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NATIONAL INTEREST ANALYSIS: CATEGORY B TREATY

SUMMARY PAGE

AgreementBetweenthe GovernmentofAustralia and the Governmentof New
Zealand for the Establishment ofa Joint Schemefor theRegulation of Therapeutic

Productsdoneat Wellington on 14) December2003
12003]ATNIF 22

Dateof Tabling ofProposedTreaty Action

1. 30 March 2004.

Nature and Timing ofProposedTreaty Action

2. TheAgreementwassignedat Wellingtonon 10 December2003. It will enterinto
forceon thedateon whichAustraliaandNewZealand“the Parties”haveexchanged
diplomaticnotesconfirmingthepassagein eachcountryoflegislationthatwill giveeffect to
thejoint regulatorySchemethattheAgreementwill establish(Article 23). This is proposed
to occurassoonaspracticableaftertheAustralianandNew Zealandrequirementsfor
parliamentaryconsiderationoftheAgreementhavebeenmet andthelegislationpassed.The
targetdatefor commencementofthejoint regulatoryschemefor therapeuticproductsis
1 July2005.

Overview and National Interest Summary

3. TheprincipalobjectiveoftheAgreementis to safeguardpublichealthandsafetyby
establishingandmaintainingajoint schemebetweenAustraliaandNew Zealand,consistent
with internationalbestpractice,for theregulationofthequality, safetyandefficacyor
performanceoftherapeuticproducts,andoftheirmanufacture,supply, import, exportor
promotion(Article 2). Therapeuticproductsincludemedicaldevices,prescriptionmedicines,
over-the-countermedicinesand complementarymedicines.

4. TheAgreementprovidesthatthis scheme(“thejoint Scheme”)will beadministeredin
bothcountriesby a singleregulatoryAgencyto be establishedunderAustralianlegislation
(the“Agency”), andthatthejoint SchemeandtheAgencywill beoverseenby aMinisterial
Council comprisingtheAustralianandNew ZealandHealthMinisters. TheAgencywill
replacetheAustralianTherapeuticGoodsAdministrationandtheNew ZealandMedicines
andMedical DevicesSafetyAuthority.

5. TheAgreementgiveseffectto theintentionof theTransTasmanMutualRecognition
Arrangement(“TTMRA”) thatAustraliaandNewZealandwill work togetherto resolvethe
variousspecialexemptionsthatoperateundertheArrangement,includingthespecial
exemptionfor therapeuticproducts.TheAgreementis in thenationalinterestbecauseit will
continuethedevelopmentof amoreintegratedtrans-Tasmaneconomy,an aim ofthe
AustraliaNewZealandCloserEconomicRelationsTradeAgreement(“CER”), whilst
deliveringpublichealthbenefitsfor AustraliabyprovidingAustraliawith an enhancedand
sustainableregulatorycapacityfor therapeuticproducts.



Reasonsfor Australia to Take theProposedTreaty Action

6. TheTTMRA, aspartofthepackageofagreementsthatis theCER, aimsto developa
moreintegratedtrans-Tasmaneconomyby removingregulatoryimpedimentsandallowing
goodsto betradedfreelybetweenAustraliaandNew Zealand. Inprinciple,underthe
TTMRA, a goodwhichmaylegallybe sold in onecountryshouldlegallybeableto be sold
in theother. Goodsneedonly comply with thestandardsorregulationsfor thesaleof goods
applyingin thejurisdictionin whichtheyareproducedorthroughwhichtheyareimported.

7. However,certaingoods,including therapeuticproducts,werespecificallyexempted
from theTTMRA asit wasnot consideredappropriateto havemutualrecognitionapplyto
thembecauseofthe significantdifferencesbetweentheAustralianandNew Zealand
regulatoryarrangements.TheTTMRA providesthatAustraliaandNew Zealandareto
undertaketrans-Tasmancooperationprogramsto examinetheseregulatorydifferenceswith a
view to addressingthemthroughmutualrecognition,hannonisationorpermanentexemption
from theTTMRA.

8. TheAgreementis theresultof thisjoint work to addressthespecialexemptionfor
therapeuticproducts.AustraliaandNew Zealandhaveagreedthatharmonisation,including
theestablishmentofajoint regulatoryagencyis thepreferredsolutionfor this exemption.
Harmonisationshouldreducecoststo bothAustraliaandNewZealandfirms wishingto
exportto theothercountryby reducingoreliminatingdifferencesin regulatorystandards.It
shouldalsoproducesomeadministrativesavingsfrom reducedregulatoryduplicationin
relationto licenceapplications,evaluationoftherapeuticproducts,monitoring,scheduling
andenforcement.

9. Thecomplexityoftherapeuticproductsis increasing,accompaniedby arising demand
for specialistevaluatorswhich is notmatchedby anequivalentexpansionin specialist
expertise.Harmonisationandeliminationofduplicationshouldalsoenhanceregulatory
sustainabilityby reducingcompetitionwith NewZealandfor specialistevaluators.

10. TheAgreementwill deliverlongtermbenefitsto Australiaby:
— reducingregulatorycompliancecostsfor thatpartoftheAustraliantherapeuticproducts

industrythat exportsto New Zealand,orwishesto exportto NewZealand,by replacing
thecurrentseparateregulatorycontrolson therapeuticproductsin bothcountrieswith a
singlesetofregulatorycontrols(egsingleapplicationsratherthandualapplicationsand
fasterturnaroundtimesfor approvalto accessbothmarkets);

— leadingto considerationover time ofAustraliaandNew Zealandasa ‘singlemarket’ and
thusto thegreatertrans-Tasmanintegrationofbusinessoperationsandstrategies,oneof
theaimsofCER;and

— dueto thecreationof asingleregulatoryAgencyforbothcountries,ensuringAustralia
remainsaregionalcentreofexcellencefor therapeuticsregulationby maintaining
regulatorycapacityin thefaceof emergingtechnologies,andenablingAustraliaandNew
Zealandto betterinfluenceglobal andregionalstandardsetting.

Obligations

11. ThePartieshaveagreedto establishthejoint Schemeto regulatethequality, safety,
efficacyandperformanceoftherapeuticproducts,andin particularfortheregulationofthe
manufacture,supply, import, exportandpromotionoftherapeuticproducts(Article 3). The
joint Schemewill involve standardsettingin this area;licensing;post-marketmonitoring;and



enforcementofregulatoryrequirements.Theexistingtherapeuticproductregulatorysystems
ofbothcountrieswill beintegratedunderthejoint Scheme.

12. Australiahasagreedto establish,asabody corporateunderAustralianlegislation,the
Agencythat will administerthejoint Schemeinbothcountries(Article 5). TheTreaty
establishestheBoardthatwill governtheAgency(Article 6). TheAgency’sfunctionswill
includepre-marketevaluationandassessment,settingstandardsfor themanufacture,supply,
import, exportorpromotionoftherapeuticproducts,determiningapplicationsfor approvals
for suchactivities,andpost-marketmonitoringand surveillanceto ensurecompliancewith
thejoint Scheme.RegulatorydecisionsoftheAgency, suchasdecisionsregarding
applicationsfor ‘Approvals’ in relationto themanufactureor supplyoftherapeuticproducts,
will haveeffect in bothcountries,unlessotherwisespecifiedby theAgency(Article 11).

13. Australiahasagreedto only introduceinto ParliamentthatpartoftheAustralian
legislationthat establishestheAgencywith theagreementofNewZealand(Article 3(8)).
This ensuresNew ZealandhassomecontroloverthewaytheAgencyis established,given
thattheAgencywill regulatetherapeuticproductsin NewZealandaswell asAustralia,and
its decisionswill haveeffectunderNewZealandlaw. Underthis arrangementboth
Governmentswill beassuredthattheAgencyis establishedaccordingto themethodagreed
undertheAgreement.This arrangementalsoappliesto anyGovernmentamendmentsto the
establishmentprovisions.

14. Thejoint SchemeandtheAgencywill beoverseenby aMinisterial Councilcomprising
oftheAustralianandNew ZealandHealthMinisters(Article 4). This Ministerial Council
will appointtheBoardoftheAgency,whichwill beresponsibleto theMinisterial Council for
thegovernanceoftheAgency. TheMinisterial Councilwill alsomakecommonRulesthat
will containmanyoftheregulatoryrequirementsoftheScheme(Article 9). Themore
technicalrequirements(egproductquality andsafetystandards)will be in commonOrdersto
bemadeby theManagingDirectoroftheAgency. (Articles7(2) and 10).

15. AustraliaandNewZealandarebothrequiredto legislateto give effectto theprocess
outlinedin theAgreementfor theParliamentaryscrutinyofthesecommonRulesandOrders
(Articles 9 and10).ThePartieshaveagreedthattheyareto betabledin, anddisallowableby,
bothParliaments.Theyhavealsoagreedthatif RulesorOrdersaredisallowedby either
Parliament,theywill haveno effect in eithercountry.This is to ensurethat theAgencycan
administerthesamesetofregulatoryarrangementsin bothcountries.

16. ThePartieshaveagreedto a setofprinciplesconcerningtheaccountabilityofthe
Agency(Article 8). Thatis, theAgencywill beaccountableto thePartiesfor the
performanceofits functions;the appropriatelevel ofaccountabilityis thatwhichwould
normallyapplyto aregulatoryagencyestablishedby thelegislationofeachParty;andthe
Partiesagreeto minimiseduplicationin accountabilityrequirements.Within this setof
Principles,it is opento thePartiesto applystatutoryaccountabilityregimesthatapplyto
similar regulatoryagencies,to theAgency. ThePartiesarerequiredto consultoneanotherin
relationto accountabilityregimes.ThePartieshavealsoagreedto certainspecified
accountabilityrequirements,that is, theprovisionofannualreports,financialstatementsand
joint auditingoffinancialstatements.

17. EachPartyhasagreedto legislateto providefor themeritsreviewofregulatory
decisionsoftheAgencyby anindependentreviewtribunal. DecisionsoftheAgencywill
haveeffect,subjectto ordersmadeby thereviewtribunalin eitherjurisdiction. The



Governmentproposesthatthemeritsreviewtribunal for Australiawill be theAdministrative
AppealsTribunal. NewZealandwill provideanewtribunal to considerapplicationsfor
reviewlodgedin New Zealand. Membersofthetribunalsofbothcountrieswill bedrawn
from a centralpanelthat will havetheexpertiseneededto reviewaparticulardecision.
UnderthisarrangementtheAAT will continueto reviewdecisionsequivalentto thoseit can
currentlyreviewundertheTherapeuticGoodsAct1989.

18. Thereis provisionin theAgreementfor eitherPartyto decidethatparticularproducts
shouldnotbe regulatedundertheScheme(Article 12). However,theAgreementprovides
thatthis mayonly occurif thePartyconsidersthat this is necessarybecauseof exceptional
circumstances,andthattheproposedactionwill notcompromisepublichealthor safetyin its
territory. Any departuresmustbekeptunderreview.

19. ThePartiesagreeto providetheinitial funding fortheAgencyandto transferassets
from thepre-existingregulatorybodies(Article 15).

20. ThePartieswill conductandconcludeareviewofthe effectivenessoftheSchemeand
theAgency,no laterthan5 yearsafterthedateofentry into forceoftheAgreement,with a
view to makinganynecessaryimprovements(Article 17).

Implementation

21. Thejoint Schemewill beimplementedthroughprimarylegislationin bothcountries
andRulesandOrders. It is proposedto releasean exposuredraftof theproposedAustralian
Bill for public consultationbeforeit is introducedinto Parliament,togetherwith an
explanatorydocumentprovidingdetailof theremainderoftheproposedregulatoryScheme.

22. It is anticipatedthattheAustralianBill will providefor:
— theestablishmentandcorporatepersonalityof theAgency;
— theRulesandOrdersto havetheforceoflaw in Australia;
— ParliamentaryscrutinyoftheRulesandOrders(disallowance);
— administrativeandjudicial reviewofAgencydecisions;
— Agencyfunctionsandpowers;and
— securingcompliance(egoffences,penalties,powersofAgencyofficials).

23. Rulesmadeby theMinisterial Councilwill providefor thematterssetout in Article 9
oftheAgreement.Examplesofthesemattersare:
— pre-marketapplicationproceduresfor themajorproductgroupsto be regulated—

prescriptionmedicines,over-the-countermedicines,complementarymedicines,medical
devicesandothertherapeuticproductsincludingsomesunscreensandbloodandblood
components;

— providingfor authoritativestandardsto applyin relationto therapeuticproducts;
— otheraspectsoftheregulatoryprocessfortherapeuticproducts,suchasgood

manufacturingpractice(GMP) requirements,productlicences,scheduling,advertising,
import andexportrequirements,andfeesandcharges;

— thetermsandconditionsofappointmentof membersoftheAgencyBoard,membersof
theexpertcommitteesto beestablishedto advisetheManagingDirectoroftheAgency,
andmembersoftheMerits ReviewPanel.



24. Thetargetdatefor commencementof thejoint Schemeis 1 July 2005. Theproposed
sequenceof eventsto implementtheAgreementis asfollows:

• interimMinisterial Council establishedaheadofentryinto forceoftheAgreementto
facilitatethemakingofMinisterial Council decisionsregardingestablishmentissues(eg
corporateandfinancialplanning,locationofofficesandfunctions,infrastructure
development,appointmentsto theagencyBoardand expertadvisorycommittees)and
mattersrelatingto theregulatoryscheme(egproposedRules);

• passageofimplementinglegislationandpublic availabilityofkeydraft Rulesanddraft
Ordersproposedto beput to theManagingDirectoronceappointed;

• entry into forceof theAgreementby exchangeofnotes,thusestablishingtheMinisterial
Council and theBoardandenablingtheMinisterial Council to appointthemembersof
theBoard (includingtheManagingDirectoroftheAgency)andexpertadvisory
committees;

• commencementofprovisionsin theAustralianImplementingLegislationthat enablethe
Agencyto comeinto existence;

• Rulesto bemadeby theMinisterial Council andOrdersto bemadeby theManaging
Director;

• RulesandOrdersto be tabledin andscrutinisedby bothParliaments;and

• commencementofjoint Schemeby commencementof NewZealandImplementing
Legislation, theremainderoftheAustralianImplementingLegislation,andthoseRules
andOrdersthatmustcommenceatthesametime.

Costs

25. Fundingofthejoint Schemeis discussedin detailatpage25 oftheRegulationImpact
Statement.In summary,theAgencywill operateon a full costrecoverybasisfor all activities
within the scopeof thejoint Scheme.Fundinghasbeenprovidedby theAustralian
Governmentfor theestablishmentandimplementationofthejoint Scheme,muchof which is
to berecoveredfrom industryoverfive years,commencingfrom whenthejoint Scheme
beginsto operate.

26. New ZealandhasmatchedAustralia’scontributionto theinfrastructureneedsofthe
newAgencyandwill contributetowardsareservefundto meettheworkingcapitalneedsof
thenewAgency.

27. Theimpacton industryofthechangesto costrecoverywill beaddressedthrougha
CostRecoveryImpactStatementprior to determiningthefinal level andstructureoffeesand
charges.

Consultation

28. StatesandTerritorieshavebeenconsultedthroughtheStandingCommitteeon Treaties
(SCOT).Particularissuesraisedwith themwere:



— thecapacityfor theAgencyinsteadofStateandTerritoryauthoritiesto regulatesole
traders(individualswho tradein therapeuticproductsonly within a StateorTerritory)
underthejoint Scheme;and

— theneedfor anexemptionfrom theoperationoftheTTMRA for departuresfrom thejoint
Scheme.

No significantconcernwasraisedby StatesandTerritoriesregardingtheseissues.

29. Themainconcernraisedby StatesandTerritorieswasthefutureoftheirrolein the
regulationofaccessto, ortheavailability of, scheduleddrugsandpoisons. Theywere
assuredthat theAgreementwouldnotbeusedto varytheirexisting rolesandresponsibilities
in theseareas.Consultationwill continuewith StatesandTerritoriesthroughtheexposure
draft ofthelegislation.

30. AustralianandNewZealandofficials developingthejoint Schemeandrelated
Agreementalsoconsultedwidelywith otherAustralianandNewZealandstakeholderssuch
asrepresentativesfrom themedicinesandmedicaldeviceindustries,healthcareprofessional
associations,consumersandkeygovernmentagencies.Two discussionpaperswerereleased,
oneto atargetedgroupofstakeholdersandtheotherto thepublic in bothcountries.Full
detailsof theconsultationonthe SchemeandtheAgreementaresetout in Annex 1
(consultation)andtheRIS atAnnex2.

Regulation Impact Statement

31. A RegulationImpactStatementis attached.

Future Treaty Action

32. EitherPartymayrequestconsultationswith theotherPartyregardingamendmentsto
theAgreement(Article 18). Amendmentsenterinto forcewhenconfirmedby anexchange
ofnotes. Any amendmentswouldbesubjectto theAustraliantreatyprocess.

Withdrawal or Denunciation

33. Article 20 oftheAgreementprovidesthateitherPartymayatanytime givenoticein
writing thoughdiplomaticchannelsto theotherpartyofits decisionto terminatethe
Agreement.Terminationwould takeeffectonadateagreedby thePartiesor if thereis no
agreement,on thelaterof thefollowing dates:thedate,if any, specifiedin thenoticeasthe
dateon whichterminationis to beeffective,orthreeyearsafterthedateonwhich thenotice
wasreceived.ThePartiesmayagreethat theAgreementshallterminateon differentdatesin
respectofdifferent therapeuticproducts.

34. TerminationunderArticle 20(1)would beunilateral.It would thereforenotbesubject
to theAustralianTreatyprocess.

Contactdetails

TransTasmanGroup
TherapeuticGoodsAdministration
DepartmentofHealthandAgeing



DEPARTMENTOF FOREIGNAFFAIRS AND TRADE
CANBERRA

AgreementbetweentheGovernmentofAustralia and the Governmentof NewZealand for
the Establishmentof a Joint Schemefor the regulation of Therapeutic Products

(Wellington, 10 December2003)

Not yet in force
[2003]ATNIF 22



AGREEMENT BETWEEN THE GOVERNMENT OF AUSTRALIA AND THE
GOVERNMENT OF NEW ZEALAND FOR THE ESTABLISHMENT OF A JOINT
SCHEME FOR THE REGULATION OF THERAPEUTIC PRODUCTS

TheGovernmentofAustraliaandtheGovernmentofNew Zealand(referredto in this
Agreementas“the Parties”):

CONSCIOUSoftheirgeographicproximity, long-standingfriendship,andclosehistoric,
political, andeconomicrelationship;

RECOGNISINGthedevelopmentofthat relationshipthroughtheAustraliaNewZealandCloser
EconomicRelationsTradeAgreementdoneat Canberraon 28 March 1983,andsubsequent
arrangementsand agreementsdevelopedwithin that framework;

NOTiNG in particulartheArrangementrelatingto Trans-TasmanMutual Recognitionsignedby
theAustralianPrimeMinister,PremiersandChiefMinisterson 14 June1996andby theNew
ZealandPrimeMinisteron 9 July 1996, andthecooperationprogrammein relationto regulatory
requirementsfor therapeuticproductspursuedundertheauspicesofthatArrangement;

AWARE thatthisrelationshipwill besignificantlystrengthenedandthatbothcountrieswill
benefitthroughthe developmentofajoint Trans-Tasmanschemefor theregulationof
therapeuticproducts;

ACKNOWLEDGING theircommitmentto securingtradeliberalisationandanoutward-looking
approachto trade;

CONSCIOUSoftheirobligationsundertheAgreementestablishingtheWorld Trade
OrganizationdoneatMarrakeshon 15 April 1994;

AFFIRMING theirsharedcommitmentto safeguardingpublichealthand safetythrougha
regulatoryregimeconsistentwith internationalbestpracticefortheregulationofthequality,
safety,andefficacyorperformanceoftherapeuticproducts;and

DESIRINGthereforeto establishajoint schemefor theregulationoftherapeuticproductsin
bothAustraliaandNewZealand,to be administeredby asingleworld-classagencyresponsible
to bothParties;

HAVE agreedasfollows:



ARTICLE 1

Definitions

Forthepurposesofthis Agreement,unlessthecontextotherwiserequires:

Agencymeanstheagencyto beestablishedin accordancewith Article 5;

Approvalmeansanapprovalorotherauthorisation(howeverdescribed)grantedby theAgency
underArticle 11;

Australian Implementing Legislation meanstheActsoftheParliamentofAustralia,andany
regulationsmadeunderthem, that give effectto theScheme;

Australian Minister meanstheMinisteroftheGovernmentofAustraliawho is responsiblefor

thehealthportfolio or any otherMinister actingfororonbehalfof suchMinister;

Board meanstheboardestablishedunderArticle 6;

commencementdatemeansthedateonwhichtheSchemecomesinto force;

ManagingDirector meansthemanagingdirectorof theAgencyappointedunderArticle 6, and

includesanactingmanagingdirector;•

manufacture, in relationto therapeuticproducts,means:

(a) to producetheproducts;or

(b) to engagein anypartoftheprocessofproducingtheproductsorofbringingthe
productsto theirfinal state,including engagingin theprocessing,assembling,
packaging,labelling,storage,sterilising,testingorreleasingfor supplyofthe
productsorof any componentor ingredientoftheproductsaspartof thatprocess;

merits reviewmeansareviewofcertaindecisionstakenby theAgency,asprovidedfor in
Article 13;

Merits ReviewPanelmeansthepanelreferredto in Article 13;

Ministerial Council meansthe council establishedunderArticle 4;

New Zealand Implementing Legislation meanstheActsoftheParliamentofNew Zealand,
andanyregulationsmadeunderthem,that give effectto theScheme;

New ZealandMinister meanstheMinisterof theGovernmentofNewZealandwho is
responsiblefor thehealthportfolio or anyotherMinister actingfor oronbehalfofsuch
Minister;

Order meansan ordermadeby the AgencyunderArticle 10;



Principal Member meansapersondesignatedasaPrincipalMemberofaReviewTribunal
underArticle 13;

promotion includesadvertising;

regulatory function means:

(a) a function ofthe Agencyreferredto in anyofsubparagraphs(a) to (e)ofparagraph2
ofArticle 5, andanyfunctionincidentalto thosefunctions;

(b) anyotherfunctionoftheAgencythattheRulesdeclareto bearegulatoryfunction;
and

(c) apowerexercisedin thecourseofperforminga functionreferredto in paragraphs(a)
or(b) of this definition; andareferenceto theperformanceofaregulatoryfunction
includesareferenceto theexerciseofsuchapower;

ReviewTribunal meansa Trans-TasmanmeritsreviewtribunalprovidedforunderArticle 13;

Rule meansarulemadeby theMinisterial Council underArticle 9;

Schememeansthejoint schemedescribedin paragraph1 ofArticle 3;

supply,in relationto therapeuticproducts,includes:

(a) supplyby wayof sale,exchange,gift, lease,loan,hireorhirepurchase;

(b) supply,whetherfreeofchargeor otherwise,by wayof sampleorpromotion;

(c) supply,whetherfreeof chargeorotherwise,in thecourseoftestingfor safety,
efficacyorperformance,oftherapeuticproductsin ahuman;and

(d) supplyby wayof administrationto, orapplicationin thetreatmentof, a human;

territory means:

(a) in relationto Australia,theterritory ofAustraliaincluding theterritoryof Christmas
IslandandtheterritoryoftheCocos(Keeling)Islands,but doesnot includeanyother
externalterritoryofAustralia,unlessthePartieshaveexchangednotesagreeingthe
termson whichthis Agreementshallsoapply; and

(b) in relationto NewZealand,theterritory ofNew Zealand,but doesnot include
Tokelau;

therapeutic product:

(a) means:
(i) aproductthatis representedin anywayto be,orthat is, whetherbecauseofthe

wayin whichtheproductis presentedorfor anyotherreason,likely to be
takento be fortherapeuticuse;



(ii) an ingredientor componentin the manufactureof a productreferred to in
subsubparagraph(i);

(iii) a containeror part of a container for a product, ingredient or component
referredto insubsubparagraphs(i) or (ii); or

(iv) aproductfalling within a classofproductsthesoleorprincipaluseofwhich is,
or ordinarilyis, a therapeuticuse;and

(b) includes:
(i) aproductwhich theRulesprovideshallbe treatedasa therapeuticproductfor

thepurposesofthis Agreement;and
(ii) a productwhich is declaredto bea therapeuticproductin an Ordermadeunder

paragraph2 ofArticle 10; but

(c) doesnot include:
(i) a productwhich theRulesprovideshallnot betreatedasatherapeuticproduct

for thepurposesofthisAgreement;or
(ii) a productwhich is declarednot to bea therapeuticproductin an Ordermade

underparagraph2 of Article 10.

therapeutic use:

(a) meansusein orin connectionwith:
(i) preventing,diagnosing,curingor alleviatinga disease,ailment,defector injury

in humans;
(ii) influencing,inhibitingor modifyingaphysiologicalprocessin humans;
(iii) testingthesusceptibilityofhumansto adiseaseorailment;
(iv) influencing,controllingorpreventingconceptionin humans;
(v) testingforpregnancyin humans;or
(vi) thereplacementormodificationofpartsoftheanatomyin humans;and

(b) includesanyotherusewhichtheRulesprovideshallbe treatedasatherapeuticuse
for thepurposesofthis Agreement;but

(c) doesnot includeanyusewhichtheRulesprovideshallnotbetreatedasatherapeutic
usefor thepurposesofthisAgreement.

ARTICLE 2

Objectivesofthis Agreement

Theprimaryobjectiveof thePartiesin concludingthis Agreementis to safeguardpublic
healthandsafetyin AustraliaandNewZealandby establishingandmaintainingajoint
schemeconsistentwith internationalbestpracticefor theregulationofthequality, safety,
andefficacyorperformanceoftherapeuticproducts,andoftheirmanufacture,supply,
import, exportandpromotion.

2. TheotherobjectivesofthePartiesin concludingthis Agreementare:



(a) to establishaworld-classregulatoryagencyto beresponsiblefor theeffectiveand
efficientadministrationoftheSchemeandto be accountableto bothParties;

(b) to establishaMinisterial Councilto overseetheimplementationofthe Schemeand
theoperationoftheAgencyandto performcertainfunctionsto give effectto the
Scheme;and

(c) to avoidbarriersto tradeexceptwheresuchbarriersarenecessaryto safeguard
publichealthorsafety,or to fulfil otherlegitimateobjectivesconsistentwith the
Parties’internationalobligations.

ARTICLE 3

The Scheme

ThePartiesshalladopta joint schemefor theregulationofthequality, safety,andefficacy
orperformanceoftherapeuticproducts,andin particularfor:

(a) theregulationofthemanufacture,supply,import, exportandpromotionof
therapeuticproducts;

(b) thesettingofstandardsin relationto thequality,safety,andefficacyorperformance
of therapeuticproductsandtheirmanufacture,supply, import,exportandpromotion;

(c) thepost-marketmonitoringoftherapeuticproducts;and

(d) theenforcementoftheScheme’srequirements.

2. Wherea RulerequiresanApproval in relationto themanufacture,supply, import, export
orpromotionofatherapeuticproduct,eachPartyshallprohibit themanufacture,supply,
import, exportorpromotionofthetherapeuticproductotherwisethanunderandin
accordancewith therequiredApproval.

3. WhereaRuleprescribesthemanneror circumstancesin which atherapeuticproductis not
to bemanufactured,supplied,imported,exportedorpromoted,eachPartyshallprohibit the
manufacture,supply, import, exportorpromotionofthetherapeuticproductin that maimer
orthosecircumstances.

4. Wherea Ruleor Orderprescribesrequirementsrelatingto themanufacture,supply,import,
exportorpromotionof atherapeuticproduct,eachPartyshallprohibit suchmanufacture,
supply,import, exportorpromotionunlessit is carriedout in accordancewith theRuleor
Order.

5. EachPartyshallensuretheeffectiveimplementation,operation,maintenanceand
enforcementoftheSchemein accordancewith theobjectivesofthisAgreementand,
subjectto paragraph4 ofArticle 11 andto Article 12, shallensurethat itsjoint natureis
maintained.



6. ThePartiesshallconducteffectiveconsultationtogetherin relationto thelegislationto be
enactedby eachPartyto implementtheScheme,andin relationto anyamendmentsto that
legislation,with aview to ensuringthatit is consistentwith andgiveseffect to the
objectivesof thisAgreement.

7. EachPartyshallensurethat its legislationimplementingthe Schemeis not amendedor
repealedin amannerthatis inconsistentwith this Agreement,orwouldprejudicethejoint
natureoftheSchemeorits effectiveness.

8. A Partyshallnot:

(a) introduceGovernmentlegislationgiving effectto paragraphs4 or5 ofArticle 5; or

(b) introduceGovernmentamendmentsto the legislationgiving effectto paragraphs4 or
5 ofArticle 5;

without thewrittenconsentoftheotherParty,which maybewithheld only if theother
Party:

(c) is oftheview thatthelegislationis inconsistentwith therequirementsofparagraphs
4 or 5 ofArticle 5; and

(d) outlinesthenatureof its concernsin adiplomaticnote.

9. EachPartyshalluseits bestendeavoursto reachagreementwith theotherPartyin relation
to anyotheramendmentsto thelegislationthat giveseffectto Article 5, including,where
relevant,reflectingthepositionoftheotherPartyin anypapersfor theGovernmentof that
Party.

10. ThePartiesshallcooperatecloselyin relationto mutualrecognitionor otherarrangements
with third countriesthatmayaffecttheregulationoftherapeuticproductswithin their
respectiveterritories,with aview to securingoutcomesconsistentwith the Scheme.

ARTICLE 4

The Ministerial Council

A Ministerial Council comprisingtheAustralianMinisterandtheNewZealandMinister is
herebyestablished.

2. ThefunctionsoftheMinisterial Council are:

(a) to overseetheAgencyandtheScheme;

(b) to ensureaccountabilityin respectoftheAgency,and in respectoftheoperationof
theScheme,to eachoftheParties;



(c) to make,amendandrevokeRulesin accordancewith thisAgreementto give effect
to theScheme;

(d)

(e)

to appointandremovethemembersoftheBoard,including theManagingDirector;

to establishexpertadvisorycommitteesto advisetheManagingDirectoron matters
specifiedin theRules,andto appointandremovethemembersofthosecommittees;
and

(f) to appointandremovemembersoftheMerits ReviewPanelandto designatethe
PrincipalMembersoftheReviewTribunals.

3. All decisionsoftheMinisterial Council shallbemadewith theagreementofbothmembers
of theCouncil.

4. Subjectto this Agreement,theMinisterial Councilshallregulateits ownprocedure.

ARTICLE 5

The Agency

1. TheAgencyshallbeestablished,and shallbe responsiblefor theadministrationofthe
Schemein theterritoryofbothParties,in accordancewith this Agreement.

2. ThefunctionoftheAgencyshall beto administerthe Schemein theterritoryofboth
Parties,andincludes:

(a) settingstandardsin relationto themanufacture,supply,import, exportand
promotionoftherapeuticproducts;

(b) consideringanddeterminingapplicationsfor Approvals,andgranting,amending,
suspendingandrevokingApprovals;

(c) monitoring,auditingandenforcingcompliancewith therequirementsofthe Scheme;

(d) monitoringthequality, safety,andefficacyorperformanceoftherapeuticproducts;

(e) making,amendingandrevokingOrdersto give effectto the Scheme;

(f) providinginformationto thepublic in relationto therapeuticproducts;

(g) undertakingorcommissioningresearchin relationto thequality, safety,and efficacy
orperformanceoftherapeuticproducts;

(h) advisingtheMinisterial Council on mailersrelatingto theadministrationofthe
Scheme;



(i) monitoringinternationaldevelopmentsin regulatoryexcellenceregardingtherapeutic
productsandrecommendingenhancementsto theSchemeto theMinisterial Council;
and

(j) anyfunctionincidentalto thefunctionsreferredto in subparagraphs(a) to (i).

3. TheAgencymayengagein activities(includingperformingfunctionsandproviding
services)that fall outsidethescopeof theSchemeattherequestofeitherPartyon such
termsand conditionsasmaybeapprovedby theMinisterial Council in writing.

4. TheAustralianImplementingLegislationshall:

(a) establishtheAgencyasabodycorporate,themembersofwhich arethemembersof
theBoard;

(b) providethattheAgencyhasthefunctionsspecifiedin paragraph2; and

(c) providethattheAgencymayengagein activitiesspecifiedin accordancewith
paragraph3.

5. TheAustralianImplementingLegislationandtheNew ZealandImplementingLegislation
shallconfersuchrights,powersandprivilegeson theAgencyasarerequiredto enablethe
Agencyto performits regulatoryfunctions.

6. To avoiddoubt,theAgencyshallnot haveinternationallegalpersonality.

ARTICLE 6

The Board

A Boardis herebyestablishedcomprising:

(a) theChairoftheBoard;

(b) theManagingDirectoroftheAgency;

(c) apersonwith broadexperiencein relationto publichealthandregulatorymailersin
New Zealand;

(d) apersonwith broadexperiencein relationto publichealthandregulatorymattersin
Australia;and

(e) apersonwith broadexperiencein commercialmailers.

2. TheMinisterial Council shallappointthemembersoftheBoard. TheChairoftheBoard
andtheManagingDirectormayonlybeappointedwith thewriilen agreementofboth
membersoftheMinisterial Council. TheMinisterial Councilshallseekto reachconsensus
on the appointmentoftheothermembersoftheBoard. Notwithstandingparagraph3 of
Article 4, in theeventthat consensusis notreached,theMinisterialCouncil:



(a) shallappointtheBoardmemberreferredto in subparagraph(c) ofparagraph1 on the
recommendationoftheNew ZealandMinister;

(b) shallappointtheBoardmemberreferredto in subparagraph(d) ofparagraph1 on the
recommendationoftheAustralianMinister; and

(c) shallappointtheBoardmemberreferredto in subparagraph(e) ofparagraphI in the
mannerprovidedfor in theRules.

3. The appointmentsto theBoardshallbemadein accordancewith theRules.

4. TheMinisterial CouncilmayremoveamemberoftheBoardin thesamemannerin which
thatmembermaybeappointed,in accordancewith theRules.

5. Subjectto paragraph6, theBoardshallberesponsibleto theMinisterial Council for the
governanceoftheAgency,andin particularfor:

(a) financialmailersconcerningtheAgency;

(b) theadministrationoftheAgency;

(c) theefficiencyandeffectivenesswith which theAgencyperformsits functions;

(d) thestrategicdirectionoftheAgency;and

(e) reportingto theMinisterial Council regardingthemailersreferredto in subparagraphs
(a) to (d).

6. TheBoard shallnotbe responsibleto theMinisterial Council for decisionsmadeby the
ManagingDirectorin theperformanceoftheAgency’sregulatoryfunctions.

ARTICLE 7

The Managing Director

TheManagingDirectorshallbe thechiefexecutiveoftheAgency,andassuchshallbe
responsibleto theBoardfor themanagementoftheAgency. TheManagingDirectorshall
managetheAgencyunderthedirectionoftheBoardin relationto themailersfor whichthe
Boardis responsibleunderparagraph5 ofArticle 6.

2. TheregulatoryfunctionsoftheAgencyshallbeperformedby theManagingDirectoron
behalfof andin thenameoftheAgency.

3. TheManagingDirectorshallnotbe responsibleto theBoardfor decisionsmadeby the
ManagingDirectorin theperformanceoftheAgency’sregulatoryfunctions,andin



particulartheBoardmaynot givetheManagingDirectoradirectionin relationto a
particulardecisionrequiredto performaregulatoryfunction.

ARTICLE 8

Accountability of the Agency

ThePartiesagreeto thefollowing principles:

(a) theAgencyshallbeaccountableto thePartiesfor theperformanceofits functions;

(b) the appropriatelevelandtypeofaccountabilityfor theAgencyis thatwhich would
normallyapplyto a regulatoryagencyestablishedby thelegislationofeachParty;
and

(c) thereshallbe no unnecessaryduplicationin accountabilityrequirementsthatapplyto
theAgency.

2. Accountabilityrequirementsthat applyto theAgencymaybesetout in Rules,or in the
Parties’domesticlegislationthat is appliedto theAgency,or in bothRulesandtheParties’
domesticlegislationthatis appliedto theAgency.

3. TheBoardshall, in respectofeachfinancialyear,provideto theMinisterial Council an
annualreporton theactivitiesoftheAgencyandfinancialstatementsfor theAgency,
preparedin accordancewith theRules.

4. TheAgencyshallprepareandprovideto theMinisterial Council planningdocuments,
reportsandinformationasspecifiedin theRules.

5. ThefinancialstatementsoftheAgencyshallbe audited. TheAuditor-GeneralofAustralia
andtheAuditor-GeneralofNew Zealandshallbeappointedasthejoint auditorsofthe
Agencywith responsibilityfortheauditofthe financialstatementsoftheAgency.

6. EachPartymayprovidefor theapplicationto theAgencyof statutoryaccountability
regimesthat applyin theterritory ofthatPartyto similar regulatoryagenciesto theextent
andin amannerthatis consistentwith thisAgreement,andin particularwith theprinciples
inparagraph1. ThePartiesshallconsulteachotherin relationto theapplicationof
statutoryaccountabilityregimesto theAgency,andin relationto suchmodificationsof
thoseregimesasmaybeappropriate.

ARTICLE 9

Ministerial Council Rules

TheMinisterial Council maymakeRulesfor thefollowing purposes:

(a) providingfor thegovernanceandaccountabilityoftheAgency;



(b) without limiting subparagraph(a), providitig for financialmattersconcerningthe
Agency,including (withoutlimitation) borrowingand otherraisingoffinanceby the
Agency;

(c) providingfor aspectsoftheemploymentarrangementsfor theAgency;

(d) prescribingstandardsofgoodregulatorypracticeto becompliedwith bytheAgency;

(e) providingforthefeesandchargesthatmaybeleviedby theAgencyin connection
with theperformanceof its functions,andthepaymentof suchfeesandcharges;

(f) prescribingprinciplesorrequirementsto becompliedwith in settingfeesand
charges;

(g) providingfor:

(i) thedelegationby theManagingDirectorofanyoftheManagingDirector’s
functionsorpowers,includingregulatoryfunctionsthat theManagingDirector
exercisesonbehalfof andin thenameoftheAgency;

(ii) thesubdelegationofthosefunctionsorpowers;and

(iii) the effectof thedelegationorsubdelegation;

(h) prescribingtheprocedureto be followed in connectionwith themaking, amendingor
revokingofOrders;

(i) providingfor internalreviewofspecified decisionsoftheAgencyin connection
with thegrant,amendment,suspensionorrevocationof Approvals,andanyother
specifiedclassesofdecisionsoftheAgency;

(j) prescribing,for thepurposesofsubparagraph(c) ofparagraph1 ofArticle 13, further
classesofdecisionoftheAgencythataresubjectto meritsreview;

(k) prescribingtheprocedureto be followedin connectionwith theappointmentand
removalof Boardmembers,exceptin sofar asit is providedfor in thisAgreement;

(1) prescribingthetermsandconditionson whichBoardmembersholdoffice, including
their termofoffice andremuneration;

(in) providingfor actingappointmentsto theBoard;

(n) prescribingBoardprocedure;

(o) providingfor:

(i) thedelegationby theBoardofanyof theBoard’sfunctionsorpowers;

(ii) thesubdelegationofthosefunctionsorpowers;and



(iii) theeffectofthedelegationorsubdelegation;

(p) providingthat certainproductsorclassesofproductsareor arenot to be treatedas
therapeuticproductsfor thepurposesofthisAgreement;

(q) providingthat certainusesofproductsareor arenot to betreatedasatherapeuticuse
for thepurposesofthis Agreement;

(r) providingfor a frameworkfor theclassificationoftherapeuticproductsto enablea
systemorsystemsofaccesscontrolsfor therapeuticproductsto be appliedin the
territoryofeachParty;

(s) prescribingthecircumstancesin which atherapeuticproductis not to be
manufactured,supplied,imported,exportedorpromoted;

(t) prescribingthecircumstancesin which an Approvalis requiredundertheScheme,
whetherbyreferenceto an activity, thepersonengagingin theactivity, the
therapeuticproductinvolved in theactivity orotherwise;

(u) prescribingrequirementsto becompliedwith in relationto themanufacture,supply,
import, exportorpromotionoftherapeuticproducts;

(v) prescribingrequirementsthatmustbesatisfiedbeforeanApproval is grantedby the
Agency;

(w) prescribingtheprocedureto befollowed in connectionwith applicationsfor
Approvalsandthedeterminationofsuchapplications;

(x) prescribingtermsandconditionsonwhichanyclassorclassesofApprovalmayor
shallbegrantedby theAgency;

(y) prescribingthecircumstancesin which Approvalsmaybe amended,suspendedor
revokedandprescribingtheprocedureto be followed in connectionwith such
matters;

(z) providingfor regulatoryapprovalsin respectofspecifiedtherapeuticproductsor
classesoftherapeuticproductsgrantedbyregulatorsin specifiedcountriesto be
recognisedbytheAgencyasestablishingthatthoseproductsmeetappropriate
standardsof quality,safety,andefficacyorperformance,andprovidingfor
simplified proceduresfor applyingfor an Approval in respectofsuchproducts;

(aa) providingfor authoritativestandardsorprinciplessuchasthoseprovidedin the
BritishPharmacopoeia,theEuropeanPharmacopoeia,orotherrelevantauthoritative
standardsorprinciples(asin forceorexisting from timeto time) to applyin relation
to all therapeuticproducts,specifiedtherapeuticproductsor specifiedclassesof
therapeuticproducts,in circumstanceswhereno otherapplicablestandardor
principleis prescribedby Rulesor Orders;



(bb) prescribingrequirementsin relationto thepromotionoftherapeuticproducts;

(cc) prescribingthekinds ofrepresentationsthat arenot to bemadein relationto
therapeuticproducts;

(dd) prescribingrequirementsfor providinginformationto theAgencyregarding
therapeuticproductsandtheirmanufacture,supply,import, exportorpromotion;

(ee) prescribingrequirementsfor providinginformationto thepublic orspecifiedclasses
ofpersonsregardingtherapeuticproductsandtheirmanufacture,supply,import,
exportorpromotion;

(ft) prescribingrecord-keepingandnotificationrequirementsin respectof the
manufacture,supply,import, exportorpromotionoftherapeuticproducts;

(gg) identifyingmattersthatmaybedealtwith by wayof Ordersratherthanby Rules;

(hh) settingout rulesof interpretationforRulesandOrders(includingrulesdealingwith
theeffectof theamendment,revocationanddisallowanceofRulesandOrders);

(ii) prescribingamethodby whichRulesorOrdersshallbepublishedfor thepurposesof
paragraph6 of this Article orparagraph6 ofArticle 10;

(jj) providing,in accordancewith Article 21, forthetransitionfrom theseparateregimes
operatedbythePartiesbeforethecommencementdateto theSchemeestablishedby
this Agreement;

(kk) providingfor theestablishment,termsofreference,compositionandoperationof
expertadvisorycommittees,andfor thetermsandconditionsthatapplyto
membershipofsuchcommittees,includingthetermofoffice andremunerationof
members;

(11) providingfor theappointmentandremovalofmembersofthe Merits ReviewPanel
andforthetermsandconditionsthatapplyto suchappointments;

(mm)prescribingtheprocedureto befollowed in connectionwith anapplicationformerits
review,andin conductinga merits review,in accordancewith Article 13;

(nn) providing for anApproval to begiventhatappliesin theterritoryof onePartyonly,
orthatappliesdifferentlyin theterritoryof eachParty,for thepurposesof
subparagraph(c) ofparagraph4 ofArticle 11;

(oo) providingfor theretentionofmaterialsanddocumentsprovidedin relationto
applicationsfor Approvalsthat aremadeto theAgency;

(pp) declaringthat afunctionof theAgencyis aregulatoryfunction; and

(qq) providing for anyothermattersthatarenecessaryorconvenientto bedealtwith
underRulesin orderto giveeffectto theobjectivesofthisAgreement.



2. In exercisingits powersto make,amendorrevokeRules,theMinisterial Councilshallgive
effectto theobjectivesofthis Agreement.

3. Rulesmaybeamendedorrevokedby theMinisterial Council in thesamemannerin which
Rulesmaybemade.

4. EachPartyshall legislateto providefor Rulesto betabledin theParliamentof thatParty
andto be subjectto disallowancein whole (andnot in part)by thatParliamentwithin a
reasonabletimefrom tabling. If anyRulesaredisallowedby theParliamentofoneParty,
theyshallceaseto haveeffectfor thepurposesofthis Agreementand theAustralian
ImplementingLegislationandtheNewZealandImplementingLegislation.

5. A RuleshallhaveeffectunderthisAgreementandtheAustralianImplementing
LegislationandtheNew ZealandImplementingLegislationon thelaterofthefollowing
dates:

(a) anydatespecifiedin theRuleasthedateon which theRuleis to haveeffect;

(b) thedateon which therequirementsofparagraph7 havebeensatisfied.

6. TheAgencyshallensurethatRulesarepublished,assoonaspracticableaftertheyare
made,on theInternetorby suchothermethodasmaybespecifiedin Rules.

7. Rulesmustbepublished,orthemakingoftheRulesmustbe notified, assoonas
practicableaftertheyaremade:

(a) in theofficial GazetteofNewZealand,or in suchothermannerasmaybespecified
for this purposein theNew ZealandImplementingLegislation;and

(b) in theofficial GazetteoftheCommonwealthofAustralia,or in suchothermaimeras
maybespecifiedfor thispurposein theAustralianImplementingLegislation.

ARTICLE 10

Therapeutic Product Orders

1. TheAgencymaymakethefollowing Orders:

(a) Ordersdealingwith mattersidentifiedin Rulesmadeundersubparagraph(gg)of
paragraph1 ofArticle 9;

(b) Ordersmadein accordancewith theprovisionsofanyotherRulemadeunder
paragraph1 ofArticle 9.

2. WheretheManagingDirectoris satisfiedthatparticularproductsorclassesofproducts:

(a) areor arenot therapeuticproductswithin themeaningofthis Agreement;or



(b) whenused,promotedorpresentedin aparticularway,areorarenot therapeutic
productswithin themeaningofthisAgreement;

theAgencymaymakeanOrderdeclaringthattheproducts,ortheproductswhenused,
promotedorpresentedin that way, areorarenot, for thepurposesofthis Agreement,
therapeuticproducts.

3. Ordersmaybeamendedorrevokedby theAgencyin thesamemannerin which Orders
maybemade.

4. BachPartyshall legislateto providefor Ordersto be tabledin theParliamentofthatParty
andto besubjectto disallowancein whole (andnot in part)by thatParliamentwithin a
reasonabletime from tabling. If anyOrdersaredisallowedby theParliamentofoneParty,
theyshallceaseto haveeffect for thepurposesofthis AgreementandtheAustralian
ImplementingLegislationandtheNew ZealandImplementingLegislation.

5. An Ordershallhaveeffectunderthis AgreementandtheAustralianImplementing
LegislationandtheNew ZealandImplementingLegislationon thelaterofthefollowing
dates:

(a) anydatespecifiedin theOrdersasthedateon which theOrderis to haveeffect;

(b) thedateonwhich therequirementsof paragraph7 havebeensatisfied.

6. TheAgencyshallensurethat Ordersarepublished,assoonaspracticableaftertheyare
made,on theInternetorby suchothermethodasmaybespecifiedin Rules.

7. Ordersmustbepublished,orthemakingoftheOrdersmustbenotified, assoonas
practicableaftertheyaremade:

(a) in theofficial GazetteofNew Zealand,orin suchothermannerasmaybespecified
for thispurposein theNew ZealandImplementingLegislation;and

(b) in theofficial Gazetteof theCommonwealthofAustralia,or in suchothermanneras
maybespecifiedfor this purposein theAustralianImplementingLegislation.

ARTICLE 11

Approvals

Anypersonmayapplyto theAgencyfor anApproval in relationto themanufacture,
supply, import, exportorpromotionofatherapeuticproductin accordancewith theRules.
TheAgencyshallconsideranddeterminetheapplicationin accordancewith theRules.

2. TheAgencymaygrant,amend,suspendorrevokeanApproval in accordancewith the
Rules.



3. An Approval shallapply in theterritory ofbothParties,andshallbegiveneffectunderthe
AustralianImplementingLegislationandtheNewZealandImplementingLegislation,
unlesstheApprovalexpresslyprovidesthatit appliesonly in theterritoryofoneParty,or
expresslyprovidesfor differencesin its applicationin theterritoriesoftheParties(in this
Article referredto asaregulatorydifference).

4. An Approvalmayprovidethat it appliesin theterritoryofonePartyonly, orprovidefor
differencesin its applicationin theterritoriesoftheParties,where:

(a) theApprovalrelatesto atherapeuticproductora classoftherapeuticproductsin
respectof whichaPartyhasnotified adepartureunderArticle 12, andthetennsof
theApproval give effectto thatdeparture;

(b) theAgencyconsidersthatit is desirablefor thetherapeuticproductto besuppliedin
adifferentmannerorsubjectto different requirementsin theterritoryofthetwo
Parties,havingregardto differencesin public health,safety,environmentalor
culturalcircumstancesoftheParties;or

(c) theRulesprovidefor suchdifferences.

5. TheMinisterial Council shall,atleastonceayear,reviewApprovalsthataresubjectto a
regulatorydifference,andconsiderwhetherthereis acontinuingneedfor eachregulatory
difference.

6. TheAgencyshall,at leastoncea year,reviewApprovalsthat aresubjectto aregulatory
differenceundersubparagraph(b) ofparagraph4, andconsiderwhetherthereis a
continuingneedfor eachregulatorydifference.

ARTICLE 12

Departures from theSchemeby one Party in Exceptional Circumstances

EitherPartymay,by regulationsmadeunderthatParty’s ImplementingLegislation:

(a) specifyatherapeuticproduct,orclassoftherapeuticproducts,to whichthis Article
applies;and

(b) excludeormodify theapplicationoftheSchemein respectofthattherapeutic
productor classoftherapeuticproducts.

2. A Partymaymakeregulationsin accordancewith this Article onlyif satisfiedthat

(a) it is necessaryfor it to do sohavingregardto exceptionalpublic health,safety,third

countrytrade,environmentalorcultural factorsthat affectthat Party;and

(b) theproposedactionwill not compromisepublichealthorsafetyin theterritoryofthat
Party.

3. WhereaPartytakesactionunderparagraph1:



(a) TheSchemeshallapplyin theterritoryofthatPartysubjectto theregulationsmade
underparagraph1;

(b) Nothing in this AgreementpreventstheotherPartyfrom taking measuresto prevent
theimportationof anytherapeuticproductorclassof therapeuticproductsto which
that actionrelates,if thattherapeuticproductor classoftherapeuticproductsdoesnot
meettherequirementsof theScheme.

4. Beforetaking actionunderparagraph1, aPartyshallnotify theotherPartyof theproposed
departurefrom theSchemeandofthereasonsfor thatdeparture,andshall affordtheother
Partya reasonableopportunityto commenton theproposeddeparture.

5. WhereaPartyhastakenactionunderparagraph1, thatParty:

(a) shallkeepthematterunderreviewwith aview to determiningwhetherthe
exceptionalfactorsthat affectthatPartycontinueto apply; and

(b) shall,at therequestoftheotherParty,enterintoconsultationsto discussthe
continuingneedfor that departure.

6. TheMinisterial Council shall, atleastonceayear,consideranydeparturesin forceunder
paragraph1, andmaymakerecommendationsto thePartiesin relationto thosedepartures.

7. Action takenunderthis Article shallnotbemoretraderestrictivethanis necessaryto take
accountofthefactorsreferredto in paragraph2, and shallnot resultin therapeuticproducts
importedfrom theotherPartybeingaccordedtreatmentlessfavourablethanthataccorded
to:

(a) suchproductsoriginatingin theterritoryofthePartywhich implementedthe
departure;or

(b) suchproductsoriginatingin anyothercountry.

8. A Partythathastakenactionunderthis Article mayconsultwith theAgencyin relationto
anyalternativeregulatorymeasuresto beadoptedpursuantto thedeparture,andthe
Agencyshall if soconsultedassistwith thedevelopmentandimplementationofsuch
measureson terms(includingtermsrelatingto thefundingoftheAgency’swork)
determinedby theMinisterial Council.

9. In thecontextofthereviewprovidedfor in Article 17, the Partiesshallspecificallyreview
theoperationofthis Article, takingintoaccountexperiencegainedsincetheinceptionof
theScheme.



ARTICLE 13

Merits Reviewof theAgency’s Regulatory Decisions

EachPartyshall legislateto provideforthereviewbeforea ReviewTribunal, in
accordancewith this Article, ofdecisionsmadeby theAgencyin relationto:

(a) anapplicationfor anApproval;

(b) theamendment,suspensionorrevocationof anApproval; or

(c) anyothermatterspecifiedin theRules.

2. In determiningameritsreview,aReviewTribunal shall reconsiderthematterdecidedby
theAgency, andmayexerciseall thepowersanddiscretionsconferredon theAgency
underthis AgreementandtheRules. EachPartyshallprovideaReviewTribunal with the
functionsandpowersthat arenecessaryto conductreviewsofdecisionsoftheAgency.

3. ThePartiesshallprovidethat aReviewTribunal may:

(a) affirm thedecisionunderreview;

(b) vary thedecisionunderreview;or

(c) setasidethedecisionunderreviewand:

(i) makeadecisionin substitutionfor thedecisionsosetaside;or
(ii) remit thematterfor reconsiderationby theAgencyin accordancewith any

directionsorrecommendationsoftheReviewTribunal.

4. Themembersof aReviewTribunal shallbedrawnfrom theMerits ReviewPanel.

5. TheMinisterial Councilmayfrom timeto timeappointpersonsasmembersofthe Merits
ReviewPanelin accordancewith theRules. TheMinisterial Councilshallonly appointa
pers6nto theMerits ReviewPanelif it is satisfiedthepersonis appropriatelyqualifiedto
serveasamemberofaReviewTribunal,havingregardto thatperson’sknowledgeof and
experiencein medicine,therapeuticproducts,public administrationor law. Thetermof
eachappointmentshallbe specifiedby theMinisterial Council.

6. TheMinisterial Council shalldesignate:

(a) onememberoftheMerits ReviewPanelasthePrincipalMemberin respectofmerits
reviewsconductedin Australia;

(b) onememberoftheMerits ReviewPanelasthePrincipalMemberin respectofmerits
reviewsconductedin NewZealand.

7. Without limiting paragraphs5 and6, theMinisterial Council mayfrom time to time:



(a) appointasamemberoftheMerits ReviewPaneltheholderfrom time to timeof an
office establishedby eitherParty;and

(b) designateasthePrincipal Memberof aReviewTribunaltheholderfrom timeto time
ofanoffice establishedby eitherParty.

8. Thecompositionofa ReviewTribunal to consideranddetermineameritsreviewshallbe
decidedby therelevantPrincipal Member,havingregardto the expertiserequiredfor the
purposesofthatmerits review.

9. EachPartyshallprovidefor thetransferofmeritsreviewproceedingsbetween
jurisdictionswhereaReviewTribunal considersthatit is in theinterestsofjusticeto do so.

10. EachPartymaylegislateto providefor aright ofappealto asuperiorcourtonquestionsof
law in respectofadeterminationby aReviewTribunalof ameritsreviewconductedin the
territoryofthat Party.

11. ThePartiesshall consulttogetherin relationto theprocedureto be followedin connection
with applyingformeritsreviewandconductingmerits reviews,to ensurethe effective,just
andefficient determinationofmerits reviews. Thesemattersshallbeprovidedfor in the
AustralianImplementingLegislationandtheNewZealandImplementingLegislationor, if
andto theextentthat thePartiessoagree,in Rulesmadeby theMinisterialCouncil for the
purposesofthis Article.

12. Exceptasotherwiseprovidedin thisAgreement,Rulesorapplicablelegislation,aReview
Tribunalmaydetermineits ownprocedure.

13. A decisionby theAgencyin relationto mattersreferredto inparagraph1 shallhaveeffect
for thepurposesofthis Agreement,andshallbegiveneffectundertheAustralian
ImplementingLegislationandtheNew ZealandImplementingLegislation,subjectto any
ordersmadeby aReviewTribunal,orby acourtofeitherPartyon appealfrom aReview
Tribunal, thatvary, setaside,suspend,or otherwiseaffectthat decision.

ARTICLE 14

Judicial ReviewofAgencyDecisionsand Rules

EachPartymaylegislateto provideforjudicial reviewbeforethecourtsofthatPartyof
decisionsandOrdersmadeby theAgency, in thesamemannerasif theAgencywere
exercisinga statutorypowerofdecisionunderthelawsofthatParty.

2. EachPartymaylegislateto provideforjudicial reviewbeforethecourtsof thatPartyofa
Rulemadeby theMinisterial Council, in thesamemannerasif theRulesweremadeunder
a statuteofthatParty.

3. Legislationof aPartywhich providesforjudicial reviewin accordancewith this Article
shallprovidefor thecourtbeforewhichjudicial reviewproceedingshavebeencommenced
to grantastayof thoseproceedings,on theapplicationofapartyto thoseproceedings,if
thecourtconsidersthat,taking into accountrelevantfactorssuchastheresidenceof the



applicant,it wouldbemoreappropriatefor theproceedingsto beheardanddeterminedin
thecourtsof theotherParty, in theinterestsoftheeffective,just, andefficient
determinationof thoseproceedings.

4. A decisionby theAgency,anOrderoraRuleshallhaveeffectfor thepurposesofthis
Agreement,andshall begiveneffectundertheAustralianImplementingLegislationand
theNew ZealandImplementingLegislation,subjectto anyorders,madein the courseof
proceedingsbeforea courtin eitherPartyin whichjudicial reviewhasbeensoughtas
providedfor in this Article, that vary, suspend,setasideorotherwiseaffectthat decision,
OrderorRule.

ARTICLE 15

Funding

ThePartiesshallprovideinitial fundingto theAgency,andtransferto theAgencycertain
assetsemployedby eachofthemin connectionwith theregulationoftherapeuticproducts
prior to the commencementoftheScheme,on suchtermsasmaybeagreedbetweenthem
prior to the establishmentof theAgency. ThePartiesshallnotbe requiredto provideany
furtherfundingto theAgencyexceptin accordancewith paragraph4, orasmaybeagreed
by bothParties.

2. The feesandchargesthat maybeleviedby theAgencyin connectionwith theperformance
ofits functionsshallbeprescribedin Rules. Thefeesandchargesshall:

(a) bedesignedto recoverthefull costsoftheAgency’soperationsundertheSchemein
anefficientand equitablemanner;

(b) providesuchincentivesfor thetimely andefficient determinationofapplicationsby
theAgencyastheMinisterial Council thinks fit; and

(c) comply with suchotherprinciplesorrequirementsasmaybeprescribedin theRules.

3. Beforesettingfeesandcharges,theMinisterial Council shall:

(a) seekrecommendationsfrom theBoardin respectofthosefeesandcharges;and

(b) ensurestakeholderrepresentativesareconsultedwhereappropriate.

4. TheMinisterial Council shalldeterminetermsandconditionsasto fundingwherethe
Agencyis to engagein activities(includingperformingfunctionsandprovidingservices)
thatfall outsidethescopeoftheSchemein accordancewith paragraph3 ofArticle 5.
Without limiting thegeneralityofthisprovision,a Partymayagreeto providefunding~o
theAgencyin connectionwith suchactivities,ortheAgencymaybeempoweredto levy
feesor chargesin respectofsuchactivities.



5. TheAgencyshallnotbesubjectto incometax in theterritoryof eitherParty.

ARTICLE 16

Consultations

ThePartiesshall,at thewritten requestofeither,promptlyenterinto consultationswith a view to
seekinganearly,equitableandmutuallysatisfactorysolution,if thePartywhichrequestedthe
consultationsconsidersthat:

(a) anobligationunderthis Agreementhasnotbeen,is notbeing,ormaynotbe
fulfilled; or

(b) theachievementofanyoftheobjectivesofthis Agreementis beingor maybe
frustrated.

ARTICLE 17

Review

ThePartiesagreeto conductandconclude,no laterthanfive yearsafterthedateof entryinto
forceofthis Agreement,areviewoftheeffectivenessof theSchemeandof theAgency,with a
view to agreeingto andimplementinganynecessaryimprovements.

ARTICLE 18

Amendment

If eitherofthePartiesconsidersthatanamendmentto thisAgreementwould bedesirable,it may
requestconsultationswith theotherPartyto thisend. Suchconsultationsshallbeenteredinto
promptlyby theParties,unlesstheyagreeotherwise.Any agreedamendmentsshallenterinto
forcewhentheyhavebeenconfirmedby anexchangeof diplomaticnotes.

ARTICLE 19

Participation of Third Parties

1. ThePartiesmayagreeto theassociationofanyotherStatewith this Agreement.

2. ThetermsofsuchassociationshallbenegotiatedbetweenthePartiesandthat otherState.



ARTICLE 20

Termination

EitherPartymayat anytime givenoticein writing throughdiplomaticchannelsto the
otherPartyof its decisionto terminatethisAgreement.

2. Uponsuchnoticebeinggiven,theAgreementshall terminateon a dateto beagreedby the
Partiesin writing. ThePartiesmayagreethattheAgreementshall terminateon different
datesin respectofdifferent classesoftherapeuticproduct. In theabsenceofsuch
agreement,thisAgreementshall terminateon thelaterof:

(a) anydatespecifiedin thenoticeasthedateon whichtheterminationis to be
effective; or

(b) thedate3 yearsafterthedateonwhich thenoticewasreceived.

3. UponterminationofthisAgreement:

(a) theAgencyshallceaseto begovernedin accordancewith thisAgreement,andshall
begovernedin suchmannerasmaybe specifiedin Australianlegislation;

(b) New Zealandshallhaveno interestin theAgencyor its assets,exceptasmaybe
determinedin accordancewith paragraphs4 and5.

4. Prior to theterminationofthisAgreementthePartiesshallusetheir bestendeavoursto
reachagreementin relationto mattersarisingout ofthattermination,including:

(a) arrangementsfor useby NewZealandofthe intellectualpropertyoftheAgencyand
informationheldby theAgency,asat thedateoftermination;

(b) assistanceto beprovidedby theAgencyin connectionwith new arrangementsfor the
regulationoftherapeuticproductsin NewZealand;and

(c) financialarrangementsin connectionwith theterminationofthis Agreement,having
regardto paragraph3 andto thefinancialcontributionsthat thePartieshavemadein
connectionwith theestablishmentandimplementationoftheScheme.

5. If agreementis notreachedon themattersreferredto in paragraph4, eitherPartymay
makeawrittenrequestto theotherPartyfor thedifferencebetweenthemto be referredto
arbitrationin accordancewith theAnnex.

ARTICLE 21

Transitional Provisions

EachPartyshall legislateto give effectto thetransitionalarrangementssetout in this
Article.



2. On andafterthecommencementdate,themanufacture,supply, import, exportor
promotionofatherapeuticproductthatwaslawful in theterritoryofoneParty
immediatelybeforethecommencementdatecontinuesto be lawful in theterritoryof that
Partyfor aspecifiedperiodby virtueofthedeemedgrantofatransitionalapprovalunder
the Schemeon thetermsandconditions(if any) that appliedin respectofthemanufacture,
supply, import, exportorpromotionofthattherapeuticproductbeforethecommencement
date,subjectto anyRulesthatapplyunderparagraph3.

3. Everytransitionalapprovalshallbe subjectto therelevantapplicableRules. Without
limiting subparagraph(jj) ofparagraph1 ofArticle 9, Rulesmadeunderthat subparagraph
may:

(a) applysomeorall of theprovisionsofthesupersededlegislation,with orwithout
modification,to therapeuticproductsoractivitiesthataresubjectto a transitional
approval;

(b) applydifferent specifiedperiodsto differenttransitionalapprovalsfor therapeutic
productsor activities;and

(c) providefor thetemporaryextensionof atransitionalapproval,at thediscretionofthe
Agencyorasotherwisesetout in Rules.

4. EachPartyshallestablishatransitionalsystem(whichmayincludetheestablishment,
appointmentorcontinuationofabody) for dealingwith applicationsreceivedunderthe
supersededlegislationbutnotdeterminedby thecommencementdate.

5. Applicationsthat arereceivedunderthesupersededlegislationbutnot determinedby the
commencementdateshallbedeterminedin accordancewith thetransitionalsystem
establishedby thePartyin whoseterritorytheapplicationwaslodged. Thetransitional
system:

(a) shallensurethattheapplicationis determinedon thesamebasisasappliedto the
applicationbeforethe commencementdate;

(b) shallprovideforthegrantoftransitionalapprovalsundertheSchemefor aspecified
periodasprovidedforin theRules;and

(c) shallgranttransitionalapprovalsonly in relationto theterritory ofthePartythat
operatesthetransitionalsystem.

6. EachPartymayprovidethatapplicantswhoseapplicationswerelodgedunderthe
supersededlegislationbutwhich arenot,or areunlikelyto be,determinedby the
commencementdatemayelectto havetheirapplicationsdeterminedbytheAgencyunder
theSchemeratherthanunderthetransitionalsystemestablishedby theParty.

7. All post-marketactivities,appealsandreviewsthat werecommencedunderthesuperseded
legislationbutnot completedby thecommencementdateshallbecompletedon thesame
basisasif theactivity, appealorreviewwerecontinuingunderthatlegislation. However,
thePartiesmayprovidethatpersonsotherthanthoseprovidedforunderthesuperseded



legislationmayconductpost-marketactivities,appealsorreviews, aslongastheParties
ensurethat, to thefullest extentpracticable,thesubstantiveeffectofthesuperseded
legislationis maintained.

8. ThePartiesagreethat, wherea therapeuticproducthadbeenapprovedin theterritoryof
eitherPartyunderthesupersededlegislationbeforethecommencementdate,the
requirementsfor applyingfor andobtainingan ApprovalundertheSchemeshall takeinto
account,amongotherrelevantfactors,thatapprovalandthehistoryof useoftheproduct.

ARTICLE 22

Compliancewith Other Laws and Regulations

1. This Agreementis not intended to affect the operation of laws affecting therapeutic
productsin force in the territory of either Party, except to the extent that suchlaws are
supersededby the AustralianImplementingLegislationor theNew ZealandImplementing
Legislation. Examplesof suchlaws that this Agreementis not intendedto affect arelaws
relatingto biosecurity,customscontrols,intellectualpropertyandconsumerprotection.

2. ThePartiesconfirmthattherapeuticproductsin theirterritoriesshall continueto besubject
to suchadditionalrequirements,whetherin force beforeor afterthe Schemecommences,
aswell asto therequirementsimposedundertheScheme.

ARTICLE 23

Entry into Force

This Agreementshallenterinto forceon thedateon whichthePartieshaveexchanged
diplomaticnotesconfirmingthecompletionoftheirrespectivedomesticproceduresfor theentry
into forceofthis Agreement.

IN WITNESSWHEREOF theundersigned,beingduly authorisedby theirrespective
Governments,havesignedthisAgreement.

DONE in duplicateat Wellington on this tenth dayofDecember2003.

PatriciaMaryWorth
ParliamentarySecretaryfor
TheMinisterfor HealthandAgeing

FORTHE GOVERNMENTOF
AUSTRALIA

AnnetteKing
Minister forHealth

FORTHE GOVERNMENT OF
NEW ZEALAND



ANNEX - ARBITRATION MECHANISM FOLLOWING TERMINATION

WhereeitherPartyhasmadeawritten requestin accordancewith paragraph5 of Article 20, and
subjectto anymodificationsthat maybe agreedin writing betweentheParties,thearbitration
shallbecarriedout in accordancewith theproceduressetout in thisAnnex.

EachPartyshallwithin 30 daysofthereceiptofthewrittenrequestreferredto aboveset
out in writing themattersarisingout ofterminationwhereagreementhasnotbeenreached
andcommunicatethis to theotherParty.

2. Takinginto accountthematterswhicharethesubjectofthearbitration,thePartiesshall
appointanarbitral tribunal consistingof threemembers.EachPartyshallappointan
arbitratorwithin 30 daysofthereceiptofthesecondcommunicationreferredto in
paragraph1 andthetwo arbitratorsappointedshallseekto designate~bycommon
agreementthethird arbitrator,who shallchairthetribunal. Eacharbitrator,includingthe
chairofthetribunal,shallhaveinternationalcommercialarbitrationexperienceandshall
notbeanationalofeitheroftheParties,norhavehis orherusualplaceofresidencein the
territoryofoneoftheParties,norbe employedby eitherofthem, norhavedealtwith any
mattersin relationto theSchemein anycapacity.

3. If thechairofthetribunalhasnotbeendesignatedwithin 30 daysoftheappointmentofthe
secondarbitrator,theSecretary-GeneralofthePermanentCourtofArbitration shall atthe
requestofeitherPartyappointthechairofthearbitral tribunalwithin a further30 day
period.

4. If oneofthePartiesdoesnotappoint anarbitratorwithin thetime specifiedin paragraph2
ofthis Annex,theotherPartymayinformtheSecretary-GeneralofthePermanentCourtof
Arbitration who shall appointthechairofthearbitral tribunalwithin afurther30day
periodandthechairshall,upon appointment,requestthePartywhich hasnotappointedan
arbitratorto do sowithin 14 days. If aftersuchperiodthatPartyhasstill not appointedan
arbitrator,thechairshall inform theSecretary-GeneralofthePermanentCourt of
Arbitrationwho shallmakethis appointmentwithin afurther30 dayperiod.

5. Beforeanyappointmentsto thearbitral tribunalaremadeby theSecretary-Generalofthe
PermanentCourtofArbitration, thePartiesshallnotify him orherofthematterswhich
form thesubjectofthearbitration. TheSecretary-GeneralofthePermanentCourtof
Arbitration shall takethis informationinto accountin makinganyappointmentsto the
tribunal.

6. Thefunctionofanarbitral tribunal is to makeanobjectiveassessmentofthematterswhich
arethesubjectofthearbitrationandto makesuchfindingsandrulingsnecessaryfor the
resolutionofthemattersreferredto it asit thinks fit. Thearbitral tribunal shall releaseto
thePartiesits findingsandrulings in areporton themattersreferredto it within 180 days
ofits formationorsuchotherperiodasthePartiesmayagree. Thefindingsandrulingsof
thearbitraltribunal shallbebindingon thePartiesandthePartiesshall takeall necessary
actionto implementtherulings.

7. Unlessthearbitral tribunaldeterminesotherwiseandsubjectto theprovisionsof this
Annex,thearbitral tribunal shallbeguidedby theproceduresin theUNCITRAL
Arbitration Rulesadoptedby theUnitedNationsCommissionon InternationalTradeLaw



on 28 April 1976asapprovedby theGeneralAssemblyoftheUnitedNationson 15
December1976.

8. Unlessthearbitral tribunaldecidesotherwise,theexpensesof thetribunal, includingthe
remunerationofits members,shallbeborneby thePartiesin equalshares.

9. Thearbitral tribunalmayatanystageoftheproceedingsmakeproposalsto theParties
with aview to achievingamutuallysatisfactorysolutionofthedispute.ThePartiesmay
agreeto terminatetheproceedingsof thearbitral tribunalin theeventthat amutually
satisfactorysolutionto thedisputehasbeenfound.





AGREEMENT BETWEEN THE GOVERNMENT OF AUSTRALIA
AND THE GOVERNMENT OF NEW ZEALAND FOR THE

ESTABLISHMENT OF A JOINT SCHEME FOR THE
REGULATION OF THERAPEUTIC PRODUCTS

REGULATION IMPACT STATEMENT

In December2003theAustralianandNewZealandgovernmentssignedatreatyto
establisha singleharmonisedschemefor theregulationoftherapeuticproducts’ in
AustraliaandNew Zealand,to be administeredby asingleagencyin both countries.

In 2000theAustralianandNewZealandgovernmentsmadethe“in principle”decisionto
establishsucha scheme,subjectto considerationofmoredetailedanalysisof its net
benefits. Costbenefitanalysesin theform ofRegulationImpactStatementswere
subsequentlyprovidedto bothGovernments.In late2002theAustraliangovernment
agreedto commenceimplementationoftheharmonisationofAustraliaandNew
Zealand’sregulatoryrequirementsfortherapeuticproducts.

This RegulationImpactStatement(RIS) hastwo parts. Part 1 focusesonthecostsand
benefitsthat wereconsideredwhenthedecisionwasmadeto proceedto implementa
harmonisedschemeto beadministeredby a singlejoint Agency. It thereforereflectsthe
situationin AustraliaandNew Zealandin 2002 in relationto therapeuticproducts.
Part2 is designedto assistconsiderationofthecontentoftheproposedTreatybetween
AustraliaandNewZealandfor theEstablishmentof aJointSchemefor theRegulationof
TherapeuticProducts.

PART 1- HARMONISATION

1.1 BACKGROUND

UndertheTrans-TasmanMutualRecognitionArrangement(TTMRA), therapeutic
goods2haveaspecialexemptionfrom theTTMRA on conditionthat AustraliaandNew
Zealandengagein atrans-Tasmanco-operationprogram. Undersuchaprogramthe
regulatorsofthetwo countriesareto collaborateto resolvetheexemptionwhich in this
instancehasbeenextendedto May2004. Optionsfor resolutionincludemutual
recognition,hannonisationorpermanentexemptionfrom theoperationoftheTTMRA.

In 1999AustralianandNewZealandHealthMinistersagreedthatformalharmonisation
ofregulatoryrequirementswastheoptiontheywishedconsidered.This wasto include

1 “Therapeuticproducts”meansproductsthatareusedor representedto prevent,diagnose,alleviate,cure or

monitora diseaseor condition,andcomprisesmedicines(includingmedicinesreferredto as
complementaryhealthcareproductsanddietarysupplementsinNewZealand),medicaldevicesandother
productssuchassomesunscreens,bloodandbloodcomponents.

that is, therapeuticproducts(theterm“therapeuticgoods”is usedin the TTMRA legislation).
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alignmentofproductandmanufacturingstandardsandconformanceassessment
requirements.In 2001,theysupportedexploringparticularlythefeasibility of
establishingajoint agencyto regulatetherapeuticgoods3andpolicy developmentin this
areaproceeded(seeunderConsultationbelow).

Harmonisationthroughajoint agencyarrangementhasbroadsignificancefor closer
economicrelations(CER)betweenAustraliaandNew Zealand. It maybeanimportant
precedentfor any futuredevelopmentofjoint agencies.Thesuccessfulestablishment
andoperationofthis agencyshouldsignificantly influencetheattitudesofboth
governmentsregardingany futureextensionofCER.

Existing regulations

Legislativeresponsibilityforthequality andsafetyoftherapeuticproductsin Australia
lay fully with StatesandTerritoriesuntil theTherapeuticGoodsAct1989 (theTGAct)
cameinto force in February1991.This creatednewnationallegislationwhere
Commonwealthpowersappliedandwheretherehadpreviouslybeenonly separatenon-
uniform Statelaws. It consolidatedtheseprovisionswith thedrugevaluationactivity that
theCommonwealthwasalreadyundertaking. TheTG Act andits associatedRegulations
covermedicines,medicaldevices4andcomplementarymedicines5.Unincorporated
entities,suchaspharmacistsoperatingassoletraders,arecurrentlynot coveredby the
TGAct in Victoria, Queensland,SouthAustralia,theNorthernTerritory andtheACT.

Thesubjectmatterofthis particularnationallegislationis administeredby the
TherapeuticGoodsAdministration(TGA). TGA is abusinessunit within the
CommonwealthDepartmentofHealthandAgeing,with astaffingcomplement,including
non-ongoingstaff, of approximately440personsengagedin theregulationoftherapeutic
products6. It operateson afull costrecoverybasiswith anannualbudgetofaround$50
million collectedprimarily throughannualcharges,evaluationfeesandlicencecharges.

In NewZealand,different arrangementsexist for theregulationofpharmaceuticals,
medicaldevicesandcomplementaryhealthcareproducts.Pharmaceuticalsareregulated
undertheMedicinesAct1981 andtheMisuseofDrugsAct1975by Medsafe,abusiness
unit oftheNewZealandMinistry of Health. Medsafeis responsiblefor administering
thesestatutesandregulationsmadeunderthem. It hasa staffcomplementof 56 andan
annualbudgetof$6.9 million. Ofthis amount,$3.5 million is Crownfundingand$3.4
million is thirdpartyrevenuefrom feesandcharges.7

TherapeuticGoodsCo-operationProgramReportsto theCouncilof AustralianGovernmentsincluding
NewZealandof 1999and2001 respectively.
~Theseincludeaverywiderangeofproductsfrom rubbergloves,syringesanddiagnostickits, to
prosthesesandimplantssuchaspacemakers.

Theseincludeherbalmedicines,vitamins,minerals,nutritional supplements,aromatherapyoils and
certainhomoeopathicmedicines.
6 As at January2004.

As at January2004 (figuresprovidedby Medsafe).
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With theexceptionofcondomsanddevicescontainingmedicinalsubstances,medical
devicesarenot subjectto assessmentin NZ. Medsafe’srole is restrictedto post-market
monitoringwith regardto othermedicaldevices.

Complementaryhealthcareproductsin New Zealandarecurrentlyregulatedasfoods
undertheFoodAct1981 andtheDietarySupplementsRegulations1985. No approvals
for marketsupplyarerequiredunlesstherapeuticclaimsaremade,in which casetheyare
thencategorisedasmedicinesandsubjectto pre-marketevaluationby Medsafe.
Manufacturingpremisesfor all complementaryhealthcareproductsmustberegistered
undertheFoodHygieneRegulations1974astheyarenot currentlyrequiredto meet
GoodManufacturingPracticestandardsformedicines.

Thenatureofregulationofhigh andmedium-riskpharmaceuticalsin AustraliaandNew
Zealandis similar. However,low-riskphannaceuticals,complementariesanddevicesare
lesscloselyregulatedin New Zealandcomparedwith Australia.

The Therapeutic ProductsSector

Thegroupsmostaffectedby theissuesunderconsiderationareasfollows:
• Consumers- andthewidercommunity(includingin regionalareas)- Australiaand

New Zealand.ThelastNationalHealthSurveyforAustraliathatcontaineddataabout
all medicationuseandnotjust usefor specificconditions,wasconductedin 1995,
andfoundthatin thatyear51%ofthepopulationusedmedicinesand25.8%used
vitaminsandminerals,9.4%usedherbalandnaturaltreatmentsand3 3.4%consulted
professionalsin relationto healthactivity~. By 1999 theHouseholdExpenditure
Surveyshowedtotal annualhouseholdexpenditureon medicines,pharmaceutical
products,therapeuticappliancesandequipmentto be $2.997billion9.

• Industry— TheindustrycomprisesAustralianandNewZealandtherapeuticproducts
manufacturers(prescriptionmedicines,over-the-countermedicines,medicaldevices,
complementarymedicines)wholesalersandretailers.Accordingto official statistics,
themedicinalandpharmaceuticalmanufacturingindustryin Australiahad$4.594
billion ofturnoverandemployed12,500personsin 1998,exportingsome$1.26
billion ofproduction10.Thereis alsoa largeimport sector($3.016billion) andan
extensivedistributionandretailingsector.Accordingto estimatesby industryanalyst
IBIS, thishadgrownto $5.8billion turnoverin 2000-01with exportsof$2.3 billion
andimportsof $4.7billion.11 Forpharmaceuticalsalonetherearemorethan120
companiesin the industry,with thetop tenaccountingfor 50%of sales12.The
dominantfirms aremulti-nationalssuchasAstra,Merk SharpandDobme,Glaxo
WellcomeandAlphapharm,but thereis asmall numberofsignificantlocal
companiessuchasSigmaandCSL. This sectoroverallhadsalesin 1999ofaround

8 AustralianBureauof Statistics,4377.0

~AustralianBureauof Statistics,6535.0
10 AustralianBureauof Statistics.Op cit

“This World, C2543— MedicinalandPharmaceuticalProductManufacturingin Australia,20November
2001
‘2AustralianPharmaceuticalManufacturingIndustryAssociationmc,APMA FactsBook — 1999-2000.
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$8.94billion, with $6.44billion in pharmaceuticals~$1.06billion in complementaries,
and$1.5 billion in medicaldevices . Dataon thesize,numbersandtypesoffirms
operatingin eachother’smarketsarenot available.

• Sectorrepresentation- is foundthroughbodiessuchasMedicinesAustralia(MA),
theAustralianSelfMedicationIndustryGroup(ASMI), theComplementary
HealthcareCouncil (CHC) andtheMedical IndustryAssociationof Australia
(MIAA). Thereis alsoconsumerrepresentationincluding throughthe Consumers’
HealthForumofAustralia(CHF) andtheAustralianConsumersAssociation(ACA).
Professionalgroups,particularlyin themedical,dentalandpharmacyareas,arealso
seenasstakeholdersin thesematters.

• Government—Australian,State/Territory,local andNewZealandgovernmentsare
involved.ForAustralia,governmentnot onlyregulatesthis sectorundertheTGAct
andrelatedlegislationbut spendssignificantamountson theproductsofthesector.
Forexample,theAustralianGovernmentpaid$3.07billion in consumer
phannaceuticalbenefitsin 1999andfurtherpaymentsaremadeto industryunderthe
PharmaceuticalIndustryInvestmentProgram.The AustralianGovernmentis the
leadgovernmentfor thesepurposes,but coordinateswith theStatesandTerritories
throughMinisterial Councilsandcommitteesofofficials.

• Trade— trans-Tasmantradein therapeuticproductscomprisesexportsfrom Australia
to NewZealandoftheorderof$208million andimportsfrom NewZealandto
Australiaoftheorderof $75million. This representsatotal volumeoftrade
approaching$300million annually14.

Scopeof regulation reviewfor therapeutic products

In AustraliaandNew Zealand,themajorforms ofregulationwithin thetherapeutic
productsareaare:
• Pre-marketassessments,licensingofmanufacturersandpostmarketingmonitoring

andenforcementofcompliancewith standards;
• Schedulingofchemicalsubstancesandassociatedcontrolsto controlaccessto, and

supplyof, therapeuticproducts;
• Monopsonypurchasingofpharmaceuticalsthroughgovernmentsoasto subsidise

pricespaidby consumersandto facilitateproductavailability;
• Intellectualpropertyandpatentlife rulesandotherindustrydevelopmentregulation

(suchasparallelimportationcontrols)to enhanceinnovationin provisionof
therapeuticproductsandindustrydevelopment.

Purchasingarrangements,intellectualpropertyandpatentlife rulesareoutsidethe scope
oftheproposedtrans-Tasmanregulatoryarrangementsfor therapeuticproductsandare
thereforenotaddressedin thisRIS.’5 This RIS alsodoesnot addressissuesoflegislative

13 RegulatoryImpactAnalysis,A siurle joint AustraliaandNewZealandtherapeuticgoodsarency

.

October2000,NewZealandInstituteof EconomicResearch(NZIER),p25.

‘~ Thus, in economicterms,intellectualpropertyandrelatedrules(egparallelimportingcontrols)address
thefirm spillovermarketfailurein relationto productinnovation;purchasingcontrolsaddresstheaccess
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orregulatoryreformto Australianregulationoftherapeuticproductsbeyondthe trans-
Tasmanissue,sincesuchissueshaverecentlybeenthesubjectofseparatereview
processeswithin Australia.’6

1.2 PROBLEM IDENTIFICATION

Removalof barriers to trade and commerce

By theirnatureseparateregulatorycontrolson therapeuticproductsrestricttradeand/or
duplicateeffort relativeto acommonmarketwithout suchcontrols. Thegeneral
presumptionofregulationreviewis thatregulatorybarriersshouldbe removedunless
therearemarketfailureorotherpublic interestreasonsto thecontrary. Wherethe
barriersaredivergentin contentandprocessthenfirms incurthecostsofoperatingunder
two systemswith differentcharacteristics.Evenwith thesamecharacteristicssimple
duplicationof processescanbecostly.

Thecostsfor businessoflackofuniformity canbeseenasfalling into two broad
categories:
• thoseassociatedwith identifyingandstayingup to datewith therequirementsin each

jurisdiction: and
• thosewherethereis needto complywith differentcontrolsimposedby different

jurisdictions.

Nature of market failure

Oneform ofremovalofbarrierswouldbe to removeregulationaltogetherin both
AustralianandNew Zealandmarketsfor therapeuticproductsandpursuefreetrade. This
is notunderconsiderationasmarketfailurein thesemarketsis well recognised.This
derivesin particularfrom:
• informationasymmetly— wheresellershavegreaterinformationandknowledgethan

buyersin this marketto the detrimentof consumers;
• consumerexternalities- whereimproperuseofthesesubstancescouldresultin

detrimentto otherindividualsandthewidercommunity,andviceversafor proper
use.

Theseproblemsarenotremovedevenin thepresenceofincreasedpublic information,
increasedaverageeducationlevels,andprofessionalintermediation(thoughthesehelp

andequitymarketinadequacyissue;schedulingandrelatedcontrolsaddressconsumerinformation
asymmetry(andsovereignty)andcommunityexternalitiesatpointofpurchase.
‘6ReviewofTherapeuticGoodsAdministration,DepartmentofHealthandFamily Services,1997;Industry

CommissionReviewof Devices,Departmentalreviewof ComplementaryMedicines;National
CompetitionReviewofPharmacy,1999;NationalCompetitionReviewof Drugs,PoisonsandControlled
SubstancesLegislation,2001,ProductivityCommissionReviewof CostRecovery.
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greatly17)becauseoftheexistingandgrowingcomplexityoftheproductsandtheir
potentialto causeharmto healthandsafetyif usedinappropriately.

Protection ofpublic health and safety

Theappropriatedegreeofregulationin thesemattersfor Australiahasbeenthesubject
ofseparatereviewprocesseswithin Australia(seefootnote16 above). Theoutcomesof
thesereviewsmustherebeassumedto be reflectedappropriatelyin Australian
regulation. Accordingly,theissuefor healthandsafetyin relationto trans-Tasman
regulatoryreformis to ensurethat suchreformsdo not diminishpreviouslyagreed
Australianregulatorystandards- unlessothercompensatingeconomicor public interest
benefitsareshownto arisefrom newtrans-Tasmanarrangements.

Differencesin Australian and NewZealand Therapeutic ProductsRegulation

AustraliaandNewZealanduseabroadlysimilarapproachfor theregulationof
pharmaceuticalsconsistentwith globalharmonisationinitiatives. Nevertheless,thereare
still somesignificantdifferencesin thescopeandthedetailedoperationoftheircurrent
regulatoryregimes.Theunresolveddifferencesin regulatoryregimeshavebeenthekey
reasonfor thecontinuingspecialexemptionunderTTMRA arrangements,reflectingthe
complexnatureofthesecommoditiesin turn andtheirparticularpublichealthandsafety
dimensions.

ThedifferencesbetweenNew ZealandandAustraliathatunderpinargumentsfor benefit
from theeliminationofdifference,suchasdiscussedabove,areessentiallythefollowing:

(a) Limited coverageofNewZealand’sexistingregulation

AlthoughmuchharmonisationbetweenAustraliaandNew Zealand’srequirements
alreadyexist,bothbilaterallyandunderglobal initiatives,NewZealand’scurrent
approachto therapeuticproductsregulationis generallynotascomprehensiveand
consistentasAustralia’se.g:
• divergenceonsomespecifichighrisk andmediumrisk medicines;
• divergenceofapproachto regulatingsomeaspectsoflowerrisk and overthe counter

medicines;
• absenceofpre-marketregulationfor mostmedicaldevicesregulatedin Australia; and
• divergenceon direct-to-consumeradvertisingregulation.

(b) Differencesin RegulatoryProcesses

New Zealandprocessesofregulationalsodivergefrom Australiaeg
• treatmentof complementarymedicinesunderfoodnotmedicinesregulation,

includingin relationto manufacturingstandards;and

17 The legislativeandregulatoryarrangementsunderconsiderationhereforhannonisationin relationto

therapeuticproductsdonotextendto legislationregulatingprofessionalpractice.
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• limited enforcementofpre-marketevaluationrequirementsevenwheretherapeutic
claims arebeingmadefor complementarymedicines.

Thesedifferencesofcoverageandprocessimply two majorissues.Thefirst is that
differencesin theadministrationoftheregulatoryprocessesin thetwo countriescreated
tradebarriers18,soinhibiting theachievementoftheobjectiveoftheCERtrade
arrangementsasregardstheseindustries. Thesecondis that evensimpleduplicationof
commonregulatoryrequirementsfor medicinescreatesadditionalcompliancecostsfor
businessesoperatingin eitherorbothof thetwo markets.Suchcostscouldbelowerwith
poolingofresourcesin thepresenceofcommonstandards’9.

(c) RegulatorySustainability

Onepossiblegain from harmonisationandeliminationofregulatoryduplicationis the
ongoingsustainabilityoftheregulatorycapacityandskills in bothAustraliaandNew
Zealand.20 Theevaluationofnewandinnovativetherapeuticproductsis becoming
increasinglycomplex,andthepool ofskilled resourcesavailableto theregulatorsis
diminishing. 21 In NewZealand,lengtheningofprocessingtimes forpre-market
evaluationsandthelackofskilled resourcesto processsomecomplexproducts(eg
geneticallymodifiedvaccines)is alreadybeingexperienced.22

Rapidchangeis beingdrivenby competition,innovationandemergingtechnologies.For
example,thepharmaceuticalindustrypredictstheworkloadfor regulatorsoverthenext
fewyearswill rapidlyincreasedueto the industry’sheavyinvestmentin researchand
development(R&D) 23~ From 1986-1996,R&D expenditurein theAustralian
pharmaceuticalindustryrosesixfold, andits investmentin R&D represents5.5%ofits
productionincome. By contrast,thegeneralmanufacturingsectorinvestsonly 1.1%of

24its productionincomein R&D

Therehasbeenaconsequentialburgeoningofnewpharmaceuticalproductsenteringthe
marketin recentyears. Thetotal numberof applicationsto theTGA for productapproval
increasedby almost50%overthefinancialyears1995-6to l998~925. Thestrongest
growthis evidentin applicationsfor approvalofhighrisk medicaldevices,which
increasedby 100%overthesameperiod. Thisveryhighratemaybeduein partto a

18 NZIER, op.cit, p17.

19 Theprecisenumberof firms operatingin thetwo therapeuticproductsmarketsis unclear,but it will be

recalledthatthecostsimpacton apresentvolumeof Trans-Tasmantradein therapeuticproductsofaround
$300million annuallyandrising(NZIER, op.cit. pSI.)
20Reportof theRegulatoryReformTaskforce,Reviewof AdministrativeArrangementsfor
CommonwealthPublicHealthandSafety,DepartmentofHealthandAgedCare,August2001,pp.155-161
21 CommonwealthDepartmentofHealthandAgedCare,AnnualReport2000-200],p.378.
22 Loc Cit
23 Gunnaway,DJ,“Future ChallengesforDrugRegulatoryAgencies”,Presentationto International

ConferenceofDrugRegulatoryAuthorities,1999.
24 AustralianEconomicAnalysis,1998
25Dep&~entofHealthandAgedCare,AnnualReport,1999.
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classificationchange,buthigh rateswereneverthelessevidentfor all therapeutic

products.

(d) RegionalandGlobalStatusIssues

A final setof issuesrevolvearoundregionalandglobal concerns.Thesereachbeyond
narroweconomictradeandadministrativecostconsiderations.Theyarealsoevenharder
to demonstrateandquantify,partlybecausetheydependuponstrategicconsiderations
that arenotdeterministicin themannerofsomeofthesimplercompetitiveeconomics
thatofteninformbenefit-costanalysis. Thatdoesnot renderthemlessrealnormake
themirrelevantto aregulationreview,astheypotentiallyinvolvebroaderpublic benefits
for Australians.Threeclaimsseempertinent:

• in thetrans-Tasmanarenatheproposalsfor ajoint administrativedecision-making
agencyoffernewpossibilitiesfor evengreaterintegrationin otherareasbetweenthe
two systemsthansimplythat ofremovalofbarriers. If thevariouslegislative,
political andadministrativeconsiderationsaresuccessfullyaddressed,an important
precedentandsetof “public good” knowledgefor similarjoint venturesis created;

• in theglobal therapeuticproductsindustry,poolingoftwo previouslysovereign
marketsunderacommonregulatoryframeworkofhighquality, mayhavesymbolic
impactbeyondthesimpleadvantagesofabiggercommonmarket. In particular,
pharmaceuticalcompaniesattachimportanceto approvalsandhencefirst releaseof
newproductsin countriesacknowledgedasbenchmarkregulatorsfor quality. It is
arguablethat ajoint agencywill helpsustainAustralia’sreputationandpositionasa
so-called“first wave” countryfor suchpurposes,with consequentbenefitsto
consumers;and

• successin harmonisationin thiscomplexfield forAustraliaandNew Zealandmay
induceothernationsto seekto join the arrangementorto adoptits standards,
particularlyin theAsiaPacific.

1.3 OBJECTIVES

Thespecialexemptionthattherapeuticproductshavefrom theoperationoftheTTMRA
mustberesolvedin awaythat:
• safeguardspublic healthandsafetyin AustraliaandNewZealandby efficiently and

effectively regulatingtherapeuticproductsin bothcountries;and
• avoidsbarriersto tradeexceptwheretheyarenecessaryto safeguardpublic healthor

safety.

1.4 REGULATORY OPTIONS

Optionsfor resolvingtheTTMRA specialexemptionfor therapeuticproductsincluded
mutualrecognitionofAustraliaandNewZealand’sregulatorystandards,harmonisation
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ofstandardsor, failing eitheroftheseoptions,permanentexemptionfrom theoperation
oftheTTMRA. Becauseofthesignificantdifferencesin regulatoryapproach,including
thedifferent standardsthat appliedto someproductgroups,mutualrecognitionwas
consideredunacceptable.Work thereforefocussedon thetwo remainingoptionsthat are
discussedin moredetail in thefollowing paragraphs.In theinterim, thespecial
exemptionhasbeenrenewedannually,following considerationofprogressreportson the
workbeingundertaken.

1.4.1 PERMANENT EXEMPTION

This optionextendsthestatusquo for Australianarrangements,with therapeuticproducts
beingregulatedunderthecurrentAustralianlegislation. It electsto adoptapermanent
exemptionfor theregulationoftherapeuticproductsundertheTTMRA. Within this
optionofpermanentexemption,accountshouldbe takenofthelikely effect in Australia
ofNew Zealand’sownprincipalalternativesto harmonisation,viz:

a) theadoptionof a systembasedon limited domesticevaluationbut wideunilateral
recognitionofpharmaceuticals,complementarymedicinesandtherapeuticdevices
approvedby otherspecifiedregulatoryauthorities;
(b) theadoptionofanewenhancedregulatoryframework with local evaluationof
productsto internationalstandardsandno necessaryparticularharmonisationwith
Australia;and
(c) the statusquo ie limited regulatorycoverageofcomplementarymedicinesand
medicaldeviceswithin existingandlikely diminishingevaluationcapability.26

In termsofchange,only (a) and(b) arerelevant.

1.4.2 HARMONISATION

This optionentailsasingleharmonisedregulatoryschemein AustraliaandNew Zealand
to beadministeredby asinglejoint trans-Tasmanregulatoryagencythatwould replace
TGA in AustraliaandMedsafein New Zealand(theAgency). A Treatybetweenthetwo
countrieswould setout howtheAgencywould beestablishedunderAustralian
legislation,andits operationalframework,includingestablishmentof aMinisterial
Council comprisingtheAustralian(Commonwealth)andNewZealandHealthMinisters
anda five memberboardresponsiblefor thestrategicandadministrativedirectionofthe
Agency.

TheAgencywould regulatethefull rangeoftherapeuticproductsieprescription
medicines,overthecounterandcomplementarymedicines,medicaldevicesandother
therapeuticproductsincludingsomesunscreensandbloodandblood components.Its
functionswould includepre-marketevaluation/assessmentandapproval,licensingthe
manufactureofproducts,scheduling,productstandardsetting,advertising,post-market
monitoringandsurveillance.Offices wouldbeestablishedandmaintainedin each
countryto providealocal pointofcontactwith theAgency.

26 NZIER, op cit.
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A ManagingDirector,appointedby theMinisterial Council, wouldberesponsiblefor
regulatorydecisionsin muchthesamewayastheSecretaryoftheDepartmentofHealth
andAgeingis currentlyresponsibleunderexistingCommonwealthlegislation. In
practice,theManagingDirectorwould delegatethepowerto makecertaindecisionsto
personswith theappropriateexpertiseand/orfunctionalresponsibility. Expertadvisory
committeeswouldprovideadviceto thedecision-maker.

At thetimethejoint Agencyapproachwasdecidedupon, it wascontrastedwith theone
otherprecedentin this field, themodelofferedby theAustraliaNewZealandFood
Authority (ANZFA), nowFoodStandardsAustraliaNewZealand(FSANZ).

TheproposedAgencymodelvariessubstantiallyfrom theANZFA modelprincipally
becauseofthemarkeddifferencebetweentherespectiverolesofthetwo agencies.

ANZFA operatedasanAustralianstatutoryagencyestablishedunderAustralian
legislation. It wasresponsiblefor settingandvaryingfoodstandardsthat arethen
adoptedandenforcedby the StatesandTerritoriesin Australiaandby aseparateFoods
SafetyAuthority in NewZealand.ANZFA doesnot itselfenforcecompliancewith
standardsin thevariousjurisdictions.

In contrast,theAgencywill administerasingle,joint regulatoryschemethatwill be
equallyapplicablein bothcountries. Thenewagencywill regulatetheimport, export,
manufactureandsupplyoftherapeuticproductsin two independentandsovereign
countriesthroughpre-marketassessmentofproducts,licensingofmanufacturersandpost
marketmonitoringofcompliancewith andenforcementofstandards.TheAgencywill
makedecisionsonbehalfoftwo independentand sovereignGovernmentsin relationto
therapeuticproductsandwill beempoweredto enforcethosedecisionsin bothcountries.
TheAgencywill beestablishedin Australianlegislationbut, unlikeFSANZ, theAgency
will alsobeempoweredto actin NewZealandthroughlegislationin that country.

Underthis model theAgencymustbeequallyresponsiveto boththeAustralianandNew
ZealandGovernmentswith neitherhavingtheopportunityto unilaterallymakedecisions
or issuedirectionsthatcouldadverselyimpacttheinterestsoftheother.

1.5 ASSESSMENTOF IMPACTS

In assessingimpactsofoptionsit is importantto recognisethattheproposalsrelateto
relativelysmall agencycosts,comparedto industrysize. TGA is a $50million per
annumagencyandMedsafeis a lessthan$7 million perannumagency.Therelevant
industryrepresentsaround$9 billion in salesin Australiaand$1.5 billion in New
Zealand.Therepercussionsofharmonisationhereareto that extentlimited in overall
magnitude.In addition,theywill mostlybelimited to benefitsin respectoftrade,
estimatedto be in theorderof$300million.
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Muchanalysisof impactis ofnecessityqualitativewithoutdetailedquantificationor
modelling,sincelargescaleeconomy-wideeffectsarenot likely ordiscernible.
Illustrativeor descriptivedataareneverthelessusedwhereveravailableandappropriate.

OPTION ONE - PERMANENT EXEMPTION

UnderOption 1, permanentexemptionfor therapeuticproductsundertheTTMRA, New

Zealandfacesthreepossiblechoices:

A.- to implementnewlegislationto coverall complementarymedicinesandmedical
devices,with ongoingunilateralrecognitionofmarketapprovalin overseascountries;
B.- to implementnewlegislationto operatea stand-aloneregulatorysystemto
internationalstandardsacrossthefull rangeoftherapeuticproducts;or,
C.- to maintaincurrentNewZealandregulatoryarrangementswithoutchange.

A. If NewZealand implementsnew legislation to coverall complementarymedicines
andmedicaldevices,with ongoingunilateral recognition ofmarketapprovalin
overseascountries,thentheimpactsonAustraliawill beasfollows:

Benefits

Australianbusiness:whereNewZealandrecognisesAustralia’sregulatoryapproval,
therewill be reducedcompliancecostsfor thoseAustralianbusinesses(particularlyin the
pharmaceuticalsector)which currentlyhaveto go throughanyadditionalapproval
processforNewZealand.ThenumberofAustralianfirms which exporttherapeutic
productsto NewZealandhasnot beendocumented.However,Australianexportsare
estimatedto beoftheorderof$208million, comparedwith salesin Australiaofaround
$9 billion. Exportsto NewZealandthereforerepresentroughly2.3%ofAustraliansales.

Therewill benewtransitionalmarketingopportunitiesto NewZealandfor thosefirms in
themedicaldevicesandcomplementarymedicinessectorswhichalreadyhaveapproval
in Australia. TheseAustralianfirms mayhaveanearlycompetitiveadvantageoverNew
Zealandfirms now seekinglocal approvalfor newproducts.

Australianconsumers:someadditionaldirectbenefitsfrom greaterproductsafetyin New
Zealand,but whereAustralianfirms havereducedcompliancecosts,theymaypassthese
on to consumersin competitivemarketsaslowerpricesfor theirproducts.

Australiangovernment:theremaybeaverysmall amountof incomeflowing asaresult
ofNew ZealandcontractingTGA to undertakeevaluationson its behalffor NewZealand
manufacturedproducts.However,Medsafeestimatesthis to beinsignificant,with only 2
or3 applicationsperyear27,downfrom an averageof30 applicationsperyearin past
yearssinceothercountries’approvalswill alsobeaccepted.

27 Medsafe,email, 5/12/01
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Costs

Australiantherapeuticproductsindustry:WhereNewZealandchoosesto recognise
overseasapprovalsotherthanfrom Australia,thentherewould bereducedmarketing
opportunitiesto NewZealandfor Australianfirms. Australianexportersto NewZealand
would faceincreasedregulatoryand compliancecostsfor complementarymedicinesand
deviceswhich will nowrequireregistrationor listing in New Zealand.Theywill also
facegreatercompetitionfrom overseasfirms with productapprovalsalreadyrecognised
by NewZealand.

Australianconsumers:Australianresidentstravellingto NewZealandmaypurchaseand
usetherapeuticproducts,whichmaynowbehigherin costdueto theexpandedscopeof
New Zealandregulationunderthis option.

Australiangovernment:no newcostsoverstatusquo.

B. However,if NewZealand implementsnew legislation to run a stand-alone
regulatorysystemto international standardsacrossthe full range of therapeutic
products,thenthefurthereffectsonAustraliawill beasfollows:

Benefits

Australianbusiness:noadditionalbenefitsoverstatusquo.

Australianconsumers:no additionalbenefitsoverstatusquo.

Australiangovernment:no additionalbenefitsoverstatusquo, asthis is acontinuationof
currentarrangementsfor TGA.

Costs

Australianbusiness:Australianfirms that exportmedicaldevicesandcomplementary
medicineswhich arenotcurrentlysubjectto regulationinNew Zealand,would face
increasedregulatoryandcompliancecosts. Australianevaluationstandardsmaybe
recognised,but differencesin scheduling,packaging,labelling etcarelikely to still occur
andsimpledocumentationandprocessingincursfees,costsanddelaysevenwhere
differenceis notpresent,includingin pharmaceuticals.

• Consumers:the likely increasedcoststo Australianbusinessmayflow throughin partto
increasedcoststo consumers.

Australiangovernment:no newcostsoverstatusquo.
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C. If NewZealand doesnot changeregulation of therapeutic products, from
current arrangements,then theeffectson Australiaunderapermanentexemptionwill
beasfollows:

Benefits

Australianbusiness:no change

Australianconsumers:no change

Australiangovernment:no change

Costs

Australianbusiness:no change

Australianconsumers:nochange

Australiangovernment:nochange

Inprinciple, underthestatusquo, Australianproductionandconsumptionpatternsfor
therapeuticproducts,andtrans-Tasmantrade,will developaccordingto industryand
economyimperativeswithout impactfrom regulatorychangein AustraliaandNew
ZealandunderTTMRA affectingthis.

OtherreviewsofexistingAustralianlegislationandregulationoftherapeuticproducts
(seefootnote16) haveexaminedthisregime. It hasbeenaffirmedthatit meetsthetestof
benefitexceedingcostandofbeingtheleastcostlyform ofmeetingtheregulatory
objectives.Someparticularreformsareunderconsiderationby government,but theydo
notconstituteproposalsfor fundamentalsystemchange.

However,thereis a stronglyexpressedview in New Zealandthattheregulatorystatus
quothereis “unsustainable”28,andthatpermanentexemptionOptionsA andB aboveare
morerealisticprospects.

OPTION TWO - HARMONISATION

This is theoptionthat wasagreedto by bothAustraliaandNewZealand.

EconomicEfficiency Impacts: Quantification

Themajorprior quantificationoftheeconomicefficiencybenefitsfrom trans-Tasman
harmonisationwasprovidedin theearlierNZIER studywhich estimatedthat addingNew
Zealand’smarketto Australia’son thesametermsasfor theexistingAustraliandomestic
marketcoulddeliverpotentialone-offproductivitybenefitsforthe sectorofbetween2 to

28 NZIER, op cit, iii.
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3 percent,or $180-270million29. Despiteatotal trans-Tasmantradeonly oftheorderof
$300million, suchproductivitybenefitsare,in principle,feasibleif theycomefrom a
small percentagescaleeconomygainappliedacrossdomesticaswell asexport
production.

Theproposedregulatorychangesareexpectedto haveabeneficial impactfor Australian
industrythroughareductionin industrycompliancecosts. Theestablishmentofa single
trans-Tasmanmarketfor therapeuticproductsthroughharmonisationopensexport
opportunitiesfor theAustralianindustrythat otherwisemightnotbe feasible. It will no
longerbenecessaryfor theAustralianindustryto maintainresourceswith expertisein the
two separatecountryregulatoryrequirementsorto submittwo separatecountry
applicationsformarketingapproval. It will no longerneedto meettwo different
standardsof schedulingofmedicinesandmedicaldevices,ordifferent labelling,
packagingandadvertisingrequirementsin particular. A singleapplicationformarketing
approvalcanbesubmittedto theAgencythat, onceprocessed,will providean
opportunityfor quickermarketaccessin two countriesratherthanone,thusimpacting
positivelyon thecompany‘bottom line’. Consumerswill benefitthroughearlieraccess
to therapeuticadvancesanda possiblyexpandedrangeofproductsin themarketplace.

Precisionin estimatingthe economicbenefitsto Australianindustryis notpossibledueto
thelackofreadilyavailableandrelevantdata.

Specificsavingshavebeensuggestedasfollows underharmonisation:

29NZIER op cit.
30 Source:AustralianSelf-MedicationIndustry,correspondence,January2002.

Figure 1

ComplianceActivity Scenarios:Trans TasmanHarmonisation30

Scenario1: Registration ofan OTC medicinein Australia andNewZealandcurrently
involvespaymentoftwo registrationfees.A singlefeewouldbe lessthanthetwo
separatefees.

Scenario2: Different regulatoryrequirementsin bothcountriesrequirethat different
labellingbeproducedformanyproductswhichareotherwiseidentical.Harmonisation
would reducethosecoststo businesssubstantially

Scenario3: Differentregulatoryrequirementsin bothcountriesrequirethatdifferent
packagingtypesorsizes(e.g.differentnumberofdoseunitsperblisterplatform)be
producedfor manyproductswhichareotherwiseidentical.Harmonisationmakesfor
muchmoreefficientproductionprocesses.

Scenario4: Regulatorystaffrequiredto bemaintainedin oneorbothcountriesto cover
different regulatoryrequirements.A staffsavingof 1-2 personssaveseachcompany
$1OOk-$200kannually.
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Administrative Efficiency Impacts: Quantification

TheAgencywill berequiredto reportto boththeAustralianandNew Zealand
Governmentsandto meetanynecessarymandatorystandardsin bothcountries.
Discussionswith respectivenationalagenciesareaimedateliminatingunnecessary
duplicationandreducingassociatedcosts.

Overtime, harmonisationis expectedto movebeyondmereadoptionofuniform
regulatorycoverage,standardsandprocessesto embracereductionorremovalof
duplicationfor commonsystems,wherethis exists. Thisprovidesanoptionfor
administrativeefficiencygainsto bemade.‘Whereregulatorysystemsandassociated
administrativeprocessesaredevelopeddenovo for activities notcurrentlyregulatedin
New Zealand,particularcarewill betakento ensurestreamliningfor efficiencyand
effectiveness.

As regardstransitionalissues,thechangefrom TGA to theTrans-TasmanAgencywill
havesignificantassociatedcostsfor which governmenthasprovidedfunds,someof
which is to berecoveredfrom industry(seebelowundertheheadingFundingoftheJoint
Schemein Part2 ofthis RIS).

Other Impacts

Theissuesraisedin termsofimpactoftrans-Tasmanharmonisationfor therapeutic
productson regionalandglobal governmentalandindustryoutcomesaremoredifficult to
quantifybutappearto offer theexcitingpotentialfor ground-breakingwork in
developingarrangementsthat couldsupportfuturejoint regulatoryendeavours.

Scenario5: Differentregulatoryrequirementsin bothcountriesrequirethat advertising
bemodifiedto suiteachcountry’suniquerequirement.A significantsavingin business
costscanresult.

Scenario6: A joint agencyregimewouldprovidetheopportunityfor companies
marketingproductsonly in Australiato alsoentertheNewZealandmarketfor verylittle
extrainvestment.

Scenario7: Underthecurrentarrangements,morelightly regulatedNZ dietary
supplementsareimportedinto Australiaandpotentiallyerodethemorehighly regulated
Australiancomplementarymedicinesmarket.A level playing field would assist
Australianindustry.
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Reviewof SeparateHarmonisation Options

A. TRANS TASMAN THERAPEUTIC PRODUCTS AGENCY

Theanalysisofbenefitsandcostsfor thesinglejoint agencyproposedis considered
againstthecurrentarrangementsfor TGA andMedsafe,andassumesthatpharmaceutical
pricingpoliciesandpatentpoliciesin eachcountryremainunchanged.TheAgency
proposalis for comprehensivecoverageof thefull rangeoftherapeuticproductsin both
countries.However,theprecisedegreeofbenefitandcostwill varywith the
implementationtimepathadoptedandtheextentto which opt-outprovisionsin the
Treatyareexercised(seePart2 ofthis RISfor anexplanationofthecapacityofAustralia
andNew Zealandto eachdetermine,in exceptionalcircumstances,thattheywill not
regulatespecifiedtherapeuticproductsundertheharmonisedscheme).

Benefits

Australianbusiness:Thatpartofthetherapeuticproductsindustrythat exportsto New
Zealand(approximately2.3%ofAustraliansales)will benefitfrom reducedcompliance
costsdueto singleapplicationsratherthandualapplicationsandfasterturnaroundtimes.
Thismeansthat industrywill onlyhaveto faceoneapplicationand/orevaluationfeeto
gainaccessto two previouslyseparatemarkets- aworld first in therapeuticproducts
regulation. Commonpackaging,labellingandadvertisingrequirementswill applyin
AustraliaandNew Zealand.This will meancompliancecoststo operatein two markets
will be lower. Thesecost effectswill varywith thenatureofbusinessbutmaybe
particularlyimportantfor somebusinesstypes,eg small trans-Tasmanexportandimport
firms with alargeproductrange.

Industrywill benefitfinancially from havingproductson themarketearlierwith the
potentialfor enhancedprofit. All productscurrentlyregisteredonly in onecountrywill
alsobenefitfrom increasedmarketopportunities.

Consumers:It is expectedthatAustralianconsumerswill gainearlieraccessto
therapeuticproductsatareducedcostasindustrypasseson costssavingsandhas
productsonthemarketearlier.

Governments:In thelongerterm,if thejoint agencyhelpedbetterestablishAustraliaasa
regionalcentrefor therapeuticproductregulation,it might alsotherebyenhance
investment,themanufacturingbase,andAustralia’spotentialfor exporting.

Thecreationofthejoint agencywill provideopportunitiesfor suppliersoftherapeutic
productsto considerAustraliaandNew Zealandasa singlemarket. Overtime, this
would leadto thegreatertrans-Tasmanintegrationofbusinessoperationsandstrategies,
which is oneof theaimsof CER. Thismayserveasa‘blue print’ for futurecooperation
in theAsiaPacificregion.
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With a singleregulatorysystem,AustraliaandNewZealandarebetterplacedto
influenceglobal andregionalstandards,for exampleby seekingadmittanceto forasuch
astheInternationalConferenceofHarmonisation(ICH) processfor pharmaceuticals.It
might alsobethecasethatotherregionalcountriesmight seekto join anAustralasian
system.

Someeconomiesofscalewill beavailablefor theregulatorthroughacombined
operationandmarket,andthoughothersynergiessuchasallowing greaterpoolingof
technicalexpertise,permittinggreateropportunitiesfor careerdevelopment,flexibility
andspecialization.31

Given theincreasingpressureofdemandforthehighlevel complexexpertiserequired
for approvalandregistrationoftherapeuticproducts,apoolingofscarceandexpensive
technicalexpertisewithin an integratedagencywouldprovidebothcountrieswith
assistancein addressingthis problemin themediumto longterm. Othermechanisms
will alsohelPgreaterglobal co-operationandharmonisationin this field, but acommon
pressureis evident:“Scienceis producingnewwonderdrugsfasterthanwecanworkout
howto payfor them”32

Costs

Australianbusiness:In theshorttermtherewill beincreasedfeesandchargesto cover
someof thetransitionalcostssuchasdevelopingan integratedregistrationsystem.This
would includethecostofgovernmentrecovering$7 million from industryoveraperiod
of5 years33.Howeverthereis an “efficiency dividend” from reducedadministrative
duplicationthatin principleis availableto fundtransitionwith suitablefunding
arrangementsnegotiatedwith governmentsoasto avoidshorttermhikesandreversalsin
fees.

Consumers:no newcoststo Australianconsumersunlessanytransitioncostsin excessof
shorttermbenefitsexistandarepassedon to consumersin prices.

Government:full costrecoveryprinciplesarestatedto apply,so no budgetcostto
governmentis involved.

~‘ The importanceofenhancedregulatorycapacityis illustratedin areportonthePBAC decision-making
processes.In relationto a decisionon anewrheumatoidarthritisdrug,Enbrel, it wassaidthat “Biotech
drugsarenotnew.Insulinhasbeenproducedin a similarway for more thantwo decades.Whatis newis
theincrediblecomplexityof manyof thedrugs.Whencomparedto insulin,the molecularstructureof
etanercept(Enbrel’sgenericname)lookslike a cruiseliner mooredalongsideatugboat.”StephenBrook,
“Bonesof Contention”,TheAustralian,February2-3, 2002,p.24

~ SeeunderFundingtheJointSchemein Part 2 of this RIS for moredetails.
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B. THE AUSTRALIA NEW ZEALAND FOOD AUTHORITY (ANZFA) MODEL

Onealternativeoptionforharmonisationis themodelofthepreviousfoodauthority,
ANZFA (now FSANZ). Thismodelwas in operationin 2001. An assessmentof the
benefitsandcostsofthismodel follows.

Benefits

Overall,thismodelwill helpto removeregulatorybarriersto trans-Tasmantradein
therapeuticproductsasit providesafocusfor cooperationbetweengovernments,
professionals,industryandthecommunityin theregulationof therapeuticproducts.

Business:benefitsarelikely for asingleagencycomparedwith thestatusquo, butwith
lessguaranteeofthedegreeofharmonisationbothin principleandin practice,astheco-
operationofjurisdictionsis discretionary(notgroundedin a legislativecommitment)and
theimplementationis in thehandsofseparatearrangementsthat candevelopprocesses
that differ.

It will reducecompliancecostsfor thoseAustralianbusinesses(manufacturers,
wholesalers,retailers)seekingapprovalto marketapprovedAustralianproductsin New
Zealand,becauseoneapplicationandevaluationwould sufficeforbothcountries.

Consumers:will benefitto theextenttheharmonisationreducescompliancecostsandthe
costsarepassedon.

Government:canbettermeetgeneralCER objectivesthanwith exemptionandretain
greatersovereigntythanwith a singleagency- thoughopt-outprovisions,if reliedupon
in thelatterdo still allow someindependenceandlocalisation.

Costs

Australianbusiness:UndertheANZFA model,ANZFA maderecommendationsto a
Ministerial Council regardingfoodstandards,andtheCouncil hadto adoptthose
standardsbeforetheywereadoptedinto thelaw ofthevariousjurisdictions. If thismodel
wasfollowed,thetimetakenfor productsto be approved(whetherregisteredor listed)
will beextendedconsiderablybecausetheagencycouldonly makerecommendationsfor
approvalto theMinisterialCouncil, andit would needto beapprovedby theMinisterial
Council andundertakesomeadministrativestep (eggazettal)beforeit wouldhaveeffect.
This would takesometimeastheMinisterial Councilwould not realisticallymeetother
thanperiodically.

This would resultin a longertime lagbetweenan applicationand final approvalto
market,thusreducingtheperiodofprofitability, comparedto the currentregulatory
system. This is ahighlycompetitiveindustrysector,with newproductsand
variations/improvementsto deviceshavingevershorterdevelopmentalphases.
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Businessesaredependenton anefficientapprovalsprocessto gettheirproductsto market
beforetheircompetitors.It is likely thatmajorglobal producersoftherapeuticproducts,
particularlyin theareasof pharmaceuticalsandhighly complexdevices,would avoid
applyingto markettheirproductsin AustraliaandNew Zealand.

Consumers:maynothaveastimely accessto productsasundereitherthestatusquo ora
singleagency,andwill nothavepotentialfor asmuchcostreductionflow throughas
with asingleagency.

Governments:Ministers,asdecision-makers,would haveahugeworkloadin determining
approvals,asTGA andMedsafetogetherapproveaveryhighvolumeofproductseach
year. Evenif theMinistersmet in Council frequently,theirrole asregulatorydecision-
makerswould still takeup aconsiderableamountoftime awayfrom theirmain
responsibilities.UnderthemorerecentFSANZ food regulatorymodel,this costwould
fall particularlyheavilyon thoseMinisterswhoseportfolioswerenot in thehealtharea.
Ministers~workloadswould alsobeexacerbatedif theymadedecisionsin relationto
individual approvalsandthosedecisionswereappealedagainstby aggrievedapplicants
andsubjectedto administrativereview.

ThecostsofestablishingaBoardofapproximately10 members,asin theANZFA
arrangements,to regulatetherapeuticproductswould alsobesubstantiallyhigherthana
Boardof5 membersasproposedunderthejoint agencyarrangements,thoughthis could
nodoubtbenegotiable.Still involving industryand consumerrepresentativesin the
approvalprocess,anddecision-makingat thepolitical level, mayleadto moreconflicts
of interest,giving riseto moreappealsagainstregulatorydecisions.Theseincreasethe
directcostto governments,aswell asto industry,andarethus likely to resultin flow-on
increasesin chargesfor applicationsandin consumerspayingincreasedcostsfor
therapeuticproducts.

SUMMARY OF OUTCOMES FOR EACH OPTION

Figure 3: HIS Summaryof Impacts

OBJECTIVE To review optionsfor regulation of trans-Tasman trade in therapeutic products, soas
to enhancetrade, industry and health

Option IMPACT ON AUSTRALIAN Likely
benefit/commentsConsumers Business Government

1.Permanent
Exemption
A. New
Zealand
Unilateral

No changein
productstandards,
availability and
pricein Australia.

Increased
compliancecosts
andmarketing
competitionfor
Australianfirms
in theNew
Zealandmarket.

Lossofprestige
and influencein
intemational
regulatoryand
tradeif New
Zealanddoesnot
recognise
Australian
approvals.

Minimal impacton
Australia.
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OBJECTIVE: To review optionsfor regulation of trans-Tasman trade in therapeuticproducts, soas
to enhancetrade, industry and health

Option IMPACT ON AUSTRALIAN Likely
benefit/commentsConsumers Business Government

B. NewZealand
Stand Alone

No changein
productstandards,
availability and
priceinAustralia.

Increased
compliancecosts
forAustralian
firms seeking
marketapproval
in NewZealand.

Somesmall
agencysavings
throughno longer
providing free
evaluationsto NZ.

Minimal impacton
Australia.

C. StatusQuo No changein
productstandards,
availability and
priceinAustralia.

No changein
compliancecosts
for Australian
business

No changein
government
impactsfor
Australia.

Makespermanentthe
currentexemption
arrangements.

2.Harmonisat-
ion

A. joint Agency No changein
standardsof
products.

Pricessameor
smalldecrease
overtime.

Enhancedmarket
dueto reduced
compliancecosts
andfees for
registrationin
bothcountries
allowing more
economiesof
scaleandscope.

Improved
economiesof
scalefor
regulators,but
within full cost
recovery
environment,
Longerterm:
Maintenanceof
regulatory
capacityby
poolingexpertise;
potentialto
establishAustralia
asregionalcentre
for therapeutics
regulation.

Removestrans-Tasman
tradebarriers,and
providesgreaternet
benefitsfor industry,
consumersand
governmentscompared
to thealternatives
considered.Preferred
option. Provides
greatereconomic
efficiency,
administrative
efficiencyandregional
andglobalstatus.

B. ANZFA
Model

Reductionin
timely availability
of all products,
especiallynew
prescription
medicinesand
advanceddevices.

Likely reduced
compliancecosts
forAustralian
firms seeking
marketapproval
forNewZealand.
Significant
increasesin
approvaltimes,
likely to actas
strong
disincentivefor
majorglobal
producersto
marketnew
productsin
Australia.

Somereduced
duplicationin
regulatory
administration.
Possibleincreases
inappealscosts.

While it helpsremove
trans-Tasmantrade
barriers,full
harmonisationand
administrative
integrationis not
guaranteed.
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1.6 CONSULTATION

AustralianandNew Zealandofficials haveworkedcloselyandconsultedwidelywith
stakeholders:

• Consultationwasconductedwith relevantAustralianandNewZealandGovernment
Departments,andtheRegulatoryReformTaskforce.

• In June2000aninitial consultationpaperwasreleasedin Australiato theLiaison
Groupfor Trans-TasmanCo-operationon TherapeuticGoods,whichcomprised
representativesfrom themedicinesandmedicaldeviceindustries,healthcare
professionalassociations,consumersandkeygovernmentagencies.27 submissions
werereceivedin response.

• In October 2000,an initial report on the potential economicimpacts of ajoint Agency
waspreparedjointly by theNewZealandInstituteofEconomicResearch(NZIER)
andApplied Economicsandreleased.

• In mid-2001,a Trans TasmanProjectTeamof officials from TGA andMedsafewas
established,to progresstheestablishmentofajoint agency.

• Industryconsultationswereheldin thelatterpartof2001,includingaformalmeeting
in Sydneyin December2001 to discussthereleaseofa consultationpaperprepared
bytheteamentitled “Establishment,GovernanceandaProposedRegulatory
frameworkfor aTransTasmanTherapeuticGoodsAgency”whichwassubsequently
releasedon 17 December2001 to atargetedgroupofAustralianandNew Zealand
stakeholders.24 submissionswerereceivedin response.

• Input into thedevelopmentoftheRIS thatwasprovidedto Governmentin February
2002on issuesrelatingto harmonisationwasinvitedby earlierletter (includinga
surveyquestionnaire)andby direct follow-up bothbeforeandaftertheDecember
2001meeting.

• A meetingwith keystakeholderswasheld in Aucklandin March 2002,at which
furtherverbalcommentwasprovidedon theproposals- thismeetingwasfollowedby
focusgroupmeetingwith keyindustrygroupsto discussspecificaspectsofthe
regulatoryframework..

• Basedon theoutcomesof thestakeholderfeedback,apublic discussionpaperentitled
“A Proposalfor aTransTasmanA~encvto RegulateTherapeuticProducts”was
publishedin June2002bytheCommonwealthDepartmentofHealthandAgeing and
sentto over240 stakeholders.Letterspublicisingits releaseand seekingsubmissions
werealsosentto all sponsorsoftherapeuticproductson theAustralianRegisterof
TherapeuticGoods. Fortywrittensubmissionswerereceivedfrom Australian
stakeholdergroupsin response.
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Overall,government,industryandconsumerbodiesaresupportiveoftheproposedsingle
joint agency. Somesawthisasbeingbeneficialfor trade,while othershighlightedthe
benefitsoflower compliancecostsflowing from a singleentrypointfor product
registrationandapprovalprocesses.Particularissuesraisedarebeingtakeninto account
in thedevelopmentoftheregulatoryschemeandits framework.

1.7 CONCLUSION AND RECOMMENDED OPTION

Harmonisationthroughtheestablishmentofa singlejoint agencyis thepreferredoption
to its alternative- makinga special‘JTMRA exemptionfor therapeuticgoodsregulation
permanent.

Thereareanumberofkey advantagesfor AustraliaandNewZealandin creatingajoint
agencyfor theregulationoftherapeuticgoods. A joint agency,involving ahigh degree
ofregulatoryharmonisation,would:

• delivergreaterefficienciesthroughreducingtransactioncostsofmeetingdifferent
regulatoryrequirementsandthroughreducingduplicationwherecommon
requirementsapplyin separatejurisdictions. This will allow in turn improved
economiesofscaleandrelatedsynergieswhichwill facilitatetrans-Tasmantrade
throughtheprovisionof commonregulatoryoutcomesfor thetwo countries,
consistentwith thebroaderobjectivesofAustraliaNewZealandCloserEconomic
RelationsTradeAgreement(ANZCERTA). This will deliverimproveddomestic
productionandcheaperdomesticsupplyto the extentthat costsavingsgeneratedby
mergerefficiencieshaveanyflow on effectotherthanto thosefirms exportingto
New Zealand;

• deliverpublichealthbenefitsforbothAustraliaandNew Zealandby creatingan
enhancedandsustainableregulatorycapacityin themediumandlongerterm. This
would assistthetwo countriesto meettheincreasinglydifficult challengeof
maintainingnecessaryregulatorycapacityat currentorhigherstandardsin thefaceof
theexpandingrangeandincreasingcomplexityoftherapeuticproducts;andaddress
theneedto safeguardagainsta lossof critical massin ahighly technicaland
competitivefield; and

• enhancetheinfluenceofeachcountryin regionalandglobal regulatoryandtrading
environments.This wouldhavethebenefitofgaininggreaterglobalstatusfor
industryandglobal standardsresponsivenessto Australianlocal needs. It would also
facilitatethepotential for Australianstandardsandprocessesto influencethe
determinationofglobal standards,therebyreducingadjustmentcostsforAustralian
agencies,industryandconsumers.

Theoptionofnewpermanentexemptionarrangementsis not apreferredoption. It
maintainsthebarriersto trans-Tasmantradein therapeuticgoods,andhenceforgoes
tradeandindustrydevelopmentimprovement.Nor doesit assistwith theproblemsof
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keepingupwith demandexpectedfrom emergingtechnologiesormaintainingregulatory
capacity.

Ongoingcostsunderpermanentexemptioncouldactuallyberelativelyhigherfor
Australiathanatpresentif NewZealandwereto implementits optionfor newlegislation
asastand-aloneagency,or if it wereto adoptthenewlegislationoptionwith unilateral
recognitionofcountriesotherthanAustralia. However,wereNewZealandto adopt
unilateralrecognitionof Australia,thentheongoingcoststo Australiaunderthestatus
quowouldbelower.

Within aharmonisationapproach,theANZFA model is alsonot apreferredoption.
Comparedwith ongoingexemption,it would havethepositive effectoftradeand
industryimprovementsthroughreducingregulatorybarriersto trans-Tasmantradein
therapeuticgoods,butwith lesscertaintyandcommitmentthanajoint Agencywould
achieve. It wouldmostlikely incursignificantly greatercostsin time takenfor
processingrecommendationswhichhaveto be forwardedto Ministersfor decision-
making. It would alsonotdeliverthefull administrativeefficienciesofavoiding
duplicationandpoolingresources,aswould ajoint Agency. Implementationand
enforcementwould remainasseparateresponsibilitiesin AustraliaandNewZealand.Nor
would it beasconvincingto globalindustryandregulatorynetworksin termsof
enhancingAustralia’sroleor influence.

1.8 IMPLEMENTATION AND REVIEW

TheAgreementBetweenAustraliaandNew Zealandfor theEstablishmentofaJoint
SchemefortheRegulationofTherapeuticProducts(theTreaty)wasnegotiatedin 2003
andsignedin December2003asafirst steptowardsimplementingharmonisation
(Option1) throughtheestablishmentof a singlejoint Agency. Theimplementationand
reviewofthearrangementagreedto undertheTreatyis discussedfurtherin Part2 ofthis
RIS.
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PART 2- THE PROPOSEDTREATY

This secondpartoftheRIS hasbeenpreparedto assisttheconsiderationof the
AgreementbetweenAustraliaandNewZealandfortheEstablishmentof aJointScheme
fortheRegulationofTherapeuticProducts(theTreaty)signedon 10 December2003.

It analysestheproposedoperationalarrangementsfor theAgencyprovidedfor underthe
proposedTreatyunderthefollowing headings:

• thegovernanceoftheAgency;
• theaccountabilityoftheAgency;
• thelegislativebasisofthejoint Scheme;
• merits reviewofAgencydecisions;and
• departuresfrom thejoint Scheme.

2.1 BACKGROUND

TheprincipleobjectiveoftheTreatyis to safeguardpublic healthandsafetyin Australia
andNewZealandby establishingandmaintainingajoint Scheme(theJointScheme),
consistentwith internationalbestpractice,for theregulationofthequality, safetyand
efficacyorperformanceof therapeuticproducts,andoftheirmanufacture,supply,
import, exportorpromotion. Therapeuticproductscompriseprescriptionmedicines,over
thecounterand complementarymedicines,medicaldevicesandothertherapeutic
productssuchassomesunscreensandblood andbloodcomponents.This partof the
RISoutlinesthekeyaspectsoftheJointSchemeandanalysestheimpacttheywill have
whentheTreatyentersinto force.

The proposedJoint Agencyand Scheme

TheTreatyspecifiesthat ajoint Agency(theAgency)will be establishedby Australian
legislation,in themannerspecifiedin theTreaty,to administertheJointScheme.The
Agencyis expectedto commenceoperationin mid-2005andwill replacetheTGA in
AustraliaandtheMedsafeUnit oftheMinistry ofHealthin NewZealand.

TheAgencywill regulatethefull rangeoftherapeuticproductsmanufacturedorsupplied
in, orexportedfrom, Australiaand/orNewZealandto ensuretheymeetappropriate
standardsof quality,safetyandefficacy. Its functionswill includepre-marketevaluation
andapproval,licensingandauditingmanufacturersofproducts,post-marketmonitoring
and surveillance,theoversightofadvertisingarrangementsfor therapeuticproducts,and
thesettingandmonitoringof standards(egqualityandlabelling). TheAgencywill
functiononafull costrecoverybasis.

TheJointSchemewill bebasedon arisk managementapproach,in whichthedegreeof
regulatorycontrolwouldbeproportionalto therisk associatedwith useoftheproduct.
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Productswill beevaluatedorassessedaccordingto theirrisk, rangingfrom low risk
products(mostcomplementarymedicines)to higherrisk products(prescription
medicines,vaccinesandimplantabledevices).

Consistentwith currentAustralianrequirements,theAgencywill issueproductlicences,
andhavethepowerto suspendandcancelproductlicencesif sponsorsbreached
compliancerequirements.Eachproductwill beuniquelyidentified, consistentwith
currentpracticein Australia,to ensuretraceabilityofproductsin theeventofproduct
failure andtheneedforrecalls,andto ensurethat only licensedproducts(unless
specificallyexempted)areavailablefor supplyin AustraliaandNZ. TheAgencywill
havesufficientenforcementandmonitoringpowers,includingthepowerto request
information, takesamplesfor testing,searchpremisesandseizegoods,impose
administrativesanctionsandreferallegedoffencesfor prosecution.

Reasonsfor theJoint Scheme

Thereasonsfor establishingtheJointSchemearesetout in Part 1 ofthis RIS. In
summary,by signingtheTreaty,theAustralianGovernmenthasdecidedthat ajoint
Schemewith NewZealandfortheregulationoftherapeuticproductsshouldbe
established.It is anticipatedthattheJointSchemewill:
• resolvethe TTMRA specialexemptionfortherapeuticproductsregulatedunderthe

Joint Scheme;
• meettheoverall objectivesoftheANZCERTAby facilitating trans-Tasmantrade;
• ensuresustainedcapacityfor theregulationofsuchproductsin Australiain the

presentandin thefuture;
• reduceindustrycompliancecostsby increasingregulatorycostefficiency;
• benefitconsumersby increasingthetimelyavailabilityof therapeuticproducts

potentiallyat areducedcost;and
• provideAustralia,togetherwith New Zealand,with greatercapacityto influence

internationalregulatorypolicy andstandards.

Funding of theJoint Scheme

In the2003-04BudgettheAustraliangovernmentagreedto provide$8 million (in the
form of $5.4million in 2003-04and$2.6 million in 2004-05)for the‘establishmentand
implementationcosts’ofthetransTasmanproposal. $5.1 million wasprovidedto the
TGA to work in partnershipwith New Zealandofficials to developtheTreaty,establish
thejoint regulatoryframework(includingcommunityandindustryconsultation)and
facilitatetheestablishmentofthenewagency.Theremaining$2.9 million represented
Australia’scontributionto newfinancial,administrativeandregulatoryinfrastructurethat
wouldbe requiredby thejoint agencyto operateindependentlyfrombothgovernments
(to bematchedby theNewZealandgovernment).Theinfrastructurefundingwas
appropriatedto theTGA in 2003-04.

In agreeingto providetheadditionalfunding, theAustraliangovernmentassessedthe
casefor costrecoveryfrom industry. Activities relatingto thedraftingof theTreatyand
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harmonisationwereassessedasbeingin thenatureofpolicy andoughtnotberecovered
from industry(in accordancewith CommonwealthCostRecoveryGuidelinesfor
RegulatoryAgencies).Theseactivitieswereestimatedto cost$1 million. The
governmentsubsequentlyagreedthattheremaining$7 million wouldbe recoveredfrom
industryoverfive years,commencingfrom 2005-06.

In additionto matchingAustralia’s $2.9million contributionto the infrastructureneedsof
thenewagency,theNew Zealandgovernmenthasundertakento resourceits officials to
participatein thedevelopmentof theTreatyandthedevelopmentoftheregulatory
framework,andhasalsoundertakento contribute$3.44million towardsareservefundto
meettheworkingcapitalneedsofthenewagency(effectivelymatchingtheestimated
balanceoftheTGA’s reserveswhenthenew.agencyis formed).

Theimpactson industryofthe changesto costrecovery,includingconsistencywith the
Government’scostrecoverypolicy, will beaddressedthougha CostRecoveryImpact
Statementprior to determiningthefinal level andstructureofthefeesandcharges.

2.2 PROBLEM IDENTIFICATION

Theproblemto beaddressedis theestablishmentofa workableframeworkforthe
harmonisationofregulatoryarrangementsbetweenAustraliaandNewZealand. A treaty
betweenAustraliaandNew Zealandis proposedto setout aworkableframeworkforthe
Scheme,includingthemethodofestablishmentof ajoint regulatoryagency,whichmeets
theneedsofbothcountries

2.3 OBJECTIVES

Theobjectiveis to addresstheproblemofestablishingaworkableframeworkfor the
SchemethoughaTreatythatputs in placea frameworkfor theJointSchemethat meets
theneedsofAustraliaandis acceptableto New Zealand. TheGovernmentwasadvised
of somesuggestedguidingprinciplesfortheJoint Scheme:

• bothcountriesareto haveappropriatevoicein shapingandmodifying thejoint
regulatorySchemeeg by scrutinyby bothParliaments;

• regulatorydecisionsareto:
- bebasedon parallellegislationin bothcountries;
- haveeffectin bothcountries;and
- beenforceablein bothcountries;

• theJointSchemeis to haveat leastthesameregulatorycoverageasthat ofthecurrent
Australiantherapeuticgoodslegislation;

• thereis to be a capacityfor bothcountriesto ‘opt out’ ofthejoint regulatory
arrangementsin exceptionalcircumstancesin orderto safeguardtheirsovereigntyeg
whererequiredby differing cultural factors;
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• regulatorydecisionsareto bemadeby theregulatorybodyactingon theadviceof
expertsin relevantfields;

• Australia’sexistinghigh regulatorystandardsandinternationalreputationareto be
maintained;

• ajoint agencyis to be created,in accordancewith termssetout in atreaty,asabody
corporateunderAustralianlegislationbut is to be recognisedin New Zealandlaw so
that it canoperatein bothcountries;

• theJointAgencyis to be fully accountableto theGovernmentsandParliamentsof
bothcountriesand,in Australia,to thesamelevelastheTGA currentlyis;

• thereis to bedirectaccountabilityto theHealthMinistersofbothcountriesfor the
performanceoftheAgencythroughagoverningbodywhichwould overseethe
administrationoftheAgency;and

• thereareto becommonregulatoryreviewandappealmechanismssuitablefor
decisionsregardingtherapeuticproductswhich will haveeffectin bothcountriesand
whichareaccessibleto industryin bothcountries.

2.4 REGULATORY OPTIONS

Decisionsweremadewhendevelopingtheproposalfor theJointSchemeconcerningthe
mostappropriatearrangementsto besetout in theTreatyfor:
• theestablishmentandgovernanceoftheJointAgencythatwill administertheJoint

Scheme;
• theaccountabilityoftheAgency;
• thelegislativebasisfor theJoint Scheme;
• meritsreviewofAgencydecisions;and
• departuresfrom theJoint Scheme.

Theproposedarrangementsagreedto in theseareasareexplainedbelow,togetherwith an
analysisoftheircostsandbenefits,comparedto alternativearrangements.

2.5 ASSESSMENTOF IMPACTS

2.5.1 IMPACT GROUP IDENTIFICATION

Thegroupslikely to beaffectedbythearrangementsare:

• Industry— AustralianandNewZealandmanufacturers,importers,exportersand
suppliersofprescriptionmedicines,over-the-countermedicines,medicaldevicesand
complementarymedicines;

• Consumers— in AustraliaandNew Zealand
• Government—Australian,StateandTerritory andNewZealand.
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2.5.2 IMPACT ANALYSIS

The Governanceof the Agency

Background

TheAgency’sgovernancearrangementsmustensurethat:
• thereis directaccountabilityto theHealthMinisters ofbothcountriesfor the

performanceoftheAgencythroughagoverningbody;
• Australia’sexistinghigh regulatorystandardsandinternationalreputationareto be

maintained;and
• thejoint Agencyis fully accountableto theGovernmentsandParliamentsofboth

countriesand,in Australia,to thesamelevel astheTGA.

Problem

How bestto achievegovernancearrangementsfor abi-nationalorganisationthatmeets
theneedsofbothAustraliaandNewZealandin relationto themakingofregulatory
decisionsandcorporategovernance.

Objective

To determinegovernancearrangementsfor theAgencythatmeettheneedsofAustralia
andNewZealandwith respectto corporategovernanceof abi-nationalregulatory
agency.

Option 1
To setoutgovernancearrangementsfortheAgencyin AustralianorNew Zealand
legislation,orboth,andnot in theTreaty.

Option 2
To setout thegovernancearrangementsfortheAgencyin theTreaty.

Thegovernancearrangementsoutlinedin theTreatycanbesummarisedasfollows:
• theestablishmentunderanAustralianAct ofatrans-Tasmantherapeuticproducts

Agency,in themannersetout in theTreaty, to administertheJointScheme;
• theestablishmentundertheTreatyofaMinisterial Council comprisingthe

AustralianandNew ZealandHealthMinistersto, amongotherthings,overseeand
accountto bothParliamentsfor theAgencyandtheJointScheme,andmakeRulesto
give effectto the Scheme;

• theestablishmentundertheTreatyofa Board offive membersresponsiblefor the
financeand administrationoftheAgency,andits efficiency,effectivenessand
strategicdirection,andforreportingto theMinisterial Council aboutthesematters;
and
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• a Managing Director to managetheAgencyandperformits regulatoryfunctions(in
practice,theManagingDirectorwould delegatethepowerto makecertaindecisions
to personswith appropriateexpertiseand/orfunctional responsibility.Expert
advisorycommitteeswould beestablishedto provideadviceto thedecision-maker).

ImpactsofOption 1

Benefits

Thisoptiondoesnotpromoteaharmonisedapproach.Governancearrangementscould
bechangedby theParliamentofthecountrythat is to considerthelegislationin a
mannerthat maynotbeacceptableto theothercountry.

Costs

If thesearrangementswereoutlinedin eitherAustralianorNewZealandlegislation,or
both, theparliamentarylegislativeprocessofeithercountrymight changethose
arrangementssothattheyareunacceptableto thegovernmentoftheothercountryorto
stakeholders.

Thecostof establishingthegovernancearrangementswill berecoveredfrom industry.
Industryis likely to passthis coston to consumers.Thefundingcostsofthis optionare
likely to bethesameasfor Option 2.

ImpactsofOption 2

Benefits

Outliningthesearrangementsin theTreatywhich is to be formally agreedto by both
countrieswill ensurethat theyareacceptableto boththeAustralianandNew Zealand
governments.

Otherstakeholderswill benefitfrom havingtherolesandresponsibilitiesofthe
Ministerial Council, theBoardandtheManagingDirector,andtheirlinkages,clearly
outlinedin asingleplace(theTreaty)whichwouldnotbethecaseunderOption 1 if the
governancearrangementswereoutlinedin eithertheAustralianorNewZealand
legislation.

Costs

With atreaty,bothgovernmentswouldhaveto agreeto changesandtheprocessof
negotiatingamendmentsto atreatywouldbeslow.
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The accountability ofthe Agency

Background

ThefinancialandadministrativeaccountabilityarrangementsfortheAgencyshould
providefor no lessaccountabilityto stakeholdersthanfor anAustralianCommonwealth
authorityoraNewZealandCrownentity. Accountabilityarrangementsareneededfor
matterssuchas:
• planningandreportingrequirementsto bothParliamentsandGovernments;
• thesubmissionofannualreportsto theMinisterial Council, includingaudited

financialstatementsfor tabling;and
• auditsby theAustralianandNew ZealandAuditors-General.

Problem

TheAgencyneedsto beaccountableto governmentin awaythat is acceptableto both

AustraliaandNew Zealand.

Objective

To determineaccountabilityrequirementsfor theAgencythat areacceptableto both
AustraliaandNew Zealandwhich arecost-effectiveandwith whichtheAgencycan
comply.

Option1

ThattheAgencybe accountableonly to theAustraliangovernmentorto theNew

Zealandgovernment.
Forexample,like FSANZ, theAgencycouldbeaccountableto theAustralian
governmentunderthe CommonwealthAuthoritiesand CompaniesAct1997andthe
Agency,aspartoffundingandperformancearrangementswith NewZealand,contracted
to providespecifiedservicesto NewZealandin accordancewith specifiedperformance
measures.

Option 2

Theaccountabilityarrangementsfor theAgencyoutlinedin theTreaty.

TheTreatyoutlines thefollowing principlesfortheaccountabilityoftheAgency:
• it shallbe accountableto AustraliaandNewZealandfor theperformanceofits

functions;
• the level andtypeof accountabilityfor theAgencyis thatwhich would normally

applyto aregulatoryagencyestablishedby thelegislationofeachcountry;and
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AgreementBetweentheGovernmentofAustralia and theGovernmentofNew
Zealand for the Establishmentof a Joint Schemefor the Regulation of Therapeutic

Products doneat Wellington on 10 December2003
[2003]ATNIF 22

Consultations

1. AustralianandNewZealandofficials haveconsultedwidelywith stakeholderson the
scopeandshapeofthejoint regulatoryschemethattheTreatyprovidesis to beestablished.
Thisconsultationincludedthedistributionoftwo consultationpapersandnumerousmeetings
with stakeholders.This consultationon thejoint Schemeis outlinedin detailat pp 21 —22 of
theattachedRIS.

2. A significantpartofthis consultationwasthedistributionby TGA andMedsafein June
2002ofa discussionpaperentitledA Proposalfor aTransTasmanAgencyto Reanlate
TherapeuticProducts,seekingfeedbackon thedesignandroleoftheproposedagency.The
paperwasdistributedin AustraliaandNew Zealandto morethan240 stakeholdersandwas
placedon theTGA andMedsafewebsitesfor public comment.Letterspublicisingits release
andseekingsubmissionsweresentto all sponsorsoftherapeuticproductson theAustralian
RegisterofTherapeuticGoods. Fortywrittensubmissionswerereceivedfrom Australian
stakeholdergroupsin response.

3. Thediscussionpaperoutlinednotonly thecontentof theproposedjoint regulatory
Schemebutpossiblemethodsfor establishingtheAgencyandtheSchemein Australianand
New Zealandlaw. Thepaperalsoincludedan outlineoftheproposedcontentoftheTreaty.

4. Forty Australiansubmissionswerereceivedin responseto thatpaper,including
submissionsfrom MedicinesAustralia,theConsumerHealthForum,theAustralianSelf
MedicationIndustry,theMedicinesIndustryAssociationofAustralia,theComplementary
HealthcareCouncil ofAustralia,thePharmaceuticalSocietyofAustraliaandthePharmacy
Guild, andtheAustralianConsumerandSpecialtyProductsAssociation.Only threeofthe
Australiansubmissionsopposedthejoint Agencyproposalandnoneprovidedanysubstantial
commentregardingtheproposedcontentoftheTreaty.

5. To ensuretheTreatydeliveredaworkableoperationalframeworkfor theSchemeand
Agency,andthat theAgencycanmeetthelegal obligationsrequiredofit, consultationwas
alsoconductedby theTransTasmanGroupin theTGA with relevantgovernmentagencies
andexperts(particularlylegalexperts)on thefollowing aspectsoftheTreaty:
• themethodofestablishmentoftheAgency;
• thegovernanceandaccountabilityoftheAgency;
• the legislativebasisofthejoint Scheme;
• howmerits andjudicial reviewofAgencydecisionsis to beconducted;and
• whendeparturesfrom thejoint Schememaybemade.

6. TGA receivedadvicefrom thefollowing Agencies:
• TheOffice of GeneralCounseloftheAttorney-General’sDepartmenton optionsfor the

establishment,structureandgovernanceof theAgency;



• thereshouldbenounnecessaryduplicationin accountabilityrequirementsthat apply
to theAgency.

TheAgencywill be fully costrecovered.

Theaccountabilityrequirementsthat will applyto theAgencywill be setout in
AustralianorNew Zealandlegislation,or in theRules,or in boththelegislationandthe
Rules.

TheTreatyspecifiesthat theAgencyBoardis to provideto theMinisterial Council an
annualreporton theactivitiesoftheAgencyand financialstatementsoftheAgency,
whichwill bejointly auditedby theAuditors-Generalofbothcountries.TheAgencywill
alsoprepareandprovideto theMinisterial Councilplanningdocuments,reports,and
informationasspecifiedin theRules.

BothAustraliaandNewZealandmayapplyto theAgencystatutoryaccountability
regimesthatapplyin theterritoryofthat Partyto similarregulatoryagencies,but can
modif~,’ thoseregimesin amannerconsistentwith theTreaty,andin particularthe
accountabilityprinciplesnotedabove. Thetwo countrieswill consultin relationto this.

It is anticipatedthat therequirementsofthe CommonwealthAuthoritiesandCompanies
Act1997(theCAC Act) will beappliedto theAgencyto thegreatestextentpossible.
Giventhejoint natureoftheAgencyandthe Schemetherewill alsobeaneedfor
additionalaccountabilityrequirementsto applyto theAgencyto accommodateNew
Zealand’sparticularneeds. It is anticipated,however,that therewill beonly onesetof
financial statementsto beauditedby theAustralianandNewZealandAuditors-General.

ImpactsofOption 1

Benefits

Option 1 would ensurethattherewould be no duplicationof accountabilityrequirements
(egtherewouldneedto beonly oneauditconductedby asingleauditor).

Therewould thereforebe no increasedcostsdueto anyduplicationoffinancial
statementsorauditing.

Costs

As theAgencywill beestablishedunderAustralianlaw, it is likely, shouldthis approach
beadopted,thatit wouldbeonlytheAustralianaccountabilitylegislationthatwould
applyto theAgency. ThesecostscouldbelowerthanunderOption2.

New Zealandwouldbeexpectedto havesignificantconcernswith this approach,given
thebi-nationalnatureofall otheraspectsoftheAgency,apartfrom its methodof
establishment.

31



ImpactsofOption 2

Benefits

Australianindustrywill beregulatedby an Agencysubjectto thegreatestextentpossible
to theaccountabilityrequirementsapplicableto anAustraliangovernmentstatutory
regulatoryauthority. Theplanningdocuments,reportsandinformationto beprovidedto
theMinisterial Councilwill bepublically availableandaccessibleto industry.

TheTreatywould ensurethat theAgencywouldbefully accountableto theGovernments
ofbothAustraliaandNew Zealandasit would be reportingto theHealthMinistersof
bothcountriesin relationto its activitiesandfinances. Thiswould enabletheMinisterial
Councilto monitortheAgency’sfinancialoperations,andensurethat theAgency
performstheactivitiesrequiredofit by bothGovernments.

It is envisagedthatunderthis optiononly onesetoffinancialstatementswouldbe
prepared.

Costs

A keyprincipleoftheaccountabilityarrangementsfor theAgencyis that thereshallbe
nounnecessaryduplicationin accountability(egreporting)requirements.The
circumstancesin which therewould needto beduplication,giventhenovelnatureof the
needfor theAgencyto reportto two Governments,arestill beingfinalised. It is unlikely
that therewill beasignificantincreasein thereportingrequirementsfor industry.

Therewill besomeadditionalcoststo governmentto establishthenewaccountability
requirements,just astherewill be costsinvolvedin establishingotheraspectsofthe
Agencyarrangements.

The legislativearrangementsfor the Joint Scheme

Background

AustraliaandNew Zealandneedto agreeto a legislativeframeworkfor theJointScheme
by outlining in theTreatytheframeworkthat will beused.

Problem

Thelegislativeframeworkneedsto meetthefollowing applicablekeyparametersfor the
JointScheme:
• bothcountriesareto haveappropriatevoicein shapingandmodifying thejoint

regulatorySchemeegby scrutinyby bothParliaments;
• regulatorydecisionsareto:

- bebasedonparallellegislationinbothcountries;
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- haveeffect in bothcountries;and
- beenforceablein bothcountries;and

• theAgencyis to befully accountableto theGovernmentsandParliamentsofboth
countries.

Objective

To determineaworkablelegislativeframeworkfor theJointSchemethatmeetstheneeds
ofbothAustraliaandNewZealand.

Option 1

Continuedseparatelegislativearrangementsin AustraliaandNew Zealand
ie separateActsandregulations,with possiblya singlesetofOrdersmadeby the
ManagingDirectoroftheAgencyto bereferencedin bothActsorregulations.

Option 2

Thelegislativearrangementsfor theJointSchemeoutlinedin theTreaty.

TheTreatyprovidesthattheJointSchemewill besetout in threeformsoflegislation:

ActsoftheAustralianandNew ZealandParliaments— to bedraftedin thesametermsas
muchaspossible;

Rules— to bemadeby theMinisterial Councilbeforebeingtabledin both theAustralian
andNew ZealandParliaments,to bedisallowableby eitherParliamentand,if disallowed
by aParliament,to beofno effect in eitherAustraliaorNewZealand;and,

Orders— to bemadeby theManagingDirector,but in otherrespectsto besubjectto the
sametablinganddisallowancerequirementsasRules.

TheRulesmadeby theMC would containthedetailsofpre-marketapplication
proceduresfor themajorproductgroupsto beregulated— prescriptionmedicines,over-
the-countermedicines,complementarymedicinesandmedicaldevicesandother
therapeuticproductsincludingsomesunscreensandbloodandbloodcomponents.They
would alsoincludeothercomponentsoftheregulatoryprocesssuchasgood
manufacturingpractice(GMP)requirements,productlicences,scheduling,advertising,
import andexportrequirements,andfeesandcharges.TheRuleswould alsosetout the
detailsoftheexpertadvisorycommitteesandaccountabilityrequirements.

Orders madeby theMD would includeitems suchasproductquality andsafety
standards,lists ofexemptedgoods,GMP details, labelling andadvertisingrequirements
andlists of substancespermittedfor usein low-risk medicines.
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AustraliaandNewZealandwould commitundertheTreatyto legislateto providethat
Rulescanonly bedisallowedwithin areasonabletime from tabling, thattheycanbe
disallowedonlyin whole(andnot in part) andthat RulesandOrderscommenceeither
whentheyarepublished(shortlyaftertheyaremadeby theMinisterial Council), oron
anydatespecifiedin theRules,whicheveris thelaterdate.

Thetwo countrieshavealsoagreedthat theeffectofanydisallowancewill beprospective
only. This arrangementwill bereflectedin theRules.

Underthis option,abalancewill needto bestruckbetweenmattersto belocatedin the
Actsandmattersto be locatedin theRulesandOrders. For example,substantial
offenceswill needto be in theprimarylegislationwhile thebulk of theregulatory
requirementswill be in thesinglesetofRules.

ImpactsofOption 1

Benefits

Therewouldbeno perceivedlossofsovereigntyto eitherAustraliaorNewZealand
underOption 1 asneitherGovernmentwould haveto agreethat regulatoryrequirements
in a disallowableinstrumentwith whichit is satisfied,butwith whichtheother
Governmentis notsatisfied,will ceaseto haveeffect if thatinstrumentis disallowedby
theothercountry.

Therewould appearto beno otherbenefitsto industry,consumersorgovernment.

Costs

Separatelegislativearrangementscould leadto lossofuniformity ofrequirements
resultingin addedcoststo businessin orderto complywith two setsof differing
requirementseg for productregistrationandlabelling.

ImpactofOption 2

Benefits

Thearrangementsforlegislationoutlinedin theTreatyprovidethebestchanceof
establishingtruly harmonisedregulatoryarrangements.Industryneedcomplywith only
onesetofrequirementsin bothAustraliaandNewZealand.

Costs

Theoptionwouldbemorecostly to the governmentof thecountrywhich assumes
primarycarriagefor draftingtheimplementinglegislationthoughbothcountrieswould
haveto commit resourcesto thenegotiationandconsultationprocesses.Thesecosts
wouldnot berecoveredfrom industry.
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Theremayalsobeaperceivedlossofsovereigntyto bothAustraliaanddNew Zealand
underthis Option asbothGovernmentswould needto agreethat regulatoryrequirements
withwhich it is satisfied,but theothergovernmentis not, will ceaseto haveeffect if
disallowedby theothercountry.

Merits review ofAgency decisions

Background

PrincipalregulatorydecisionsundertheTherapeuticGoodsAct1989arecurrently
reviewableby theAdministrativeAppealsTribunal (AAT) following astatutoryinternal
reviewprocess.In NewZealand,anappealagainsta licensingdecisionunderthe
MedicinesAct1981is heardby theMedicinesReviewCommitteeappointedunderthat
Act. TheMedicinesReviewCommitteemayconfirm,reverse,ormodifya licensing
decision.

Thefrequencyof casesin Australiais small andtherehasbeennonein NewZealandfor
morethanfive years,wherechallengesto decisionsarereportedlysettledwithin an
informalprocessofinternalreview.

NewZealanddoesnothaveacentralisedadministrativereviewframeworkequivalentto
theCommonwealthAAT systembuthasa systemthat is moread hocin nature.New
Zealandhasestablishedindividualtribunalsto reviewparticularlegislation,suchasthe
HumanRightsReviewTribunal, theMedicalPractitionersDisciplinaryTribunal,and
TransTasmanOccupationsTribunal. TheDepartmentofCourtsservicesthesebodies.

Problem

TheJoint SchememustprovideAustralianandNew Zealandstakeholderswith aright to
meritsreviewoftheregulatorydecisionsoftheAgencythat is acceptableto both
AustraliaandNewZealand.

Objective

To determinea cost-effectivemechanismfor independent,impartial andtransparent
meritsreviewofAgencydecisionsby anappropriatelyqualifiedreviewbody in
accordancewith therulesofproceduralfairness,whichwill resultin decisionsthat will

II
applyin bothAustraliaandNewZealand.
Option 1

A newbi-nationaltrans-Tasmanmeritsreviewbody.

Underthis option,therewould bea singlestandingbodywith membershipappointedby
theMinisterial Council thatwouldhavean appropriaterangeofexpertise,includinga
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convenor.Theconvenorwould conveneasuitablyqualifiedreviewpanelfrom the
membershipofthestandingbodywheneverareviewwasrequired,andeachreviewpanel
wouldoperatein accordancewith proceduressetout in theMinisterial Council Rules.

Therewould beno diminutionoftherightscurrentlyavailableto applicantsfor reviewof
decisionsby theAAT in relationto therapeuticgoods. Equivalentdecisionsunderthe
newSchemewouldbe reviewableby thebi-nationaltrans-Tasmanmeritsreviewbody.
MandatoryinternalreviewofAgencydecisionswouldbeprovidedforbeforeexternal
meritsreview.

Theprocedurefor reviews(andthustheform ofproceduralfairnessto beaffordedto
applicantsby suchabi-nationalreviewbody)andmembershipofthestandingbody
would needto beagreedby AustraliaandNew Zealand.

RegulatorydecisionsoftheAgencywould begiveneffectunderAustralianandNew
Zealandlegislation. If suchregulatorydecisionsarereviewed,thedecisionofthebi-
nationalmeritsreviewbodywouldbesimilarly giveneffectin placeoftheoriginal
decision.

Option 2

Merits reviewofregulatorydecisionsbythe Agencyasoutlinedin theTreaty.

AustraliaandNew Zealandwould legislateto providefor reviewofregulatorydecisions
madeby theAgencyby separateReviewTribunalsin eachcountrywith panelsdrawn
from a commonpool ofmembers.TheAustralianReviewTribunalwouldbe theAAT,
with potentiallysomeadditionalmemberswith expertisein relevantareas.New Zealand
wouldneedto setup anewReviewTribunal.

Therewouldbeno diminutionoftherightscurrentlyavailableto applicantsfor reviewof
decisionsby theAAT in relationto therapeuticproducts. Equivalentdecisionsunderthe
newSchemewould continueto be reviewableby theAAT asit will be theAustralian
ReviewTribunalunderthis proposal.

Therewould beaPrincipalMemberfor eachReviewTribunal. It is proposedthatthe
PrincipalMembernominatedfor Australiawill be thePresidentoftheAAT. The
commonpool ofmembersofthetwo Tribunals(knownasthe“Merits ReviewPanel”)
would beestablishedandmaintainedby theMinisterial Council.

In Australia,therulesofprocedurefor theAAT that aresetout in theAdministrative
AppealsTribunalAct1975 (andthustheform ofproceduralfairnessto beaffordedto
applicants)would applyto theAustralianReviewTribunal. Therulesofprocedurefor
theNew ZealandReviewTribunalareexpectedto bebasedupontheAAT rulesof
procedure.New Zealandofficials haveadvisedthat theyarebroadlycomfortablewith
adoptingmuchoftheproceduralrequirementsfrom theAAT system.
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Therewill beacapacityto alsosetoutproceduralrequirementsforthetwo Tribunalsin
theMinisterial Council Rules. It is envisagedthatthesewouldcompriseany
modificationsto theusualproceduresthatarenecessaryto takeinto accountthejoint
natureoftheSchemeandenablethetwo Tribunalsto work togethercooperatively.

Internalreviewof Agencyregulatorydecisionswouldbemandatorybeforeexternal
merits review. RegulatorydecisionsoftheAgencywouldbegiveneffectunder
AustralianandNewZealandlegislation. If suchregulatorydecisionsarereviewed,the
decisionoftheReviewTribunal conductingthereviewwouldbesimilarly given effectin
placeoftheoriginal decision.

ImpactsofOption 1

Benefits

A specialisedbi-nationalreviewbodywould havememberschosenspecificallyfortheir
expertisein areasrelevantto reviewofthetypesofspecialiseddecisionsmadeby the
Agency. It would alsoavoiddivergencyof approachto decisionsthatmight flow from
theestablishmentoftwo tribunalsproposedin Option2.

Costs

Thecoststo governmentin establishingandmaintaininga bi-nationalbodyarehardto
determinebutwould probablybesignificant. Establishingan internationaltribunal is a
difficult taskandinvolvessomesensitivitieson issuesof sovereignty.

Therewouldbe costsinvolvedin determiningthefunctionsofthenewbodyandits
proceduralrules,developingand implementinganadministrativeinfrastri.icturefor the
newbody, andappointingandremuneratingbothmembersofthebodyand
administrativesupportstaff. All thesematterswould alsoinvolve significantnegotiation
withNew Zealand.

All stakeholderswould incur costsrelatingto familiarisingthemselveswith thenew
proceduralrequirementsof anewabody.

ImpactsofOption 2

Benefits

Australianstakeholdersarefamiliar with theoperationofthemeritsreviewscheme
proposedby Option2, astheexistingAAT systemwouldbeusedfor theconductof
merits reviewsin Australia. Theywould alsobeassuredofthecontinuedprotection
affordedby theprinciplesofproceduralfairnessthat underpintheconductofreviewsby
theAAT. For example,partieswill beableto appealto theFederalCourt from decisions
oftheReviewTribunalon questionsof law (egon thegroundsofbias,or lackofa fair
hearing),justastheycanatpresentin relationto AAT decisions.
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It is expectedthatreviewapplicantsin Australiawould continueto paythefees
applicableundertheAAT feestructure.

All stakeholderswouldbenefitfrom meritsreviewofAgencyregulatorydecisionsby
reviewersdrawnfrom acommonpool ofreviewerswith expertisein medicine,
therapeuticproducts,publicadministrationor law - expertisespecificallyrelevantto the
reviewof thetypesofspecialiseddecisionsto bemadeby theAgency. Stakeholders
would alsobenefitfrom theexperienceoftheAAT in conductinggeneralmeritsreview.

Governmentwill benefitfrom maintainingaconsistentapproachto meritsreviewin
AustraliabyretainingtheAAT asthereviewtribunal for Australiaofdecisionsrelating
to therapeuticproducts.

Costs

As theAAT will continueto conductmeritsreviewofregulatorydecisionsconcerning
therapeuticproductsin Australia,thereshouldbeno additionalcostto theAustralian
government,otherthanpossiblecostsrelatingto theappointmentofany additional
membersoftheMerits ReviewPanelwho arenot alreadyon theAAT. Theappointment
of suchadditionalmemberswould, however,needto beapprovedin accordancewith the
legislativerequirementsfor appointmentto theAAT by the Governor-General.

Departures from theJoint Scheme

Background

TheJointSchemewill achievetheobjectivesoftheTTMRA in relationto therapeutic
productsasit will harmoniseAustraliaandNew Zealand’sregulatoryarrangementsfor
thegreatmajorityoftherapeuticproducts. However,therewill still beaneedfor
arrangementswithin theTreatyfordeparturesby eitherAustraliaorNewZealandfrom
theharmonisedSchemein exceptionalcircumstances.

Problem

AustraliaandNew Zealandmustretaintheright to unilaterallyregulatespecified
therapeuticproductswhere,in exceptionalcases,eithergovernmentconsidersthis
necessary.Ontheotherhand,theactioningofthisright shouldnot underminethe
efficient operationoftheJointSchemeitselfandthebenefitsthatwill flow from the
harmonisedregulationby thetwo countriesoftherapeuticproducts.

Objective

To enabletimely andadministrativelyeffectivedeparturesfrom thejoint regulatory
Schemein relationto specifiedtherapeuticproductsthat will notunderminetheoperation
oftheJointSchemeandwhich is acceptableto bothAustraliaandNewZealand.
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Option 1

Departuresfrom theJointSchemeto bemadein accordancewith thearrangementsunder
theTrans-TasmanMutualRecognitionArrangementfor exemptionsfrom theoperation
ofthatArrangement.

This wouldmeanthat shorttermdeparturesfrom theJointSchemefor a specified
therapeuticproductorclassoftherapeuticproductwouldbeavailableby meansofa
temporaryexemptionunilaterallyinvokedby eitherjurisdictionon thegroundsavailable
undertheTTMRA (athreatto health,safetyortheenvironment)by meansofa
regulation. Suchadeparturecouldbe extendedup to twelvemonthswith theagreement
of two thirdsoftheAustralianjurisdictionsandNZ whentheAustralianHealth
MinistersandtheNewZealandHealthMinisterdecideuponthefutureoftheexemption.
Permanentexemptionsfor suchproductswould alsobeavailablewith theagreementof
not lessthantwo thirdsofall jurisdictions.

Option 2

Thearrangementsfor departuresfrom theJointSchemethataresetout in theTreaty.

Underthesearrangements,bothAustraliaandNewZealandcouldoptout from thejoint
regulatoryarrangementsin exceptionalcircumstancesby meansofregulations.The
applicationoftheJointSchemein respectofatherapeuticproduct,orclassoftherapeutic
product,couldbeexcludedormodifiedby legislativeaction. However,this couldonly
bedoneby eithercountryif it is satisfiedthatit is necessaryfor it to do sohavingregard
to exceptionalpublic health,safety,third countrytrade,environmentalor cultural factors
that affect theparty.

TheTreatyensuresthattheothercountrycancommenton aproposeddeparturebeforeit
occurs,thatthePartythatmadethedepartureis to keepit underreviewandconsulton
thecontinuingneedfor it attherequestoftheotherParty,that theMinisterial Council
annuallyreviewanydepartures,andmakerecommendationsin relationto themto the
two countrieswherenecessary.

It is expectedthat thesearrangementswill needsomefonnof exemptionfrom the
operationoftheTTMRA to ensurethatproductswhichareno longerregulatedunderthe
Joint Scheme,orto whichamodificationoftheSchemeapplies,cannotbeimportedinto
thecountrythathasnotdepartedfrom theScheme.The StatesandTerritorieshavebeen
advisedofthearrangementsproposedin theTreatyandtheneedfor someform of
exemptionfrom theTTMRA forthemto operate.

39



ImpactsofOption 1

Benefits

Somestakeholdersmayseeabenefitin anydeparturesfrom theJointSchemein relation
to particularproductsor classesoftherapeuticproductsbeingableto bemadeonlyon the
groundsavailablefor departureundertheTTMRA. Theseopt out arrangementswould
maintainthe sovereigntyofbothcountries.Parliamentwould alsohavethecapacityto
scrutiniseanydeparturesfrom theJointScheme.

Costs

FollowingtheTTMTRA processinvolvesresourcescostsin consultingtheStatesand
Territories.

ImpactsofOption 2

Benefits

Departuresunderthesearrangementswouldbelesstime consumingandeasierto
implementadministrativelythandeparturesundertheTTMRA system. Theywould
providethejoint Agencywith theability to dealwith exceptionalcircumstancesin a
timely andadministrativelyeffectivemanner.

Thesearrangementsassureconsumersthattherapeuticproductscanstill beunilaterally
regulatedby theirowncountryto takeinto considerationanyhealth,safety,
environmentalorculturalmattersspecificto that countryin thehighlyunlikely situation
wherethat countryconsidersthatsuchmattershavenotbeenadequatelytakeninto
considerationby theJointScheme.

Theopt out arrangementsin theTreatyalsomaintainthesovereigntyofbothcountries.
Parliamentwould alsohavethecapacityto scrutiniseany departuresfrom theJoint
Schemeasdepartureswouldbeactionedby meansofregulations.

Costs

No additionalcosts,unlesstheregulatoryarrangementsput in placeby thecountry
departingfrom theSchemeto replacethejoint regulatoryarrangementsimposeadditional
costs. Any additionalcostsofsuchalternativearrangementswould ofcoursedepend
uponthenatureofthosearrangements.
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2.6. CONSULTATION

In June2002,Medsafeand TGA distributedjoint discussiondocuments,seeking
feedbackon thedesignandrole oftheproposedagency.A discussionpaperentitledA
Proposalfor aTransTasmanAgencyto ReaulateTherapeuticProductswasdistributedin
June2002 in bothAustraliaandNew Zealand.Thediscussionpaperoutlinednot only
thecontentoftheproposedjoint regulatorySchemebutpossiblemethodsfor establishing
theAgencyandtheSchemein AustralianandNew Zealandlaw. Thepaperincludedan
outlineof theproposedcontentoftheTreaty.

Forty Australiansubmissionswerereceivedin responseto that paper,including
submissionsfrom MedicinesAustralia,theConsumerHealthForum,theAustralianSelf
MedicationIndustry, theMedicinesIndustryAssociationofAustralia,the
ComplementaryHealthcareCouncil ofAustralia,thePharmaceuticalSocietyofAustralia
andthePharmacyGuild, andtheAustralianConsumerand SpecialtyProducts
Association.Only threeoftheAustraliansubmissionsopposedthejoint Agency
proposalandnoneprovidedanysubstantialcommentregardingtheproposedcontentof
theTreaty.

StatesandTerritorieshavebeenprovidedwith acopyoftheproposedTreatythroughthe
StandingCommitteeonTreatiesandhaveprovidedcomments.

Theonly significantareaofconcernraisedby jurisdictionshasbeenthepotentialfor the
AustralianGovernmentto usetheexternalaffairspowerundertheTreatyto eliminatethe
StateandTerritory role in theschedulingofdrugsandpoisonscheduling.The
GovernmenthasassuredtheStatesandTerritoriesthatit hasno intentionto varythe
currentrole ofStatesandTerritoriesin regulatingaccessto, ortheavailabilityof,
scheduleddrugsandpoisons.

Industryis awarethattheAgencywill fully recoverthecostsof its activitiesunderthe
Joint Scheme.Consultationwith industryandconsumerson thespecificamountoffees
andchargeswill occurin 2004-05prior to theAgencycommencingoperation.

Consultationconductedpriorto June2002is describedaboveundertheheading
Consultationin Part1 ofthisRIS.

2.7 CONCLUSION AND RECOMMENDED OPTION

ThatOption2 for all thekey aspectsoftheJointSchemebe adopted.

2.8 IMPLEMENTATION AND REVIEW

Exposuredraftsofthetwo ImplementingActswill bereleasedfor public comment
togetherwith anexplanatorydocumentprovidingdetailsoftheproposedScheme.
Consultationwill occuron theRulesastheyaredeveloped.
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Officials from AustraliaandNewZealandareworkingon thedevelopmentoftransitional
arrangementsnecessaryto achievethe smoothestpossibletransitionto thenew
legislationunderpinningtheJointSchemeestablishedby theTreaty. Thesetransitional
arrangementswill coverboth theregulatoryrequirements(egexpansionofTGA’s
currentlist of substancesapprovedfor inclusionin low-risk complementarymedicines,to
assistNew Zealandcomplementarymedicinesto qualify for a self-assessedproduct
licence);andadministrativearrangements.A newIT dataandinformationbasewill be
developedto supporttherangeofregulatoryprocessesin bothcountries.

TheTreatyprovidesfor a reviewby AustraliaandNew Zealandoftheeffectivenessof
theSchemeandoftheAgency,with aview to agreeingto andimplementingany
necessaryimprovements,no later thanfive yearsfrom theentryinto forceoftheTreaty.
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NEW ZEALAND POLITICAL BRIEF

1. Australia and New Zealandsharea special relationshipas neighboursand
closeeconomicpartners,with uniqueinter-governmentalstructures,historic, cultural
and people-to-peoplelinks. But we remain two sovereignnations with distinct
nationalinterests.

2. New Zealandis Australia’s most importantally in the SouthPacific and an
important partnerbeyond. Over many decades,New Zealandhasmadevaluable
contributions in areasof high priority to Australia, most recentlyin East Timor,
BougainvilleandSolomonIslandsandin respondingto peoplesmuggling.

3. The AustraliaNew ZealandCloser EconomicAgreement(ANZCERTA, or
CER) wassignedin 1983. CER is oneof the mostsuccessfulexamplesof economic
integrationin theworld and a model for others. CER andthe web of arrangements
andagreementswhich supportit providea seamlessbusinessenvironmentthrougha
commonapproachto manystandardsandregulatoryissues.

4. An ambitious program of economic integration will continue, through
increasedregulatorycoordination,harmonisationofcustomsandbusinesslaws,closer
alignmentof securitiessystemsandfurtherwork on taxation. Therearenonetheless
political, economicandpracticallimits to furtherintegration.

5. The flows ofpeopleacrosstheTasmanaresubstantial. NeitherAustralianor
New Zealandwantsto put at risk the entitlementof our citizens underthe Trans-
TasmanTravel Arrangementto free movement,residenceand work in eachother’s
country. Both countrieshave a common responsibility, however, to protect the
integrityofourbordersandimmigrationprocesses.

6. Australiacontinuesto work closelywith New Zealandon defenceissuesand
encouragesthe New ZealandGovernmentto see defenceas an important tool of
strategicdiplomacy,even though our strategicvisions and proportionsof defence
spendingdiffer considerably.

7. The trans-Tasmanrelationship will necessarilyevolve as differences in
economic strength, political systems, ethnic composition and strategic outlook
becomemore apparent. Australiahas a strong and direct interest in a dynamic
relationshipwith anoutward-lookingandeconomicallystrongNewZealand.



• Internationallaw expertsfrom theDepartmentofForeignAffairs andTradeand
Attorney-General’sOfficeof InternationalLaw, on establishingtheagencyin a waythat
did not createan internationalorganisation;

• OfficeofParliamentaryCounsel,on thebestwayto establishtheagencyin legislation
andprovideit with legalpersonality;

• TheAustralianGovernmentSolicitor’s commercialpractice,on Agencygovernanceand
control;

• Phillips Fox’s ProfessorDennisPearce,onadministrativelaw issuesincludingjudicial
review;

• Departmentof FinanceandAdministration’sLegislativeReviewBranch,on structureand
accountability;

• TheAdministrativeReviewCouncil,Attorney-General’sCivil JusticeDivision andPrime
MinisterandCabinet’sGovernanceDivision on administrativelaw issues,andonmerits
reviewin particular.

7. Threefaceto facemeetingsbetweenAustralianandNewZealandofficials were
conductedin 2003to developthetreatytext. Teleconferencesto finaliseparticularpartsof
thetext werealsoheld. Officials fromrelevantAustralianandNewZealandgovernment
agenciesattendedthesenegotiationsasrequired.For Australia,officials from theAustralian
Departmentof ForeignAffairs andTrade,theDepartmentofPrimeMinisterandCabinet,the
TherapeuticGoodsAdministrationoftheDepartmentofHealthandAgeing, theAttorney-
General’sDepartment,theAustralianGovernmentSolicitor andtheDepartmentof Industry,
TourismandResourcesattendedandprovidedadvicewithin theirfields ofexpertiseas
required.

8. StatesandTerritorieswereprovidedwith a copyoftheproposedTreatythroughthe
StandingCommitteeon Treatiesandalsoprovidedcomments(seep 5 ofthis NIA).
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NEW ZEALAND

General information:
Capital: Wellington Head of State:
Surface area: 271 thousand sq km H.M. Queen Elizabeth II, represented by Governor-
Official language: English General The Rt Hon Dame Silvia Cartwright
Population: 3.9 million (2002) Head of Government:
Exchange rate: A$1 = NZ$ 1.1403 (Nov 2003) Prime Minister The Rt Hon Helen clark MP

Recent economic indicators:
1998 1999 2000 2001 2002(a) 2003(b)

GDP (US$bn) (c): 54.2 56.0 51.4 50.5 58.2 73.4
GDP per capita (US$): 14,304 14,612 13,296 12,936 14,804 18,497
Real GDP growth (% change YOY): -0.2 3.9 4.0 2.6 4.4 2.6
Currentaccount balance (US$m): -2,166 -3,519 -2,457 -1,312 -2,151 -Z746
Current account balance (% GDP): -4.0 -6.3 -4.8 -2.6 -3.7 -3.7
Goods & services exports (% GDP): 29.6 30.5 35.2 36.3 33.8 29.2
Inflation (% change YOY): 1.6 1.1 2.7 2.7 2.7 2.0
Unemployment rate (%): 7.5 6.8 6.0 5.3 5.2 5.4

Australia’s trade with New Zealand RealGOP growth AustralIa’s exports to New Zealand
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Australia’s trade relationship with New Zealand:

Major Australian exports, 2002-2003 (A$m): Major Australian imports, 2002-2003 (A$m):
Petroleum and petroleum products 705 Paper and paperboard 316
Office machines and equipment 526 Crude petroleum 313
Passenger motor vehicles 526 Electrical machinery and appliances 296
Paper and paperboard 347 Wood, simply worked 258
Medicinal a pharmaceutical products 342 Non-monetary gold 190

Australian merchandise trade with New Zealand, 2002-2003: Total share: Rank: Growth (yoy)

:

Exports to New Zealand (A$m): 8,120 7.0% 5th 6.0%
Imports from New Zealand (A$m): 5,019 3.8% 6th 5.9%
Total trade (exports + imports) (A$m): 13,139 5.3% 5th 5.9%
Merchandise trade surplus with New Zealand (A$m): 3,101

Australia’s trade in serviceswith New Zealand, 2002-2003: Total share

:

Exports of services to New Zealand (A$m): 2,339 7.2%
Imports of services from New Zealand (A$m): 1,809 5.5%
Services trade surplus with New Zealand (A$m): 530

New Zealand’s global trade relationships:

New Zealand’s principal export destinations, 2002: New Zealand’s principal import sources, 2002:
I Australia 18.9% 1 Australia 22.7%
2 United States 15.5% 2 United States 13.5%
3 Japan 11.9% 3 Japan 12.0%
4 United Kingdom 4.9% 4 China 8.0%
5 China 4.8% 5 Germany 5.1%

Compiled by the Market Infonnation and Analysis Section, DFAT, using the latest data from the ABS, the IMF and various international sources.
(a): all recent data subject to revision; (b): EIU forecast; (C): Year beginning April 1st.

Fact Sheet

Fact sheets are updated biannually; next update: May2004



Treaties betweenAustralia and New Zealand

• Australia-NewZealandAgreement[ANZAC Pact]
[1944]ATS 02

• AustraliaNew ZealandCloserEconomicRelationsTradeAgreement[ANZCERTA]
[1983]ATS 02

• ExchangeofLettersconstitutinganAgreementconcerningtheSupplyofPhosphate
from ChristmasIsland
[1983]ATS 26

• Agreementto providefor theTerminationoftheChristmasIslandAgreementof
1958-81
[1983]ATS 29

• Agreementon SeismicMonitoringCooperation
[19871ATS 10

• ProtocolonHarmonisationofQuarantineAdministrativeProceduresto ANZCERTA
of28 March 1983
[1988]ATS 17

• ProtocolonAccelerationof FreeTradein Goodsto ANZCERTA of 28 March 1983
[1988]ATS 18

• Protocolon HarmonisationofQuarantineAdministrativeProceduresto ANZCERTA
of 28 March 1983
[1988]ATS20

• ExchangeofLettersto amendto ANZCERTA of28 March 1983
[1988]ATS 27

• Agreementfor theReciprocalProtectionof ClassifiedInformationofDefenceInterest
[1989]ATS 03

• AgreementconcerningtheCollaborationin theAcquisition ofSurfaceCombatantsfor
theRoyalAustralianNavyandtheRoyalNew ZealandNavy[ANZAC Frigates
Agreement]
[19891ATS 32

• AgreementconcerningCooperationin DefenceLogistics Support
[1991]ATS 14



• ExchangeofLettersconstitutinganAgreementto deleteArticle 20.3 andAnnexF
from ANZCERTA of28 March 1983
[19921ATS 27

• ExchangeofLettersconstitutinganAgreementrelatingto Nauru
[1994]ATS 17

• ExchangeofLettersconstitutinganAgreementto amendArticle 3.1 ofANZCERTA
of28 March 1983
[1994]ATS 39

• AgreementEstablishingaSystemfor JointFoodStandards
[1996]ATS 12

• Agreementfor theAvoidanceofDoubleTaxationandthePreventionofFiscal
Evasionwith respectto Taxeson Income
[1997]ATS 23

• ExchangeofLettersconstitutingan Agreementto amendtheANZAC Frigates
Agreementof14 December1989
[1997]ATS 24

• AgreementconcerningtheEstablishmentofthe GoverningBoard,TechnicalAdvisory
Council andAccreditationReviewBoard oftheJointAccreditationSystemof
AustraliaandNewZealand[JAS-ANZ II]
[1998]ATS 16

• Agreementon MedicalTreatmentfor TemporaryVisitors withNew Zealand
[19991ATS 15

• AgreementconcerningtheTransferofUranium
[2000]ATS 16

• Agreementon Child andSpousalMaintenance
[2000]ATS 20

• Agreementon Social Security
[2002]ATS 12

• ExchangeofNotesAmendingtheAgreementon SocialSecurityof28 March2001
[2002]ATS 12

• AgreementconcerningaJointFoodStandardsSystem
120021 ATS 13

• Agreementrelatingto Air Services
[2003]ATS 18



• AgreementconcerningtheStatusofForces
[1998]ATNIF 14

• Agreementfor theEstablishmentofaJointSchemefortheRegulationof Therapeutic
Products
[20031ATNIF 22

• ExchangeofLettersconstitutinganAgreementto amendArticle 3 ofANZCERTA of
28 March 1983
[2004]ATNIF 01

There are no treatiesof the sametype with any other country.


