
1995

THE PARLIAMENT OF THE COMMONWEALTH OF AUSTRALIA

HOUSE OF REPRESENTATIVES

THERAPEUTICGOODS AMENDMENT BILL 1995

EXPLANATORY MEMORANDUM

(Circulatedby authority of the Minister for Family Services,
SenatortheHon RosemaryA. Crowley)

~HI~IID~DIII~~DH II
74860 Cat. No.955341 X ISBN 0644 341068 9 780644 341066



4

4

4

4

Printed by Authority by the CommonwealthGovernmentPrinter



THERAPEUTIC GOODSAMENDMENT BILL 1995

GENERAL OUTLINE

This Bill proposesamendmentsto theTherapeuticGoodsAct 1989.

The effect of thechangesmadewill be to:

~ (a) clarify the distinction between ‘food” and “therapeuticgoods” to minimise confusion
aboutwhat is regulatedunderthe Act;

(b) enable the Secretary,the National Managerof theTherapeuticGoodsAdministration
or the Director of the Drug SafetyandEvaluationSectionof that Administrationto
temporarilyapprovethe supplyof unevaluateddrugsfor usein Australiain limited
circumstances.This coverssituationswhere thereis a shortageof a registereddrug
in the Australianmarket, or wherea registereddrug ceasesto be availableand there
is no otherequivalentregisteredproduct, in which casetheunevaluatedsubstitute
may be temporarilyapprovedfor generalmarketing,providingan applicationto
marketthatproductin Australiahasbeenlodged,or alternativelythe producthas
beenapprovedfor generalmarketing in a countryspecified by the Secretaryin a
disallowableinstrument. Wherea newdrug notavailable in Australiais required
for usein the interestsof the public, the designatedpersonsdescribedabovemay
give temporaryapprovalfor its supplyhereif the sponsorof the new drug has
lodgedan application to registerthe drug in Australia;

(c) establisha new procedurefor listing on the AustralianRegisterof Therapeutic
Goods drugsthat are suppliedfor use in Australia. Theseare simple
over-the-counterdrugsincluding herbalandvitamin preparationssuitablefor self
treatmentof minor medicalconditions. The newprocedurewill requirethe
Secretaryto give marketingapprovalfor suchdrugswhere the sponsorof those
productscertifies a list of mattersthat relateto thesafetyandquality of the goods,
and thesponsoris able to meetcertainconditionsrelatingto the acceptabilityof
manufacturingprocessesinvolved in the productionof an importeddrug product. In
theeventthat sponsorswrongly certify any of the mattersrequiredto be certified,
theRegisterlisting will be cancelled,with the productsubsequentlybeing ableto be
removedfrom themarket;

(d) to requiresponsorsof goodsthathavebeenunlawfully suppliedto inform the public
that it waswrongly suppliedand/orrequirethe sponsorto takestepsto recoverany
of the goodsthat havealreadybeendistributed;

(e) establisha new TherapeuticGoodsAdministrationReserveto replacethe
TherapeuticGoods AdministrationTrust Accountthat will be abolishedby the Audit
(TransitionalandMiscellaneous)AmendmentAct 1995. Trust Accountsareto be
replacedwith a ReservedMoney Fundthat is to form part of the new financial
arrangementsto be establishedunderlegislation that will replacethepresentAudit
Act 1901;



(I) clarify theoffencesprovisionsundertheAct andintroducenew offencesthat
correspondto the temporarysupplyof unevaluateddrugsand the acceleratedlisting
procedurefor listabledrugssuppliedin Australia. Changeshavebeenmadeto 4
terminologyusedin describingpenaltiesor offencesto bring thesein line with
recentCommonwealthlegislation;

(g) streamlineandupdatethe searchandseizurepowersandprovisionsrelating to
warrantsto bring it in line with recentCommonwealthpolicy following
recommendationsmadeby theGibbs Reviewand as providedfor underthe Crimes 4
(SearchWarrantsandPowers ofArrest) AmendmentAct 1994;

(h) amendthe proceduresfor reviewingdecisionsrelating to the registrationof
therapeuticgoodsin the AustralianRegisterof TherapeuticGoods. The amendment
will ensurethatany newtechnical or scientificdata lodgedby an applicantduring
review will first be subjectedto expertevaluationbefore a decisionon general
marketing,basedon merit, is madeby theAdministrativeAppealsTribunal.

FINANCIAL IMPACT STATEMENT

The amendmentsto the TherapeuticGoodsAct 1989will have no significant financial
impact.
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THERAPEUTIC GOODS AMENDMENT BILL 1995

NOTES ON CLAUSES

~ Clause1 - Short title

This is a formalprovisionthat specifiesthe shorttitle of the Act as theTherapeuticGoods
AmendmentAct 1995.

Clause 2 - Commencement

This clauseprovidesthat, with the exceptionof the mattersdealtwith in subclause(2), the
provisionsof the Act will commenceon the day on which it receivesRoyalAssent,with
the remaindertaking effect as outlined in subclause(2).

Clause3 - Schedules

This is a formalprovisionthat specifiesthat theActs andotheritems in theScheduleare
amendedor haveeffect as set out in theSchedule.

THE SCHEDULE

Item 1 - Subsection3(1) (paragraph (b) of the definition of “authorised person”)

This is a consequentialamendmentthat insertsthe correctreferenceto the relevantPart of
the TherapeuticGoodsAct 1989(“the Act”) underwhich a memberof the Australian
FederalPolicemay exercisesearchandrelatedpowersto securecompliancewith the Act.
The relevant Part is now Part 5A, ratherthat Part 6.

Item 2 - Subsection3(1) insertsa definition for “food”. The definition of “therapeutic
goods” excludes“food”. “Food” will refer to goods, including additivesor goods
approvedfor useor standardisedundertheFood StandardsCode,takenorally thathavea
principal use,in theform in which they are presented,as somethingthatprovidesnutrition
or hydration,or that is takento satisfy hungeror thirst or a desirefor taste,flavour or
texture, and for which thereis no dosageregimen,exceptwherethe dosageis a
requirementunder theFood StandardsCodeor whereit is permittedunderthat Code.

The referenceto “prescribeddose”and “frequencyof administration” are termsusedin a
pharmaceuticalsense,andare not intendedto encompassservingsuggestionsappliedto or
normally associatedwith food andbeverages.
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Item 3 - Section 3 addstwo new subsectionsthat give instructionson the interpretationof
the Act.

New subsection3(7) providesthat wherein the Act thereis anyreferenceto “an offence
againstthis Act”, the phraseis intendedto alsoincludea referenceto offencesagainstany
regulationsmadepursuantto the Act. In addition, the offencesof aiding, abettingand
inciting the commissionof offenceswill also be includedwith eachof the offencesunder
boththe Act or Regulations.

New subsection3(8) statesthat the penaltiesapplying to eachsectionor subsection,as the
casemaybe, representsthe maximumpenaltythat may be appliedagainstthe offender.
The penalty representsthe penaltyapplicableto individuals. For corporateoffenders,the
amountis multiplied five times.

Items 4, 5, 6 and 7 - Subsections8(2), 8(3), 14(1), 14(3) and 15(2) replacethe present
descriptionof penalties,expressedin currency,with equivalent“penalty units” consistent
with terminologyusedin other Commonwealthlegislation. Eachpenaltyunit is equivalent
to $100. The penaltieshavenotbeenchanged,merelythe way in which they are now
described.In subsection8(3) the adverb “~owingly”is replacedwith “intentionally”,
consistentwith terminologyusedfor offencesin otherCommonwealthlegislation

Item 8 - Subsection19(1) doesnot makeany changeotherthan to makeit clear that the
referenceto “goods includedin the Register”meansregisteredor listed goods.

Item 9 insertsnew Section19A. The section setsout the circumstancesunderwhich the
Secretary may grant temporaryapprovalfor an unapproved drug to be marketedto the
generalpublic, as distinct from the supplyof unapproveddrugsto individual patients
permittedundersection 19 of the Act. The circumstancesareconfinedto the following
situations.

New subsection19A(1) provides that, wherethereis a shortagewithin Australiaof
particularregistereddrugs,or suchdrugsare no longer available,and thereis an
unregisteredsubstitutefor those drugsfor which an applicationfor generalmarketinghas
beenlodgedunderpart3 of the Act or, alternatively,wherethereis no suchapplication
butthe samesubstitutedrugshavebeenapprovedfor generalmarketingwithin another
countryspecified in a disallowableDeterminationmadeby the Secretary,then the
Secretarymay approvethetemporarymarketingof the substitutedrugs. Wherethereis
no substituteregistereddrug on the Australianmarket, an unregistereddrugmay still be
grantedtemporaryapprovalwherean applicationto registerthat drug hasbeenlodged
undersection23 of the Act. The Secretarymay only give an approvalunderthis provision
in respectof drugsspecifiedin Schedule10 of the TherapeuticGoodsRegulations,which
are, in themain, new chemicalentitiesor prescriptiondrugs,or in respectof drugs
specifiedby the Secretaryin a disallowableDetermination.

I
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In making decisionsundernew section19A, the Secretarymust only considerthe public‘ interestin permittingunregistereddrugsto be madeavailableon a temporarybasis, and
not thecommercial interestsof the applicantseekingto marketthe drugs. Whenan
approvalis givenunderthis section the Secretarymay imposeconditions andmay set a
time limit for the approval

New subsections19A(7) and (8) provide that the approvallapseswhere thetime limit, if
~ any, specified in the approvalexpires,or a decisionis madeon whetherthedrug may be

registered,or any of the prerequisitesgiving rise to the temporaryapprovalno longer
existsor a conditionof theapprovalhasbeenbreached New subsection19A(9) provides
thatwhere an approvallapses,this doesnot precludethe samedrug being granteda fresh
approvalfor temporarymarketingwherethe conditionsundersection19A canbe met.

Item 10: Subsections20(1) and (2).

Offencesundersubsection20(1) of the Act apply only to sponsors. Sponsorscanbe
broadlydescribedas principal importers,exportersandmanufacturers,andthe definition
of sponsor doesnot extendto include thosewho act on behalfof the principals except
where theprincipalsoperateoffshore Currently in proceedingsunderthis provision to
establishthata personis a sponsorthe Crown is requiredto show, amongotherthings,
that thereis no agencyarrangement.Howeverit is not possibleto establishsomething
thatdoesnot exist anda fact that is within the knowledgeof the sponsor.

Theeffect of the changesmadeby Item 10 will be to requirea “sponsor” in sucha
situationto establishthat therewasan agencyarrangement,and that thereforethe person
did not act asa principal in unlawfully importing,exportingor manufacturingtherapeutic
goods.

The principal/agentrelationship,particularly in casesnot involving majorcorporations,
canonly be ascertainedconclusivelythrough confidentialcommercialarrangementsknown
only to the partiesconcerned,to which the Commonwealthis not privy andoften
precludedfrom discoveryfor the purposesof establishingwho committedan offenceunder
section20 Until the identity of the sponsorcanbeestablishedit is not possibleto lay
chargesundersection20 of the Act so as to effectively precludethe exportation
importation, supplyandusewithin Australia of unapprovedtherapeuticgoods, including
counterfeitdrugs.

No changehasbeenmadeto the natureof the offencesundersection20, which apply only
to sponsors as definedin subsection3(1) of the Act

Item 11 - Section 21

This amendmentmerelyreplacesthe adverb “knowingly” with “intentionally” and
redescribesthe penaltyby referenceto penaltyunits, ratherthan currency. The penalty
hasnot beenaltered.
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Item 12 - Paragraph21(b)

This is a consequentialamendment,to accommodatenew section 19A. The exceptionsto 4
the offenceset out undersection21, relating to the wholesalesupplyof therapeuticgoods
that havenot beenregisteredor listed in the Register,have beenextendedto include
goodsthat havebeentemporarilyapprovedfor marketingundernew section19A. It will
not bean offencefor wholesalersto supply suchdrugs.

Item 13 - Subsections22(1), (2), (3), (4), (5), (6),and(7)

To accordwith the practiceadoptedin otherCommonwealthlegislationin placingpenalty
provisionsat theendof eachsubsectionratherthan at the endof a sectionthat is divided
into subsections,the existingpenaltyhasbeenrepeatedfor eachof theoffencesset out
undersection22 of the Act. Also, in thesesubsectionstheadverb “knowingly” hasbeen
replacedwith “intentionally” to accordwith terminologyusedin otherCommonwealth
legislationin connectionwith offences.

Item 14 - Paragraph22(4)(c)

A new offencehasalsobeenincludedin subsection22(4) to providethat it will bean
offencefor apersonto representthat goodshavebeenapprovedfor supplyundersections
19 and 19A whenin fact they havenot. This offenceis in line with thepresentoffencein
paragraph22(4)(b) relating to theunlawful supplyof therapeuticgoodsby misrepresenting
that suchgoodswerenot requiredto beapprovedfor marketingwhenin fact they were.

Items15, 16 and17 - Subsections22(7), 22(7A) and22(8)

Subsections22(7) and22(8) are consequentialamendmentsto accommodatenew section
19A. At present,wherean approvalis grantedfor the import, exportor supplyof
therapeuticgoodsthat havenot beenevaluatedor assessedunderPart 3 of theAct,
conditionsfor the supplyof suchproductsmay be imposed. The effectof thesetwo
subsectionsis to makeit clear that it is anoffencenot to comply with theseconditions,
whetherthey havebeenimposedpursuantto section 19 or new section19A. Subsection
22(7A) replacesthecurrencydescriptionof the penaltywith its equivalent“penalty units”.

Item 18 - Section22A replacesthe adverb“knowingly” with “intentionally”, and
redescribesthe existingpenaltyby referenceto “penalty units”.

Item 19 - Paragraph26(1)(ba)makes it clear that listabledrugsthat are processedunder
new section26A for the purposesof determiningwhetherthey maybe includedin the
Registercannotbe processedunderthis section.

Item 20 - Paragraph26(1)(j)

This Item correctsan anomalyin paragraph26(1)(j) of the Act, relating to the
requirementsfor listing goodsin the Register. Underthis paragraphthe Secretarymay
still list a productin the AustralianRegisterof TherapeuticGoodsevenif it would not be
approvedfor supplywithin Australia,providing the productwasmanufacturedfor export
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only. However, beforethe Secretarydecideswhetheror not to list goodsintendedsolely
for export, he mayrequire “confirmation” that the relevantauthority of the country to
which the export-onlyproductis destinedhasindicatedits willingnessto acceptthe goods.

At present,paragraph26(1)(j) is confinedto goodsthat “have beenmanufacturedin
Australia”, anddoesnot extendto includegoodsimportedinto Australiathat are destined
for re-export. Many companiesuseAustraliaas thedistribution point for therapeutic‘ goodsnot manufacturedin this countrybut intendedfor supply in overseasmarketsin this
region. The proposedamendmentto paragraph26(1)(j) is intendedto ensurethat before
such goodsare listed in the Register,the criteria for listing goodsunderparagraph26(1)(j)
currently applyingto goodsmanufacturedin Australiasolely for export, will applyequally
to goodsimportedinto Australiasolely for export.

Item 21 insertsnew section26A. This new clauseestablishesa new procedurefor listing
certaindrugs. The new procedureappliesonly to “listable drugs”, thesemainly being
simpleover-thecounterdrugsandherbalor vitaminpreparationsthat are described
in Schedule4 of the TherapeuticGoodsRegulations. Wheresuchlistabledrugsare
suppliedfor use in Australia, thenthe proceduresetout in section26A applies. Listable
drugsthat are exportedfrom Australiamust still be processedundersection26 of the Act,
along with listabletherapeuticdevices.

The new procedurepermitsan acceleratedlisting processunderwhich marketingapproval
mustbe given to sponsorsof listabledrugssuppliedfor usein Australiaprovidedthat the
conditionsstipulatedin section26A havebeenmet and the applicantcertifies certain
mattersrelatingto the productfor which marketingapprovalis being soughtand lodges
documentationanddata, in accordancewith the requirementsof a section23 application,
to supportthe matterscertified. Thus the applicantmustcertify, amongother things, that
the goodscome within the categoryof listabletherapeuticgoods,that thegoodsare safe
for the purposesfor which they will beused, that the presentationof the goodsis
acceptablefor the purposesof the Act, that the goodscomply with any applicablestandard
aswell as theadvertisingrestrictionsor requirementsprescribedby theTherapeuticGoods
Regulationsand the drugsdo not containgoodsthat are prohibitedimports for the
purposesof the Customs(ProhibitedImports)Regulations. The mattersrequiredto be
certifiedby theapplicantare set out undernew subsection26A(2).

New subsection26A(3) providesthat whereany step in the manufactureof the listable
drug occurredoverseas,theSecretarymusthavecertified prior to an applicationbeing
madeto list drugsunderthis section,thateachstepof manufacturethat occurredoverseas
meetsacceptablemanufacturingandquality control procedures.To establishthis, new
subsection26A(4) providesthat considerationmay be givento, amongotherthings,
whetherthe applicantcanproduceacceptableevidenceto establishthat the relevant
overseasregulatoryauthority consideredthemanufacturingprocessesto be of an
acceptablestandard,andwhetherthe applicanthasagreedto provide, wherethe Secretary
considersthis to be necessary,funds for carrying out an auditof the overseas
manufacturingprocedurestogetherwith evidencethat the overseasmanufacturerhas
agreedto suchan inspection
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Wheretheapplicantis ableto certify all themattersrequiredto becertified undernew
section26A and hasmet all the conditionscontainedin this section,the Secretarymustlist
the product in theRegister. Wherethe Secretaryshouldsubsequentlyestablishthat
information certified by the applicant is incorrect, thenundernew paragraph30(1)(e)of
the Act this will beoneof the groundsupon which the goodsmay be removedfrom the
Register,andthe applicantprecludedfrom continuingto marketthegoodswithin
Australia.

New subsections26A(5),(6)and(7) providethat wherecertain goodsor ingredientshave 4
beenexemptedunderPart 4 of the Act from the requirementto comply with acceptable
manufacturingstandards,then theapplicantseekingthe listing of thosegoodsor
ingredientsunders.26Aneednot certify that thosegoodshavecompliedwith
manufacturingrequirements.

New subsections26A(8) and (9) providethat, within 28 daysof making a decision
whetheror not to list theapplicant’sproductsundersection26A of the Act, the Secretary
must notify the applicantof his or herdecisionandwherea decisionto refuselisting is
made, the Secretaryis to give reasonsfor therefusal. As soonas practicableaftera
notification that goodshavebeenacceptedfor listing, the Secretarymustgive the applicant
a certificateof listing of the goods,andthe listing of the goodscommencesfrom the day
specifiedin thatcertificate.

Items22 and23 - Subsections29A(1) and29B(3) substitutethe currencyvalueof the
penalty with equivalent “penalty units”.

Items24 and29 - Subsections29B(4) and30(7) replacethe adverb “knowingly” with
“intentionally” in line with the samechangemadeto otheroffencesprovisionsin this
amendingAct. Again, thecurrencyvalue of penaltiesunderboth provisionshavebeen
replacedwith equivalent “penalty units”.

Items25 and26 - Paragraphs30(1)(e) and30(2)(ba)insertsa new circumstanceunder
which the Secretarymay removeparticulartherapeuticgoodsfrom the AustralianRegister
of TherapeuticGoods to precludefurther marketingof those goods. The new
circumstanceis where,undertheacceleratedlisting procedureestablishedundernew
section26A of theAct, it appearsto theSecretarythat anyof the matterscertified by the
applicantunderthat provisionis incorrect.

If the falsely certifiedmatter relatesto whetheror not:

- the goodswereeligible for listing;
- the manufactureof the goodswascarriedout by a licensedmanufacturer;
- the goodscontainprohibited imports; or

if the sponsorfailed to obtaina certificatefrom the Secretarycertifying that the
manufactureof any importeddrug or ingredientwasacceptable,then thegoodsmay be
delistedimmediately. As the listing of therapeuticgoodsundersection26A is based
almostentirely upon the statementsandassertionsmadeby the applicant, it is appropriate
that if any of the factsrelating to safetyrequiredto be certifiedby the sponsorprovesto
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beuntruea mechanismexiststo immediatelyremovetheproductfrom the market. In all
othercasesof false certifications,the sponsorof the listed goodswill havethe opportunity
to explainthesebefore anydecision is madeto delist the sponsor’sproduct.

Items27 and28 - Paragraph30(6)(a) andSubparagraph30(6)(a)(i) makeit clear that,
wheregoodshavebeenremovedfrom theRegister, theSecretaryhasthe option of
requiringthe sponsorof thecancelledgoodsto eithermakethis cancellationknown to the

I public or a specifiedclassof persons,or takestepsto recall the cancelledproducts,or
undertakebothactions.

Item 30 insertsnew section30A. This sectionclosesa gapin the Act. At present,
wheretherapeuticgoodshavebeenremovedfrom the Registerundersection30 of the Act
the Secretarymay take action to havethe cancelledgoodsrecoveredto preventtheir
further supply. However,whereunapprovedtherapeuticgoodsare unlawfully marketed
thereis no equivalentpowerfor the Secretaryto havethose productsremovedfrom the
marketplace. New subsection30A(2) providesthe Secretarywith the powerto require
sponsorsto take stepsto recovertheir unlawfully suppliedgoods,and/or requirethem to
inform thepublic (or a particulargroupof persons)that the goodswereunlawfully
marketed. Wherethe Secretarytakessuchaction, subsection30A(3) requireshim or her
to publish in the CommonwealthGazettedetails of the action taken. Failureto comply
with the Secretary’spowersunderthis sectionincursa maximumpenaltyof $6,000,or
$30,000for a corporation.

Items31 and32 - Subsections31(4) and(5) The currencyvalueof the existingpenalties
underbothsubsectionshavebeenreplacedwith their equivalent“penalty units”, and in
subsection31(5) the word “knowingly” hasbeenreplacedwith “intentionally” in line with
current legal terminology.

Items 33 and34 - Subsection32(1) andSubsection32(2). Subsection32(1) presently
enablesa personin relationto whom therapeuticgoodshavebeenincludedin the Register
to requesta copy of the entry relating to thosegoods. The amendmentseffectedthrough
subsections32(1) and (2) clarify that the copythat may be suppliedto the personis a copy
of the entry containedin thecomputerdatabaseof the Register,ratherthan any otherpart
of the Register. The computerdatabasecontainstheessentialinformationconcerningthe
goodsand thepersonin relationto whom thosegoodsare registeredor listed.

Item 35 - Subsection32(2A) makesit clear that the “person” referredto underthat
provisionis the personreferredto in subsection32(1).

Items 36 and37 - Subsections35(1) and(2) effect changesto replacethe word
“knowingly” with “intentionally” in line with currentlegal terminologyand the currency
valueof the existingpenaltiesunderboth subsectionshavebeenreplacedwith their
equivalent“penaltyunits”.

Item 38 - Subsection35(3) translatesthe currencyvalueof thepenaltyto its equivalent
“penalty units”.
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Item 39 - New Section45 createsa TherapeuticGoods AdministrationReserve,which
will replacethe presentTherapeuticGoods AdministrationTrust Account. This will
coincidewith proposedchangesto be effectedby thenew legislationpackagethat will
replacetheAuditAct 1901,underwhich manyCommonwealthtrust accountshavebeen
established.

New section45 also allowsthe annualappropriationof fundsfrom theConsolidated
RevenueFundto theTherapeuticGoodsAdministrationReserve. Thesefunds represent
any moniesappropriatedby Parliamentfor thepurposesof the Reservetogetherwith fees
andchargescollectedby the TherapeuticGoods Administration(“the TGA”). These
includestatutoryfeesandchargespayableto the TGA underthe TherapeuticGoodsAct
1989 and the TherapeuticGoods (Charges)Act 1989. Also includedare amountsequalto
debtsowing to the TGA, donationsto TGA for the furtheranceof a purposeof the
Reserve,amountsequal to money receivedfor servicesperformedor to be performedby
the TGA or for moniesreceivedin relationto dealingswith, including the saleor leaseof,
TGA propertypaid for out of theTGA Reserve,and interestearnedfrom TGA’ s
investmentof moneyfrom the TGA Reserve. The purposesof the TGA Reserveare to
further the objectsof theAct, including mattersincidentalto thefurtheranceof those
objects,and to enablethe Commonwealthto participatein the internationalharmonisation
of the regulatorycontrolson therapeuticgoodsandrelatedactivities. Newsubsection
45(3) providesfor the transferof moniesstandingto thecredit of the TGA Trust Account
to the new Reserveset up underthis section.

Item 40 insertsa new heading:“Part 5A - ENTRY, SEARCHESAND WARRANTS”
into the Act.

Item 41 Repealssections46 and47, andreplacesthem with comparableprovisions,along
with otherprovisionsdescribedbelow. The new sectionsinsertedby Item 41 aresections
45A, 46, 46A, 46B and47.

Section45A insertsnew definitions, whichareselfexplanatory,for the purposesof
interpretingnew Part 5A of the Act, which dealswith searchandseizurepowersand
prosecutionmatters.

Section46 hasbeenreplacedwith an equivalentprovision, howeverthe revisedsection46
makesit clear that searchesto monitor compliancewith the Act precludesan authorised
officer from seizinganything in the courseof undertakinga search. Unlessthe authorised
personproduceshis or her identity card for inspectionby theoccupierof the premises
wherethe occupierhasrequestedsuchproduction,the authorisedpersonmay not enter
premisesnor exerciseany of the powersdescribedin section48 of the Act.

New section46A drawstogetherthe powersof an authorisedpersonto enterthe premises
of licensedmanufacturersandsponsorsof registeredor listed goodsfor thepurposeof
monitoringcompliancewith the Act. Subsections28(5) and40(4) of theAct respectively
imposea conditionupon every sponsorof registered/listedtherapeuticgoodsor every
licensedmanufacturerto permit an authorisedpersonto entertheir premisesandexercise
powersfor thepurposesof monitoringcompliancewith the Act.
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Undersubsection46A(1), the powersan authorisedpersonmay exerciseincludesearching
premisesor any thing in thosepremises inspecting examiningandconductingtests
concerningany thing on the premisesthat relatesto therapeuticgoods,taking samplesfor
testing,taking photographsof or making other recordsof the premisesor any thing on the
premises,inspectingdocumentationor recordson the premisesand takingor making
copiesof suchdocumentationor records. Thesepowersmay not be exercisedin relation
to premisesusedsolely for residentialpurposesunlesswith theconsentof the occupier.‘ In addition, subsection46A(3) providesthat unlessan authorisedpersonproduceshis or
her identity card whenaskedto do so by the occupierof premises,the authorisedperson
cannotexerciseanyof thepowerslisted undersubsection46A(1)

To achieveconsistency the powersof anauthorisedpersonto enterpremisesandexercise
powersdescribedin subsection46A(1) will be extendedto includepremisesoccupiedby
personsto whompermissionto supplyunapprovedtherapeuticgoodshavebeengranted
undersections19 andnew 19A (subsection46A(4)). This will enablethe proper
monitoringof personswho havebeengrantedapprovalfor theconditionalsupply of
therapeuticgoodsthat havenot beenevaluatedor scrutinisedby the TherapeuticGoods
Administrationbut that havebeenpermitted to be suppliedunderspecialcircumstances.

Section46B enablesan authorisedpersonto enterpremisesandexercisepowersunder
this provisionwithout a warrantwherehe or shehasreasonablegroundsfor believing that
thereis somethingin thosepremisesthatcontravenestheAct and that it would be
necessaryin the interestsof public healthfor theauthorisedpersonto searchfor and seize
the thing to avoidan imminent risk of death,seriousillnessor seriousinjury. Unlessan
authorisedpersonproduceshis or her identity card whenaskedto do so by the occupierof
premises,the authorisedpersoncannotexerciseany of the powerslisted undersubsection
46B(1).

Section47 replacestheexisting section47 to clarify thepowersof the authorisedperson
who entersandconductssearchesof premisesto obtain evidenceof a commissionof an
offence, and the circumstancesunderwhich thosepowersmay be exercised. These
powershavebeenbrought into line with presentcriminal law provisionsas setout in the
Crimes (SearchWarrantsandPowers ofArrest) Act 1994.

For the purposesof securingparticularrelevantevidence,subsection47(1) enablesan
authorisedpersonto enterany premiseswherehe or she hasreasonablegroundsfor
believing that thepremisesmight contain that evidence,or that thing, that could establish
whetheror not an offencemay havebeencommittedagainstthe Act or Regulations.

Subsections
47(2) and (3) provide that anauthorisedpersonmay only enterpremiseswith

the permissionof the occupierof thosepremises,or undera warrantissuedin accordance
with section50 of theAct. Providing a lawful entry hasbeenmade, the authorisedperson
may seizethe particularevidencehe or shebelievedwason the premisesandsubsequently
found, andexercisethe powerslisted undersection48(1) of the Act.
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If, in the courseof searchingpremisesfor a particularthing, somethingelseis found that
the authorisedpersonreasonablybelieveswould be relevantto an offenceagainsttheAct,
that otherevidenceor thing may alsobe seizedif the authorisedpersonreasonably
believesthat a failure to do so may result in the loss, destructionor concealmentof that
evidenceor elsethething couldbe usedfor the commission,continuationor repetitionof
a commissionof an offenceagainstthe Act.

Item 42 - Subsections48(1) and(2) replaceexistingsubsections48(1) and (2) by
updatingthe searchandseizurepowersto bring it in line with comparableprovisionsin
otherrecentCommonwealthlegislation. The powersrelateto and include the searchof
premisesand things found on premises,the inspection,examinationand testingof things
on premisesrelating to therapeuticgoods,the taking of photographs,or other formsof
recordings,of premisesand things,inspectionandcopying of recordsand anyother
documentationandotherpowers.

Item 43 - Subsection48(3) translatesthe currencyvalueof thepenaltyto its equivalent
“penalty units”.

Item 44 insertsnew Sections48A, 48B, 48C, 48D, 48E, 48F,48G,48H & 48J.

Section48A providesthat if a warrantin relation to premisesis beingexecuted,a copy of
the warrantmustbe madeavailableto the occupierof the premises. The authorised
personresponsiblefor the executionof the warrantmust identify himself or herself. In
order to preventforgery or otherwrongful useof the warrantcopy, subsection48A(3)
providesthat the copyneednot include the signatureof theMagistratewho issuedthe
warrant.

Section48B providesthat beforeany authorisedpersonenterspremisesundera search
warranthe or shemustannouncethat he or she is authorisedto enterandgive any person
at the premisesan opportunityto allow entry to the premises,unlessthereare reasonable
groundsto believethat immediateentry to thepremisesis requiredto ensurethe safetyof
a personor that the effectiveexecutionof the searchwarrantis not frustrated.

Subsection48C(1) providesthat the authorisedpersonmay operateequipmentat the
premisesto seewhetherthe evidentialmaterialis accessibleor he or shebelievesthat the
equipmentmay be operatedwithout damagingit. Subsection48C(2) provides that, if
evidentialmaterialis accessible,the authorisedpersonmay seizetheequipmentor any
disk, tape or otherassociateddevice,or operatethe equipmentto obtain a print out and
seizedocumentsproduced,or copy the recordsto anotherstoragedeviceandremoveit
from thepremises.

Subsection48C(3) is intendedto encouragethe seizureof printoutsor duplicatediscs
whereverpossible. It providesthat an authorisedpersonmay seizeequipmentunder
subsection(2) only if it is not practicableto put thematerialinto documentaryform or
copy themto a storagedeviceor if possessionby the occupierof the equipmentcould
constitutean offence. Whereoriginal materialis seized,section48Erequiresthe
authorisedpersonto provide a copy of thething or informationto the occupierunlessits
possessionconstitutesan offence.
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Subsection48C(4) providesthat the authorisedpersonmay securetheequipmentby
locking it up or guardingit if he or shebelieveson reasonablegroundsthat the evidential
materialmay be accessibleby operatingthe equipmentat the premisesbut expert
assistanceis neededto operatethe equipmentand the evidentialmaterialmay be destroyed
or otherwiseinterferedwith if the equipmentis not securedin the meantime. This is
necessaryto ensurethatwhere theequipmentis moresophisticatedthan expectedand
cannotbe accessedor moved, thenthe opportunityto obtainexpertassistanceandto‘ preserveevidentialmaterialis not lost. Material accessibleon a computercanof course
be removedwith a swift keystrokefrom an operator. It is possibleto preprogramthe
equipmentto erasethe evidencein this way.

Subsection48C(5) requiresthe giving of notice to theoccupier in caseswhere equipment
may be securedfor a periodnot exceeding24 hours.

Subsection48C(6) allows the equipmentto be securedfor either24 hoursor suchlesser
periodwhenexpertassistanceis obtainedto operatetheequipmentfor thepurposesof this
Part.

Subsection48C(7) allows an authorisedpersonto apply to a magistratefor an extensionof
the time neededfor securingthe equipmentif he or shebelieveson reasonablegrounds
that the expertassistancewill not be available within the 24 hour period. The application
mustsatisfy the criteria in subsection48C(4). The occupiermustbe given noticeunder
subsection48C(8) andhasa right to be heardin relation to the application.

Section48D providesthat if damageis causedto equipmentas aresult of it being
operatedas mentionedin s.48Cand thedamageresultedfrom insufficient carebeing
exercisedeither in selectingthe personto operatethe equipmentor by the person
operatingit, compensationis payableto the owner.

Compensationis payableout of a specialAppropriationby the Parliamentnot from the
TherapeuticGoods AdministrationReserve. In determiningthe amountpayable,regardis
to be had to whetherthe occupierhadprovidedany warningor guidanceto the operation
of the equipment. This is to minimise compensationin caseswheretherehasbeena
deliberateprogrammingof softwareto destroyor causedamageif not accessedin a
particularmanneror wherethe occupierfailed to mitigatedamageby providingwarning
or guidance.

Subsection48E requiresan authorisedperson,on request,to give a copy of a thing or
informationseizedthatcanbe readily copied. This doesnot apply if no original material
was seizedunderparagraphs48C(2)(b)or (c) or if possessionof the thing seizedcould
constitutean offence.

Section48Fprovides thatoccupiersor their representativesmay chooseto observethe
searchingof the premisesproviding they do not impedethe conductof the searchin any
way. The right to searchdoesnot precludeauthorisedpersonsfrom searching2 or more
areasof the premisesat the sametime.
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Section48Gprovidesthat receiptsare to be issuedto occupiersfor thingsseized. Under
this provisionit will be possiblefor the itemsto be listedon the samereceipt. It is not
envisagedthatauthorisedpersonswould be requiredto identify absolutelyevery item
individually wherethoseitemscanbeadequatelyidentified by a classdescription.

Section 48HprescribeswhenthingsseizedunderPart 5A of the Act mustbe returned.
Unless a court has orderedotherwise,theseizedthing mustbe returnedwherethereason
for its seizureno longer exists,where it is forfeited or forfeitable to the Commonwealth,
or where it will not be usedas evidenceor after 90 dayshaveexpiredfrom theday it was 4
seized,unlessproceedingsin which theseizedthing will be usedhavebeenbrought
againstan offenderwithin the90 day limit and the proceedingshavenot finished,or an
extensionof time for theretentionof the seizedthinghasbeengrantedby a Magistrate,or
theauthorisedpersonis otherwiseentitled to keepthe thing beyond90 daysor to destroy
or disposeof it pursuantto some law or court order. Wheretheseizedthing is returned,
it may be returnedon suchtermsandconditionsas theSecretaryseesfit.

Section48Jprescribeshow anauthorisedpersonmay apply to a Magistrateto retaina
seizedthing or evidencebeyondthe90 day retentionperiodpermittedundersection48H
of theAct. Subsection48J(2)providesthat if theMagistrateis satisfiedthat it is
necessaryfor an extensionof time to be grantedto enablethe authorisedpersonto
investigatewhetheror not an offencehasbeencommittedagainstthe Act or to enablethe
evidenceto be securedfor the purposesof a prosecution,the Magistratemay grantan
extensionfor suchperiodasis specifiedin an order. Before making an applicationunder
this section,an authorisedpersonmust takereasonablesteps to establishwho hasan
interestin theretentionof theseizedgoodsand, if practicable,notify suchpersons.

Item 45 - Subsection49(2) is amendedto enablea Magistrateto issuea warrantunder
section49 that permitsmorethan oneauthorisedpersonto enterthe samepremisesfor the
purposesof establishingwhetherthe Act andRegulationshavebeencompliedwith.

Item 46 - Paragraph49(4)(a) is amendedto reflect the changemadeto subsection49(2)
of the Act, to refer to morethanoneauthorisedpersonpermittedto enterpremisesto
establishcompliancewith theAct.

Item 47 - Subsection50(2) redescribesevidencewith the description“evidential
material”, as definedin section45A.

Items48 and49 - Paragraph50(4)(a)hasbeenamendedto makeit quite clearthat a
Magistratecanissuea warrantunderthis sectionthat permitsmore than oneauthorised
personto enterthe samepremisesfor thepurposeof obtainingevidenceor a thing relating
to a commissionof an offenceagainstthe Act or Regulations. Consequently,paragraph
50(4)(b) hasbeenamendedto reflect this amendment- ITEM 49.

Items50 and51 - Subparagraphs50(4)(b)(ii) & (iii) are furtherconsequential
amendments,thefirst to makecorrectreferencesto those provisionsthat containthe
powersthat may be exercisedby authorisedpersons,the secondto replacethe referenceto (
“evidence”with “thing”, consistentwith terminologyusedin amendedsection47.
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Items 52, 53 and 54 - the changesmadeto subparagraph51(5)(a)(ii) & paragraph
~ 51(5)(b)& subsection51(6) merelyclarify that the referencesto “persons” in those

provisionsreferto “authorisedpersons”as defined in section3(1) of the Act.

Item 55 insertsnew SectionSiB. SectionSiB createsan offenceof knowingly making a
falseor misleadingstatementin an applicationfor a warrantunderthis Part. The
maximumpenaltyfor this offenceis imprisonmentfor 2 years. The sectionalso creates
offencesarising from the preparation,andexecution,of a form of warrantobtainedby
telephoneundersection51. It is an offencefor a personto namea personin a form of
warrant as the Magistrateunlessthat Magistrateissuedthe warrant, or to knowingly state
in a warrantsomethingmateriallydifferentfrom that authorisedby the Magistrate. It is
also an offenceto purport to executean unauthorisedor false form of warrantor to give
an issuingofficer a form of warrant that is not the form that the personpurportedto
execute. Offencesunderthis section arepunishableby imprisonmentfor up to 2 years.

Item 56 - Subsection52(2) hasbeenomittedbecauseits contentshavebeenmovedto
amendedsections46, 46A and47 which containthe powersfor entry andsearch. The
provisionrequiresanauthorisedpersonenteringpremisesfor thepurposesof conducting
searchesor obtainingevidenceto producehis or her identity card for inspectionwhere
requestedto do so by theoccupantof the premises.

Item 57 - Subsection52(3) substitutesthedescriptionof the penalty,expressedin
currency,with its equivalent “penalty units”.

Item 58 inserts a newheading“PART 6 - MISCELLANEOUS”.

Item 59 - Subsections54(1) & (2) hasthe effect of changingall the indictableoffences
underthe Act and regulationsinto summaryoffences,exceptthoseoffencesdescribed
undersections22A, 29A and29B. Theserelate to theseriousoffencesof sponsorsfailing
to notify theSecretaryof adverseeffectsof therapeuticgoodswherethis is known to the
sponsorof thegoods,andof making false or misleadingstatementsof a materialnature
whenapplying to registertherapeuticgoods.

Item 60 - Subsection54(3) removesa qualifier in thatprovisionwhich presentlyprevents
goodsthe subjectof a successfulprosecutionfrom being forfeited, wherethe prosecution
wasfor an indictableoffence. This amendmentwill enabletherapeuticgoods
to be forfeitedto theCommonwealthwherethey are subjectof a successfulprosecutionin
relation to eithera summaryor an indictableoffenceunderthe Act, not just theformer.

Items61 and62 - Subsection54(6), which prescribesa two year time limit for
commencingprosecutionfor indictableoffences,is repealedandreplacedwith a new
Section54A which provides thata prosecutionfor any offenceagainstthe Act mustbe
commencedwithin threeyearsafter the commissionof the offence.

Item 63 - omits Subsection55(9) becauseits contentshavebeenmovedto new subsection
3(7), describedabove.
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Item 64 insertsnew Section56A. This sectionpermits theSecretary,or a person
authorisedto do so by theSecretary,to issuecertificatescontainingstatementsof certain
factsand,unlessrebuttedby thedefendant,thefactscontainedin those certificateswill be
prima facieevidenceof thosemattersfor the purposesof proceedingsbroughtunderthe
Act in respectof thecommissionof offencesagainsttheAct or Regulations. The facts
that maybe assertedin the certificatesare confinedto thoselisted underparagraphs
56A(1)(a)to (1) inclusive.

The matterscoveredby paragraphs56A(1)(a)to (1) relateto the making of certain
statutoryinstrumentsunderthe Act or Regulations,or are factsthat are publishedin the
GovernmentGazetteor are recordedin or canbeascertainedfrom recordsmaintainedby
the TGA including theAustralianRegisterof TherapeuticGoods,which theSecretaryis
requiredto maintainpursuantto section17 of the Act. Thesefactsare that at a particular
timeor overa particularperiod:

* Particulartherapeuticgoodswerenot exemptedfrom the requirementto be included

in the Register;
* The Secretarydid not give his or herapprovalundersection 19 or section 19A of

the Act to permit a personto supplyparticularunapprovedtherapeuticgoods;
* Particulartherapeuticgoodswerenot registeredor listed in theAustralianRegister

of TherapeuticGoods;
* The inclusionof registeredor listed goodsin the Registerwere included subjectto

conditions,which include those describedin the certificate;
* The listing or registrationof particulargoodswascancelled;
* No declarationundersection 7 wasmadeby the Secretarydeclaringthat particular

goodsare, or are not, therapeuticgoods;
* A personwas a holderof a manufacturinglicence issuedunderPart 4 of the Act;
* The conditionsapplying to a particularmanufacturinglicence;
* No exemptionwaseffectedundersection 34(1) of theAct to exemptparticular

goodsor a classof goodsfrom the requirementto be manufacturedunderlicence;
* No otherexemptionappliesor appliedto exempta particularmanufacturerfrom the

requirementto obtain a relevantlicencein accordancewith Part 4 of the Act.

Undersubsection56A(2),acertificatemay certify more than oneof thematterslisted in
paragraphs56A(1)(a) to (1) inclusive.

New subsection56A(4) providesthat whereproceedingsare broughtundersection 14 of
the Act againsta personthat hasexportedfrom, importedinto or suppliedfor use in
Australiatherapeuticgoods,being goodsthat do not comply with relevantstandards,the 4
Secretarymay issuea certificateto the effect that heor shehasnot consented,or has
consented,to the exportation, importationor supply of thegoodsthat arethe subjectof
thoseproceedings. The certificateis prima facieevidenceof thosematters.

New subsection56A(5) providesthat wherea proceedingfor an offenceagainstthe Act or
Regulationsis brought,a documentpurportingto be a certificateissuedundersection56A
is to be takento be sucha certificateunlessprovenotherwise.
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Items65 and67 - Subsections57(1) and57(7) providefor an additional qualifier to the
generalpowerof the Secretaryto delegatehispowersto any officer in the Department.
This qualifier set out in subsection57(8) appliesto the exerciseof powersundernew
section19A to granttemporaryapprovalfor the generalmarketingof certainregistrable
drugs(being thoseincludedin Schedule10 of theTherapeuticGoods Regulationsor such
drugsas may be includedin a disallowableDeterminationmadeby the Secretary)that
havenot beenevaluatedandregistered. This powermay only be delegatedto the National
Managerof theTherapeuticGoods Administrationor the Director of Drug Safetyand
EvaluationBranch, or both.

Item 66 - Paragraph57(4)(b) replacesthe incorrectword ‘aurthorised with the correct
authorised’

Items68, 69 and70 - Subsections60(1), (3) & (4) includeconsequentialamendments
that makereferenceto the changesmadeby new section60A describedbelow, relating to
appealsby applicantsof decisionsmadeundersection25 of the Act in respectof the
registrationof therapeuticgoods.

Item 71 - new Section60A applies to appealsmadeagainstdecisionsof the Secretary
undersection25 of the Act Theseconcerndecisionsto registeror not register
therapeuticgoodsin the AustralianRegisterof TherapeuticGoods.

New section60A qualifies the way in which appealsagainstdecisionsmadeundersection
25 of the Act are to bedealtwith. Under section25 registrabletherapeuticgoodsmust
undergorigorous scrutiny for thepurposesof establishingwhetherthey maybe approved
for generalmarketing. The decisionto approverestswith the Secretary,following a long
processof evaluationinvolving expertadvicedrawnfrom numerousdisciplinesincluding a
specialistcommitteeset up underthe TherapeuticGoodsRegulationsto make
recommendationsconcerningthis matter.

New section60A applies to circumstanceswherethe Secretarymakesa decisionunder
section25 andan aggrievedparty affectedby thedecisionlodgesan appeal,togetherwith
new information to supportthat appeal,with the Ministerundersection60 of the Act.
The Minister must, for the purposesof review, eithertakeinto accountany new material
lodgedby the applicantfor review wherethe Minister or his delegateis capableof
processingthat material, or elseremit thematter to a personwho hasbeendelegated
powersto makedecisionsundersection 25 of theAct, so that the new informationmay be
properlyevaluatedby relevantexperts New material in relation to the productthe
subjectof a review, refersto relevantinformation that cameinto existencebefore a
decisionwas madeundersection25 of the Act and that hadnot beenevaluatedunderthat
sectionby the Secretary. Wherenew materialis presentedbefore theAdministrative
AppealsTribunal (‘the Tribunal ) on appealfrom theMinister’s decisionunderthis
section,the Tribunal is precludedfrom consideringany new material unlessthis wastaken
into accountby the Minister undersubsection60A(2). Wherethe Tribunal is precluded
from consideringthe new material, it may remit the new materialto a personwho has
beendelegatedpowersto makedecisionsundersection25 of theAct.
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Where the Ministeror theTribunal remits to a personwho hasbeendelegatedpowersto
makedecisionsundersection25 of theAct new material for reconsideration,the delegate
mustmakea decisionpursuantto that provisionas thoughthe applicanthadmadea fresh
application,providing theapplicanthaspaid the appropriateevaluationfees that an
applicantundersection24 of the Act would havebeenrequiredto pay. The decisionof a
delegateunderthis sectionis reviewableundersections60 and60A of the Act.

The effectof this amendmentis to encouragesponsorsapplying for generalmarketingof
therapeuticgoodsto lodge all relevantmaterial with the Secretaryso that the vigorous 4
evaluationprocessemployedin processingtheproductmay be conductedproperly in
respectof all materialsoughtto be relied upon by theapplicant,and that whenreview of a
decision is undertakenby the AdministrativeAppealsTribunal any technicalandscientific
datanot previouslyevaluatedby theSecretarywould first undergoproperevaluation
beforethe matteris consideredby the Tribunalanda decisionon merits is made.

Item 72 - Paragraph63(2)(j) substitutesthe currencydescriptionof the penaltywith its
equivalent“penalty units”.

Item 73 - Savingsprovisionensuresthat Regulationsalreadymadein respectof the
previousparagraph20(2)(d) beforeits replacementunderItem 10 with equivalent
paragraph20(2)(a)will continueto operateas thoughit weremadeundernew paragraph
20(2)(a).
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