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DearMr Chafer

JCPAA PUBLIC HEARING OF 5 APRIL 2005
REVIEW OF AUDITOR-GENERAL’S REPORT NO 18 OF 2004/2005:
REGULATION OF NON-PRESCRIPTION MEDICINAL PRODUCTS

I amwriting to you in relationto theDepartment’sattendanceattheJCPAApublichearing
on 5 April 2005, andto respondto matterstakenon noticeatthehearing. I understandthat
agreementwasreachedbetweenourofficersregardingthetiming oftheDepartment’s
responsesin thisregard.

Inmy openingstatementto theCommittee,andduringthecourseofdiscussiononmatters
raisedby theCommittee,I notedthat theDepartmenthadestablishedanAudit
Sub-committeeto overseeandreportontheTherapeuticGoodsAdministration’s(TGA’s)
implementationoftheANAO recommendations,andthata consultantwasto beengagedto
assistwith this work.

In responseto requestsfrom theCommitteeChair,I advisedthattheDepartmentwould
providetheCommitteewith anoverviewofprogresswith theimplementationoftheANAO
recommendations.

This work is well advanced.TheconsultanthasundertakenadetailedreviewoftheTGA
implementationactivitiesplannedandconductedagainsteachoftheANAO
recommendationsto determine:

• the effectivenessoftheTGA responsesin addressingtherecommendations;and
• enhancementsthatmayberequiredto improvetheeffectivenessoftheresponses.
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Thehigh level conclusionto datefrom thereviewis thattheTGA hasplannedactivities
againstall 26 ANAG recommendations,andthata lot ofwork hasalreadybeenperformed
andprocedurescontinueto beupdated.

Completionofapproximatelyhalfof therecommendationsis pendingtheimplementationof
standardoperatingprocedures,plannedfor August2005.

Furtherwork is requiredto fully implementtherecommendationsandembedthechanges
into theTGA’s regulatorypracticeframework.

Theconsultanthasalso concludedthatmanyoftheplannedactivitiescouldbe further
enhancedto give effectto thebroaderintentoftherecommendations,particularlyasthey
relateto wideraspectsoftheTGA’ soperations.To this end,theconsultanthasdeveloped
additionalrecommendationsfortheTGA to build into its implementationplans.

A secondphaseofthe consultancyis now underwayto assisttheTGA in finalisingthe
implementationofall recommendations.

TheDepartment’sAudit Committeewill continueto monitortheprogressin implementing
therecommendations.This processwill be ongoing,andtheDepartmentwill providea
furtherprogressupdateto theCommitteelaterin 2005.

In relationto othermatterstakenonnoticeatthepublichearing,theDepartmentnotesthat a
majority oftheserelateto theGoodManufacturingPractice(GMP) auditpracticesand
processes.TheCommittee’sdeliberationson thesemattersmaybeassistedby some
additionalcontextualcommentaryprovidedatAttachmentA.

TherelevantHansardreferencesandthecorrespondingDepartmentalresponsesareat
AttachmentB. Someoftheresponsesreflect thecontextwithin which theGMP audit
activitiesareundertaken.This attachmentalsoincludestwo examplesof reportsasrequested
by SenatorWatson. Pleasenotethatoneofthesereportsis classified
Commercial-in-Confidence,andit wouldbe appreciatedif thematerialthereincouldbe
protectedaccordingly.

Thepublic hearingalsoincludedsomediscussionaboutwhethertherewasaneedto havea
separateauditcommitteefortheTGA. I haveconsideredthismatterfurther in thecontextof
theworkundertakenby theconsultant,andin line withmy commentsat thehearing,I remain
of theview thattheDepartment’sAudit Committeeshouldbe responsiblefor all aspectsof
theDepartment’soperations,includingtheTGA.

TheDepartmentwouldbeavailableto providetheCommitteewith anyadditional
informationthatit mayrequireon theTGA’s regulatoryoperations.



If youhaveanyquestionsregardingthematterssetout in this letter,pleasecontactMr Phillip
Jones,AssistantSecretary,Audit & FraudControlBranch,on 262897877 in the first
instance.

Yourssincerely

~-yAugust 2005

Secretary



ATTACHMENT A

In broadterms,theregulatoryresponsibilitiesoftheTGA aredirectedtowardsthesafety,
quality andefficacyoftherapeuticgoodsmarketedin Australia,with asignificantemphasis
placedon thecomplianceby manufacturerswith therelevantstandardsgoverningthe
manufactureofthosetherapeuticgoods.

A conditionofentryoftherapeuticgoodson theAustralianRegisterofTherapeuticGoods(ie
formarketingin Australia)is that themanufacturermustmeetGMP requirementsandbe
licensedby theTGA for themanufactureofthosegoods.

The GMP auditactivitiesarefocussedprimarily onthemanufacturersandtheirprocesses,
ratherthanon specifictherapeuticgoods. Otherpre andpost-marketregulatoryactivitiesof
theTGA havemoreproductspecificfoci.

As manymanufacturersproduceamix ofprescriptionandnon-prescriptionmedicines,
togetherwith otherproductsanddevices,theGMP audit effort is generallydirectedto the
overall qualitymechanismsappliedthroughoutthemanufacturingprocessesto ensure
compliancewith standards,andto provideassurancein relationto themanufacturedproducts.

AustraliahasCodesofGMP andQualitySystemrequirementsfor themanufactureof
medicinalproducts,sunscreenproducts,humanbloodandtissues,activepharmaceutical
ingredientsandmedicaldevices.EachCode/QualitySystemsetsoutrequirementsrelatingto
qualitymanagement,personnel,premisesandequipment,documentation,production,quality
control,contractmanufactureandanalysis,complaintsandproductrecallandselfinspection.

Theobservanceoftheserequirementsis necessarythroughall stagesofmanufactureto
consistentlyprovideahighlevel of assuranceofthequality, safetyandefficacyof
therapeuticgoods.

Compliancewith theCodesofGMP and/orQuality Systemrequirementsin Australiais
ascertainedby carryingoutregularon-siteauditsofmanufacturers.Thepurposeof theaudits
is to assesscompliancewith therelevantmanufacturingstandard,theconditionsspecifiedin
themanufacturinglicence,andcompliancewith therelevantmarketingauthorisations.Each
audit involvesadetailedexaminationoftheoperationsandproceduresofthefactory,and
includesa detailedreviewofall processingactivities,processvalidation,batch
documentationandqualitycontroltesting.

Wherecritical and/orseveralmajordeficiencieshavebeenfoundto warrantan
“unacceptable”complianceratingat theclose-outoftheaudit, themanufacturer’slicence
maybesuspendedorrevoked,or someadditionalconditionsimposedonthelicenceif there
is apossibilityofsub-standardand/orunsafeproductsbeingmanufactured.



ATTACHMENT B
JCPAA HEARING -5 APRIL 2005

ANAO REPORT NO 18 OF 2004/2005- REGULATION OF NON-PRESCRIPTION MEDICU~AL PRODUCTS

MATTERS TAKEN ON NOTICE BY DEPARTMENT OF HEALTH AND AGEING

PA 35

1VIUL1~F 131.1

Questionfrom theChairtoMr Slateronthenumberof staffdoingnon-prescriptionmedicinemanufactureaudits.
Response
In thecontextof theexplanationprovidedatthehearingregardingthedifficulty of differentiatingbetweenstaffattributionto manufacturersof all therapeutic
goods,as at27 May 2005,thetotalnumberof auditorsandspecialistsinvolved in theauditingofAustralianandoverseasmanufacturerswas58 (25 auditorsand
33 specialists).
MatteronNotice
RequestfromtheChairformoreinformationonthenumberof medicinemanufactureraudits,includingprescriptionanddevices(Table3.1 atpage50 of the
ANAO reportrefers).
Response
Thetablesbelowprovidetheadditionalinformation. Note- Otherincludesmedicinalgas,sunscreenandactivepharmaceuticalingredientsmanufacturers,aswell astesting
laboratories.

Summary- auditsofAustralianmanufacturers

Blood/tissue 78 40 91 74 113
Device 49 40 45 31 30
Medicine- Non-prescription 105 98 50 72 70
Medicine- Prescription 54 61 79 87 89

Summary- auditsofoverseasmanufacturers

Blood/tissue 2 2 0 1 5
Device 6 20 2 3 6
Medicine- Non-prescription 35 55 47 51 23
Medicine- Prescription 12 16 16 9 4
Other
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PA 36 (& 63) Matterson Notice
TheChairrequestedtheDepartmentto reportbackto theJCPAAon progresswith actionson therecommendations,includingtheworkundertakenby the
consultant.
Response
An updateonprogresswith theimplementationoftheANAO recommendations,includingthework of theconsultant,is providedin thelettercoveringthis
attachment.

PA44,45and51 Matterson Notice
1. Senatorwatsonasked(PA44) “In relationto thecharterof goodmanufacturingpractice,howmanyseriousadversereportsorwarningshaveyou issuedin

thepastfouryears?”(Confirmedby theChairto relateto non-prescriptionproducts).
SenatorWatsonalsoasked(PA45) “Couldyou givethecommitteecopiesof whatyou regardastheseriousreports?”
TheActing Chairasked(PA51) “In thelast12 months,havetherebeenanycriticaldeficienciesonshoreoroffshore?... Whatwastheincidencelevel?”

Response
Havingregardtothecontextinwhich complianceratingsaredeterminedat theclose-outof anaudit (thecommentaryin thecoveringletterrefers),thenumbers
of“unacceptable”complianceratingsforAustralianandoverseasmanufacturersofnon-prescriptionmedicinesfor theperiod 1 January2001to 31 December
2004 werethirteen(13) forAustralianmanufacturersandnine(9) foroverseasmanufacturers.Copiesof two final GMPauditreportswithunacceptableratings
areattached.

PA46 MatteronNotice
SenatorMoorerequestedinformationfor theCommitteeonthenewTGA informationsystems,confirmationofthenewsystemsbeingupto date,with
(integrated)dataon previousaudits,products,manufacturersetc, andwith cleardatarecordsthatshowupto dateinformationof theformtheANAO sought.
Response
TheTGA is givingpriority to migratingdatainto thenewManufacturerInformationSystem.Thisdatamigrationprocessincludesensuringthattheavailable
informationis as accurateaspossible. While someinput is requiredfrom manufacturersandsponsorstoassistthedatavalidationprocess,therearecaseswhere
therequiredinformationis notforthcoming.TheTGA estimatesthat full datamigrationwill beachievedby mid-September2005.

Thereportonprogresswith theANAO recommendationsaccompanyingtheseresponsesalso addressesmattersrelatingto thenewTGA informationsystems.

PA 48 Matteron Notice
Ms Griersonasked”...how manyunannouncedauditsdid you actuallyundertakein2004”
Response
Thirteen

PA 55/56 MatteronNotice
TheDepartmentundertookto makeinformal inquiriesofotheragenciesregardingactionsrelatingto Pan,andprovide“bestintelligence”onotheractionsto the
JCPAAfor themto follow-up with relevantagencyheads.
Response
TheDepartmentadvisesthatthereareanumberof courtactionsproceedingin relationto PanPharmaceuticalLtd, Mr Jim SelimandMr ShyamaJain.
TheDepartmentis notawareofmattersrelatingto otheragencies,butsuggeststhat theCommitteeseekadvicefromtheAttomey-General’sDepartmentandthe
Directorof PublicProsecutionsin relationto anymattersthatotheragenciesmayhaveinhand.
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PA61 Matter onNotice
Ms Griersonasked“How muchof thebudgetwouldbespentontrainingannually?”
Response
Theexpenditureto datein2004-05on training for theTGA as a wholewas $265,511,with $20,263attributableto theManufacturerAssessmentSection(MAS),
thearearesponsibleforauditsofmanufacturers.It isto benotedthatthesecostsrelateprimarily to extemallysuppliedtraining. However,additionaltraining
for MAS auditorsis deliveredvia in-housearrangements,throughbothintensiveperiodictrainingmeetingsandongoingon-the-joblearning. In relationto the
periodictrainingmeetings,thereweretwo weeklongsessionsconductedduring2004/2005,at anapproximatetotalcost(travel, accommodationetc)of $20,300,
exclusiveof salaryrelatedcosts.
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