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Australian Government
Departmentof Health andAgeing
Therapeutic GoodsAdministration

Ms Gillian Gould
Secretary
JointStandingCommitteeonTreaties
ParliamentHouse
CANBERRA ACT 2600

DearMs Gould

I referto yourletterof23 June2005concerningaquestionraisedin relationto Article 16 of
theproposedtreatytitledMutualRecognitionAgreementon ConformityAssessmentin
relation to MedicinesGoodManufacturingPracticeInspectionand Certflcationbetweenthe
GovernmentofAustraliaandtheGovernmentofCanada.

Duringthe finalisationofthetextof theMutualRecognitionAgreement(MRA), theAttorney-
General’sDepartmentsuggestedthataprovisionon settlingdifferencesbe includedin the
Agreement.It wasenvisagedthatArticle 16 SettlementofD~fferencesbetweentheParties
wouldwork togetherwithArticle 7 (3)(a)(ii) JointSectoralGroup.

TheJointSectoralGroup(JSG)hasarole in settlingquestionsofapplicationof thetreaty.
However,therewereconcernswith theperceivedconflictoftheJSGbeingresponsiblefor
determiningandmonitoringequivalenceandalsoforresolvingquestionsrelatingto the
applicationofthetreaty. TheJSGmaybeableto resolvesuchquestionsin manycases,but if
thequestionsarisedueto disagreementswithin theJSGwhendischargingits otherfunctions,
theJSGmayhavedifficulty resolvingsuchquestions.

Othersimilaragreementsincludeaprovisionfor theestablishmentofaJointCommittee
comprisingseniorrepresentativesfrombothPartiesthatoverseestheadministrationofthe
Agreementandresolvesanyquestionsordisputesrelatingto theapplication. However,as
this MRA is asingle-sectorbilateralagreement,theprovisionin Article 16 providesthe
mechanismfor thesettlementofdifferencesif required.

TheTherapeuticGoodsAdministration(TGA) andHealthProductsFoodBranch(HPFB),
HealthCanadaareyet to finalisethedetailsof thearrangementsfor thebilateraldiscussions.
However,it is envisagedthatthedirectbilateraldiscussionswould bebetweensenior
representativesnot includedontheJSGfromtheAustralianandCanadianGovernment,for
exampleseniorofficials from theTGA, HPFB, theDepartmentofForeignAffairs and Trade,
theAttorney-General’sDepartmentandtheCanadianequivalent.Any decisionsmadeatthe
bilateraldiscussionswouldbeat theagreementof all participants.
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PleasecontactMs RitaMaclachlan,AssistantSecretary,OfficeofDevices,Blood & Tissues
on (02)62328700orEmail — rita.maclachlan(~health.gov.aushouldyouhaveanyfurther
queriesregardingtheoperationoftheMRA.

Yourssincerely

Terry Slater
NationalManager
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