson theestablishmentand
operationoftheTrans-TasmanTherapeuticProductsAgency,nowknownasthe AustraliaNew
ZealandTherapeuticProductsAuthority (ANZTPA). Thefirst reportwasprovidedto theJCPAA
in March2006. Thesecondreporton this recommendationis below.
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Theremainingfive recommendationswererespondedto inMay 2006.

Responseto the Recommendation

Report on theestablishmentand operation of theAustralia New Zealand Therapeutic
ProductsAuthority (ANZTPA)

In March2006,theJCPAAwasadvisedthat:

~ theAustralianandNewZealandGovernmentshadagreedto establishasingleagencyto
administerajoint regulatoryschemefor therapeuticproducts(includingprescriptionand
over-the-countermedicines,complementarymedicines,medicaldevices,bloodproductsand
tissues);

o thejoint regulatoryschemeto be administeredby thenewAustraliaNewZealandTherapeutic
ProductsAuthority (ANZTPA) will besetout in asinglesetofMinisterial Council Rules,
which will apply inboth countries;and

~ aJointAgencyEstablishmentGroup(JAEG) wasin placeandthatMr Philip Davieshadbeen
appointedastheTransitionalDirectorfor theJAEG.

Underthedirectionofthe TransitionalDirector,theJAEGhasbegunanextensiveprocessof
stakeholderconsultation.

RecommendationNo. 42 paragraph12.86

TheCommitteerecommendsthattheTherapeuticGoodsAdministrationreport to theCommitteeon the
establishmentandoperationof theTrans-TasmanTherapeuticProductsAgency,with regardto howthe
newagencywill continueto regulatenon-prescriptionmedicinalproductsin accordancewith the26
ANAO recommendations,TheTGA shouldalsoreporton anychangesto its governanceandreporting
arrangements.Thesereportsshouldbeforwardedto the Committeein FebruaryandJune2006.



TheStakeholderConsultationProgramme2006/07, whichwaspublishedon 27 March2006,
includesascheduleof consultationeventsto beheld in both AustraliaandNew Zealandin thelead
up to theestablishmentoftheANZTPA. Theconsultationprogrammewasissuedto provide
stakeholderswith advancenoticeof theplannedtiming for consultationon key documentsrelating
to theestablishmentoftheAuthority andtheproposedregulatoryscheme.

During 2006/07therewill beaphasedreleaseofdraftMinisterial CouncilRulesanddraft
ManagingDirector’sOrdersrelatingto thejoint regulatoryscheme.Phaseoneoftheconsultation
programis currentlyunderwayandfocuseson thedraftRulesfor medicinesandmedicaldevices;
key componentsofthedraftAdministrationRule; and,proposedarrangementsfor feesandcharges.
Phasetwo (plannedfor September2006)will focusonthedraft Rulesfor advertising,bloodand
bloodcomponentsandscheduling.Thefinal consultationphase(plannedfor March2007)will
includedraftManagingDirector’sOrderson technicaltopicsconsultedon previouslyin relationto
thedevelopmentof standardsthoughjoint interimexpertcommittees.

Phaseoneof theconsultationprogrammebeganasscheduled,on 23 May 2006,with thereleaseof
thedraftRulesfor medicinesandmedicaldevicesandothersupportingdocuments.Followingthe
releaseoftheconsultationdocuments,information/ consultationsessionswereheldin
Christchurch,Auckland,Adelaide,Melbourne,BrisbaneandSydney,duringthemonthofJune.
Themeetingswereheldto providean opportunityfor industryandotherinterestedstakeholdersto
hearabouttheANZTPA EstablishmentProjectandfor officials from bothcountriesto outlinethe
proposedregulatoryscheme,answerquestionsandreceivepreliminaryfeedback.

Consultationon theproposedregulatoryschemeis not intendedto substitutefor eithercountry’s
formal consultationprocesseson theproposedimplementinglegislation. In additionto thedraft
Ministerial CouncilRulesanddraftManagingDirector’sOrders,workhasalsobeenunderwayon
theseparate,but alignedBills, for AustraliaandNewZealand.

TheTherapeuticProductsBills arecloseto finalisation. TheNewZealandBill is expectedto be
introducedto theNewZealandParliamentin thenext fewmonths. Consultationwith stakeholders
on theNew Zealandlegislationwill occuraspartoftheParliamentaryprocess,duringSelect
CommitteeconsiderationoftheBill. An exposuredraft oftheAustralianBill is scheduledfor
releasefor stakeholderconsultation,to coincidewith the introductionto theNewZealand
parliamentarysystemoftheNewZealandBill.

In May2006,theTherapeuticProductsInterimMinisterial Council (theAustralianParliamentary
Secretaryto theMinister for HealthandAgeing,ChristopherPyneandNewZealandMinisterof
StateServices,AnnetteKing) announcedthattheproposedjoint regulatoryschemeis expectedto
beginin thesecondhalfof 2007. In announcingthedate,theInterim Ministerial Council advised
thatbeforethe final commencementdateofthejoint regulatoryschemecanbe decided,stakeholder
consultationsneedto be completedandlegislationintroducedinto theparliamentsof bothcountries.
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