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THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - LONG TITLE

SECT
An Act rdating to therapeutic goods

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - PART 1
PART 1- PRELIMINARY

THERAPEUTIC GOODSACT 1989 No. 21 of 1990- SECT 1
Short title

SECT
(Assented to 17 January 1990)
1. This Act may be cited as the Therapeutic Goods Act 1989.

(Minigter's second reading speech made in-
House of Representatives on 26 October 1989
Senate on 12 December 1989)

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 2
Commencement

SECT

2. This Act commences on the day after the day on which a House of the
Parliament approves regulations made under this Act in the same form as
approved by the other House, provided that:

(@ not more than 90 days have & gpsed; and

(b) the places of Senators have not become vacant under section 13 of the
Condtitution; and

(c) adissolution or expiration of the House of Representatives has not
occurred,



between the gpprova of one House and the approva of the other House.

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 3
Interpretation

SECT

3. (1) Inthis Act, unless the contrary intention gppears.

"advertissment”, in relaion to thergpeutic goods, includes any Satement,
pictoria representation or design, however made, thet isintended, whether
directly or indirectly, to promote the use or supply of the goods;

"authorised person”, in relation to a provison of this Act, means.

(@ an officer of the Department, of another Department or of an authority
of the Commonweslth; or

(b) an officer of:

(i) aDepartment of State of a State; or

(i) aDepatment or adminidrative unit of the Public Service of a
Territory; or

(iif) anauthority of a State or of a Territory;
being a Department, unit or authority that has functions reating to health
meatters; or

() amember of the Australian Federd Police;
who is authorised in writing by the Secretary to exercise powers under that
provison;

"batch" means a quantity of a product that is:

(@ uniform in composition, method of manufacture and probability of
chemica or microbia contamination; and

(b) made in one cycle of manufacture and, in the case of a product that is
derilised or freeze dried, sterilised or freeze dried in one cycle;

"bioburden", in relation to thergpeutic goods, means the quantity and
characterigtics of microorganisms present in the goods or to which the goods
may be exposad in a manufacturing environment;

"British Pharmacopoeid’ means the edition of the book of that name,
including any additions or amendments, that was in effect for the purposes of
the Therapeutic Goods Act 1966 immediately before the commencement of this
section and, if additions or amendments of that book are made after that
commencement, or new editions of that book are published after that
commencement, includes those additions or amendments, or those new editions,
from a day specified by the Minister by order published in the Gazette;

"British Pharmacopoeia (Veterinary)" meansthe latest edition of the book of
that name, including any additions or amendments, published on the
recommendetion of the Medicines Commission of the United Kingdom immediately
before the commencement of this section and, if additions or amendments of
that book are made after that commencement, or new editions of that book are
published after that commencement, includes those additions or amendments, or
those new editions, from a day specified by the Minister by order published in
the Gazette,

"container”, in relation to therapeutic goods, means the vessd, bottle,
tube, ampoule, syringe, vial, sachet, strip pack, blister pack, wrapper, cover



or other amilar article that immediately covers the goods, but does not
include an article intended for ingestion;

"corporation” means a body corporate thet is:

(@ aforeign corporation; or

(b) atrading corporation formed within the limits of the Commonwedth or a
financid corporation so formed;

"directions for usg", in relaion to thergpeutic goods, includesinformation
on:

(8 appropriate doses of the goods; and

(b) the method of adminigtration or use of the goods; and

(c) thefrequency and duration of treatment for each indication of the
goods, and

(d) the use of the goods by persons of particular ages or by persons having
particular medica conditions;

"exempt goods', in relation to a provision of Part 3 or 4, means thergpeutic
goods that are exempted from the operation of that Part by the regulations;

"exempt person’, in relation to therapeutic goods, means a person exempted
from the operation of Part 4 in relaion to those goods by the regulations;

"financia corporation” means afinancid corporation within the meaning of
paragraph 51 (xx) of the Condtitution;

"foreign corporation” means a foreign corporation within the meaning of
paragraph 51 (xx) of the Congtitution;

"indications’, in relaion to thergpeutic goods, means the pecific
thergpeutic uses of the goods;

"labd", in relation to thergpeutic goods, means adisplay of printed
information:

(& on or atached to the goods; or

(b) on or attached to a container or primary pack in which the goods are
supplied; or

() supplied with such a container or pack;

“licence" means alicence under Part 4;

"listable devices' means therapeutic devices that are required to be
included in the part of the Regigter for listed goods;

"listed goods' means therapeutic goods that are included in the part of the
Regigter for goods known as listed goods;

"ligting number", in relation to listed goods, means any combination of
numbers, symbols and |etters assigned to the goods under section 27;

"manufacture’, in relation to thergpeutic goods, means.

(8 to produce the goods; or

(b) to engagein any part of the process of producing the goods or of
bringing the goods to their find date, including engaging in the processing,
assembling, packaging, labelling, storage, Sterilising, testing or releasing
for sale of the goods or of any component or ingredient of the goods as part
of that process;

"manufacturing premises’ means a building, a part of abuilding or agroup
of buildings on one or more Stes.

(@ that isfor usein the manufacture of a particular kind of thergpeutic
goods, and

(b) at which the same persons have control of the management of the
production of the goods and the procedures for quality contral;



"manufacturing principles’ means the principles for the time being having
effect under section 36;

"premises’ includes

(@ adructure, building, arcraft, vehicle or vessd; and

(b) aplace (whether enclosed or built upon or not); and

(c) apart of athing referred to in paragraph (a) or (b);

"presentation”, in relation to thergpeutic goods, means the way in which the
goods are presented for supply, and includes matters relating to the name of
the goods, the labelling and packaging of the goods and any advertisng or
other informationa material associated with the goods;

"primary pack”, in relaion to thergpeutic goods, means the complete pack in
which the goods, or the goods and their container, are to be supplied to
consumers,

"quality”, in relaion to therapeutic goods, includes the composition,
strength, potency, stability, stexility, purity, bioburden, design,
congtruction and performance characteristics of the goods;

"Regiger” means the Audrdian Register of Thergpeutic Goods maintained
under section 17;

"registered goods' means therapeutic goods included in the part of the
Register for goods known as registered goods;

"regidration number", in relation to registered goods, means any
combination of numbers, symbols and letters assigned to the goods under
section 27;

"Secretary” means the Secretary to the Department;

"gponsor”, in relation to thergpeutic goods, means a person who:

(@ exports, or arranges the export of, the goods from Austrdia; or

(b) imports, or arranges the importation of, the goods into Austraia; or

(o) in Augtrdia, manufactures the goods, or arranges for another person to
manufacture the goods, for supply (whether in Australia or elsewhere);

but does not include a person who exports, imports or manufactures goods
on behdf of another person;

"standard”, in relation to therapeutic goods, means a sandard that:

(@ isgpecified in an order under section 10 that is gpplicable to the
goods; or

(b) if no such order is applicable to the goods but the goods are the
subject of amonograph in:

(1) inthe case of goodsfor usein humans - the British Pharmacopoeia; or

(i) inthe case of goodsfor usein animas - the British Pharmacopoea
(Veterinary);
is condtituted by the statements in that monograph;

"supply"” indudes:

(@ supply by way of sde, exchange, gift, lease, loan, hire or
hire-purchase; and

(b) supply, whether free of charge or otherwise, by way of sample or
advertisement; and

() supply, whether free of charge or otherwise, in the course of testing
the safety or efficacy of therapeutic goods in persons or animds; and

(d) supply by way of adminigtration to, or gpplication in the treetment of,
aperson or animd;

"therapeutic devices' means thergpeutic goods other than goods that are



represented to achieve, or are likely to be taken to achieve, any of the
principa purposes of thelr use asaresult of chemica action within or upon
the body of a person or animal, but does not include therapeutic goods
declared by the Secretary, by order published in the Gazette, not to be
therapeutic devices,

"therapeutic goods' means goods.

(@ that are represented in any way to be, or that are, whether because of
the way in which the goods are presented or for any other reason, likely to be
taken to be:

(i) for therapeutic use; or

(i) for useasaningredient or component in the manufacture of
therapeutic goods; or

(iif) for use asacontaner or part of a container for goods of the kind
referred to in subparagraph (i) or (ii); or

(b) included in aclass of goodsthe sole or principa use of whichis, or
ordinarily is, atherapeutic use or ause of akind referred to in
subparagraph (@) (i) or (iii);

and includes goods declared to be therapeutic goods under an order in
force under section 7, but does not include:

(c) goods declared not to be therapeutic goods under an order in force
under section 7; or

(d) goodsin respect of which such an order isin force, being an order
that declares the goods not to be therapeutic goods when used or labelled in
the way specified in the order where the goods are used or labelled in that
way; or

(e) foods;

"thergpeutic usg' means usein or in connection with:

(@ preventing, diagnosing, curing or dleviating a disease, allment,
defect or injury in persons or animals; or

(b) influencing, inhibiting or modifying a physiologica processin persons
or animas, or

(¢) tedting the susceptibility of persons or animasto adisease or
alment; and indudes use in, or in connection with, contraception or testing
for
pregnancy;

"trading corporation” means a trading corporation within the meaning of
paragraph 51 (xx) of the Condtitution.

(2) For the purposes of this Act:

(8@ therapeutic goods are to be taken to be for use in animasif:

(i) the goods bear a name or description that indicates, or islikely to
give the impression, that the goods are intended for usein animas and are
not intended for usein humans, or

(i) the goods are otherwise represented, or otherwise purport, to be
intended for usein animals and not intended for use in humans, and

(b) thergpeutic goods are to be taken to be for use in humansif they are
not solely for usein animals.

(3) The Secretary mugt, at least once in each year, cause to be published in
the Gazette alist of the names of dl personswho are, a the time of
publication, authorised persons.

(4) The provisons of this Act arein addition to, and not in subgtitution



for, the provisons of any other Act that relate to thergpeutic goods.

(5) For the purposes of this Act, the presentation of thergpeutic goodsis
unacceptableif it is capable of being mideading or confusing asto the
content or proper use of the goods and, without limiting the previous words in
this subsection, the presentation of thergpeutic goods is unacceptable:

(@) if it states or suggests that the goods have ingredients, components or
characterigtics that they do not have; or

(b) if aname gpplied to the goods is the same as the name applied to other
thergpeutic goods that are supplied in Austraia where those other goods
contain additiond or different thergpeutically active ingredients; or

(c) if thelabel of the goods does not declare the presence of a
thergpeuticaly active ingredient; or

(d) if aform of presentation of the goods may lead to unsafe use of the
goods or suggests a purpose that is not in accordance with conditions
goplicable to the supply of the goodsin Audtrdia; or

(€) in prescribed cases.

(6) A referencein this Act to an annua registration charge, an annua
listing charge or an annud licensing charge is areference to such acharge
imposed under the Therapeutic Goods (Charges) Act 1989.

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 4
Object of Act

SECT

4. The object of this Act isto provide, so far asthe Congtitution permits,
for the establishment and maintenance of anationd system of controls
relating to the qudity, safety and efficacy of thergpeutic goods that:

(@ areused in Audrdia, whether those goods are produced in Austraia or
elsewhere; or

(b) are exported from Audtrdia

THERAPEUTIC GOODSACT 1989 No. 21 of 1990 - SECT 5
Act to bind Crown

SECT

5. This Act binds the Crown in right of the Commonwedlth, of each of the
States, of the Audtrdian Capita Territory and of the Northern Territory, but
nothing in this Act renders the Crown ligble to be prosecuted for an offence.

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 6
Operation of Act

SECT
6. (1) ThisAct appliesto:



(@ things done by corporations; and

(b) things done by naturd persons or corporationsin so far asthose
things are done:

(i) inthe course of, or in preparation for, trade or commerce between
Audrdiaand aplace outsde Audrdia, among the States, between a State and
aTerritory or between 2 Territories; or

(i) under alaw of the Commonwedth relating to the provision of
pharmaceutica or repatriation benefits; or

(iii) in relation to the Commonwedth or in relaion to an authority of the
Commonwedth.

(2) Without limiting the effect of this Act gpart from this subsection, this
Act a0 has the effect it would have if the reference in paragraph (1) (a) to
things done by corporations were confined to things done by trading
corporations for the purposes of their trading activities.

(3) The provisons of this Act are intended to gpply to the exclusion of any
law of a State or Territory, other than laws identified in the regulations for
the purposes of this subsection.

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 7
Goods may be declared to be or not to be therapeutic goods

SECT

7. (1) Where the Secretary is satisfied that particular goods or classes of
goods:

(8 areor are not therapeutic goods; or

(b) when used or labelled in aparticular way, are or are not therapeutic
goods;
the Secretary may, by order published in the Gazette, declare that the goods,
or the goods when used or labelled in that way, are or are not, for the
purposes of this Act, therapeutic goods.

(2) The Secretary may exercise his or her powers under this section of his
or her own motion or following an gpplication made in writing to the
Secretary. (3) A declaration under this section takes effect on the day on
which the declaration is published in the Gazette or on such later day asis
specified in the notice.

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 8
Power to obtain information with respect to thergpeutic goods

SECT

8. (1) The Secretary may, by notice in writing given to a person who has
imported into Australiaor has supplied in Audrdia

(@ therapeutic goods; or

(b) goodsin rdation to which the Secretary is consdering making a
declaration under section 7;
request the person to give to an officer of the Department identified in the



notice, within such reasonable period asis specified in the notice,
information in writing required by the natice concerning the compostion,
indications, directions for use or labelling of the goods or concerning
advertisng materia relaing to the goods.

(2) A person must not, without reasonable excuse, fal to comply with a
natice given to the person under this section.

(3) A person must not, in purported compliance with a notice under this
section, knowingly or recklesdy provide information thet isfdse or
mideading in ameaterid particular.

Penalty: $6,000.

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 9
Arrangements with States etc.

SECT
9. (1) The Minister may make arrangements with the appropriate Minister of a
State, of the Australian Capitd Territory or of the Northern Territory for
the carrying out by that State or Territory, on behaf of the Commonwedlth,
Of.

(@ theevauation of thergpeutic goods for regigtration; or

(b) theingpection of manufacturers of theragpeutic goods; or

(c) other functions under this Act or the regulations.

(2) An arrangement under this section may provide for the payment to a State
or Territory of amounts in respect of the performance of functions under the
arrangement.

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - PART 2
PART 2 - STANDARDS

THERAPEUTIC GOODSACT 1989 No. 21 of 1990 - SECT 10
Determination of sandards

SECT

10. (1) The Minister may, by order published in the Gazette, determine that
matters specified in the order congtitute a standard for thergpeutic goods or
aclass of thergpeutic goods identified in the order (whether or not those
goods are the subject of amonograph in the British Pharmacopoeia or the
British Pharmacopoeia (Veterinary)).

(2) Without limiting the generdity of subsection (1), an order establishing
agtandard for thergpeutic goods may:

(@ be specified by referenceto:

(i) the qudity of the goods, or

(i) the quantity of the goods when contained in specified containers; or

(iii) proceduresto be carried out in the manufacture of the goods; or



(iv) amonograph in the British Pharmacopoeia or the British Pharmacopoeia
(Veterinary); or

(v) amonograph in another publication gpproved by the Minister for the
purposes of this subsection; or

(vi) such amonograph as modified in a manner specified in the order
establishing the standard; or

(vii) agtandard published by the Standards Association of Audtrdia; or

(viii) such other matters asthe Minigter thinksfit; or

(b) require that a matter relating to the standard be determined in
accordance with a particular test; or

(c) require that therapeutic goods or a class of therapeutic goods
identified in the order be labelled or packaged in amanner, or kept in
containers that comply with requirements, specified in the order.

(3) Without limiting the generdity of paragraph (2) (c), the Minister may,
in an order establishing a standard, direct that there be set out, in a manner
specified in the order, on:

(@ thergpeutic goods or a class of thergpeutic goods identified in the
order; or

(b) acontainer or package containing therapeutic goods or a class of
therapeutic goods identified in the order; or

(c) alabd of therapeutic goods or a class of therapeutic goods identified
in the order;
such particulars as are required by the order.

(4) The Minister must not determine a standard or amend or revoke a standard
unless the Minister has consulted with respect to the proposed action with a
committee established by the regulations to advise the Minister on standards.

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 11
Date of effect of sandards

SECT

11. A standard under section 10 takes effect on the day on which the order
establishing the standard is published in the Gazette or on such later day as
IS specified in the order.

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 12
Standards to be disdlowable

SECT

12. Standards under section 10 and orders revoking, varying or modifying
standards of that kind are disallowable insruments for the purposes of
section 46a of the Acts Interpretation Act 1901.

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 13
Specid provisons relating to sandards



SECT

13. (1) Unlessthe contrary intention appears in a standard, the standard
gppliesto thergpeutic goods for use in humans and thergpeutic goods for use
inanimas.

(2) For the purposes of this Part, where a statement in a monograph in the
British Pharmacopoeia or the British Pharmacopoeia (Veterinary) refersto a
gatement in a monograph in another publication, the first-mentioned statement
isto be taken to include the other statement.

(3) Subject to subsection (4), where:

(&) agandard applicable to thergpeutic goods is congtituted by statements
in amonograph in the British Pharmacopoeia or the British Pharmacopoeia
(Veterinary); and

(b) requirements gpplicable to the labdlling or packaging of the goods are
specified in the British Pharmacopoeia or the British Pharmacopoeia
(Veterinary); and

(¢) the goods are not labelled or packaged in accordance with those
requirements,
the goods are to be taken not to comply with that standard.

(4) Where:

(8 agandard under section 10 gpplies to therapeutic goods, and

(b) requirements applicable to the goods are specified in the British
Pharmacopoeia or the British Pharmacopoeia (Veterinary); and

() those requirements are incongstent with the requirements specified in
the standard;
the requirements referred to in paragraph (b) are, so far asthey are
inconsstent, to be disregarded for the purposes of this Act.

(5) Where:

(@ astandard appliesto aclass of therapeutic goods; and

(b) another standard gpplies to some only of the thergpeutic goods within
that class; and

(¢) those standards are inconsistent;
the standard referred to in paragraph (a) is, to the extent of the
inconsgtency, of no effect in relation to the goods referred to in paragraph
(b).

(6) Where:

(@ thergpeutic goods cons g, or are represented to consst, of amixture
of ingredients or of a combination of component parts, and

(b) astandard is gpplicable to the mixture or the combination; that
standard takes precedence over any standard that is applicable to the
ingredients or the component parts.

(7) Where:

(@ theragpeutic goods conss, or are represented to conss, of amixture
of ingredients or of a combination of component parts, and

(b) thereisno standard applicable to the goods but a standard is
gpplicable to at least one of the ingredients or component parts, and

(©) the Minigter has, by order published in the Gazette,
determined that the standard does not apply to the goods;
the stlandard is to be disregarded in so far asit would otherwise apply to the



goods.

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 14
Compliance with standards

SECT

14. (1) Except with the consent in writing of the Secretary, a person must
not:

(@ import therapeutic goods into Audtrdia; or

(b) supply thergpeutic goods for usein Audrdia;
if the goods do not conform with a standard applicable to the goods.

Penalty: $24,000.

(2) Paragraph (1) () does not apply to goods that do not conform with a
standard applicable to the goods by reason only of matters relaing to
labdlling or packaging.

(3) Except in exceptiond circumstances and with the consent in writing of
the Secretary, a person must not export therapeutic goods from Audrdiaif
the goods do not conform with a standard applicable to the goods (other than a
standard relating to the labelling of the goods for supply in Audrdia).

Pendlty: $24,000.

(4) Where:

(@ theimportation or exportation of goods is prohibited under subsection
(1) or (3); and

(b) the Secretary notifies the Comptroller-Genera in writing thet the
Secretary wishes the Customs Act 1901 to apply to that importation or
exportation;
the goods are, for the purposes of that Act, to be taken to be prohibited
imports or prohibited exports, as the case may be.

(5) The Secretary must, as soon as practicable after making adecision to
give aconsent under this section, cause particulars of the decision to be
published in the Gazette.

(6) The Secretary must, within 28 days after making a decision to refuse to
give a consent under this section, notify the goplicant in writing of the
decision and of the reasons for the decison.

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 15
Consent may be subject to conditions etc.

SECT

15. (1) The consent of the Secretary under section 14 may be given:

(@ unconditiondly or subject to conditions; or

(b) in respect of particular goods or classes of goods.

(2) Where a person breaches a condition of such a consent, the person is
guilty of an offence.

Penalty: $12,000.



THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - PART 3
PART 3 - AUSTRALIAN REGISTER OF THERAPEUTIC GOODS

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - DIVISION 1
Divison1- Prdiminary

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 16
Forms etc. of therapeutic goods

SECT

16. (1) For the purposes of this Part, therapeutic goods are to be taken to
be separate and ditinct from other therapeutic goods if they have:

(@ adifferent formulation, composition or design specification; or

(b) adifferent strength or sSze (disregarding pack size); or

(c) adifferent dosage form or modd; or

(d) adifferent name; or

(e) different indications; or

(f) different directions for use; or

(9) adifferent type of container (disregarding container Sze).

(2) The Secretary may, by order published in the Gazette, determine that a
group of thergpeutic goods identified in the order is, because of the common
characterigtics of the goods within the group, to be treeted as single
thergpeutic goods for the purposes of this Part.

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 17
Audrdian Register of Therapeutic Goods

SECT

17. (1) The Secretary isto cause to be maintained a register, to be known
asthe Audrdian Register of Thergpeutic Goods, for the purpose of compiling
information in relaion to, and providing for evaluation of, therapeutic goods
for usein humans

(2) Subject to subsection (3), the Regigter isto be kept in such form as
the Secretary determines.

(3) The Register isto contain 2 parts, one relating to goods to be known as
registered goods and the other relating to goods to be known as listed goods.
(4) The regulaions may:

(@ prescribe the therapeutic goods, or the classes of therapeutic goods,
that are required to beincluded in each part of the Regigter; and

(b) prescribe the ways in which goods that are included in one part of the
Register may be transferred, or may be required to be transferred, to the
other part of the Regidter.



THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 18
Exempt goods

SECT

18. (1) The regulations may, subject to such conditions (if any) asare
specified in the regulations, exempt thergpeutic goods or a class of
therapeutic goods identified in the regulations from the operation of this
Part.

(2) Where the regulations revoke an exemption, the revocation takes effect
on the day, not being earlier than 28 days after the day on which the
regulations are made, as is specified in the regulations.

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 19
Exemptions for speciad and experimenta uses
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19. (1) The Secretary may, by notice in writing, grant an gpprova to a
person for the importation into, or the exportation from, Audtraia or the
supply in Audrdia of pecified thergpeutic goods that are not either exempt
goods or goodsincluded in the Regidter:

(@ for usein the trestment of another person; or

(b) for use soley for experimental purposes in humans;
and such an approval may be given subject to such conditions as are specified
in the notice of gpproval.

(2) An application for an gpprova must be made to the Secretary and must:

(@ inthe case of an gpplication for use of the kind referred to in
paragraph (1) (a) - be accompanied by such information relating to the goods
the subject of the gpplication asis required by the Secretary; and

(b) inthe case of an gpplication for use of the kind referred to in
paragraph (1) (b):

(i) bemeadeinwriting; and

(i) be accompanied by such information relaing to the goods the subject
of the gpplication asis required by the Secretary; and

(iii) be accompanied by the prescribed evauation fee.

(3) Without limiting the conditions to which an approva under subsection
(1) may be made subject, those conditions may include a condition reaing to
the charges that may be made for the thergpeutic goods to which the gpproval
relates.

(4) Where an gpplication for an approva is made, the Secretary must, after
having consdered the gpplication and, in the case of an application for the
use of thergpeutic goods for experimenta purposes in humans, after having
evauaed the information submitted with the application, natify the applicant
of the decision on the gpplication within 28 days of making the decison and,
in the case of adecision not to grant the gpprova, of the reasons for the
decison.
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Offences by sponsors
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20. (1) A person who isthe sponsor of therapeutic goods must not knowingly
or recklesdy:

(@ import the goodsinto Audrdiafor usein humans; or

(b) export the goods from Austrdiafor usein humans, or

(c) manufacture the goods for supply in Audrdiafor use in humans, or

(d) supply the goodsin Audrdiafor usein humans,
unless:

(e) the goods are registered goods or listed goods in relation to the
person; or

(f) the goods are exempt goods or are the subject of an approval under
section 19.

Pendlty: $24,000. (2) A person in relation to whom therapeutic goods are
registered or listed must not knowingly or reckledy:

(@ import those goodsinto Augtrdia; or

(b) export those goods from Audtrdia; or

() supply those goodsin Audtrdia;
unless:

(d) the regigtration number or listing number of the goodsis set out on
the labdl of the goods in the prescribed manner or, in the case of an
importation, that number is S0 set out, or isto be so set out before the
goods are supplied in Audtrdia; or

(e) the goods are devices that are listed goods or are listed goods that
have been manufactured in Audtrdiafor export only.

Pendty: $6,000. (3) Where:

(@ theimportation or exportation of goodsis prohibited under subsection
(1); and

(b) the Secretary notifies the Comptroller-Generd in writing thet the
Secretary wishes the Customs Act 1901 to apply to that importation or
exportation;
the goods are, for the purposes of that Act, to be taken to be prohibited
imports or prohibited exports, as the case may be.
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Offence relaing to wholesale supply
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21. A person must not knowingly or recklesdy supply in Audrdia
thergpeutic goods for use in humans (other than listable devices), being goods
of which the person is not a sponsor, to another person who is not the
ultimate consumer of the goods unless.

(@ the goods are registered goods or listed goods; or



(b) the goods are exempt goods or are the subject of an approva under
section 19.

Penalty: $12,000.
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Generd offences rdating to this Part
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22. (1) A person must not knowingly or recklesdy set out or cause to be set
out, on a container or package that contains theragpeutic goods or on alabel
of goods of that kind, anumber that purports to be the registration number or
listing number of the goods in rdation to a particular person if the number
IS not that number.

(2) A person must nat, in or in connection with an application for
registration or listing of thergpeutic goods, make a statement that is, to the
person's knowledge, fase or mideading in amaterid particular.

(3) A personin relation to whom therapeutic goods are registered or listed
must not knowingly or recklesdy breach a condition of the regigtration or
liging of the goods.

(4) A person must not knowingly or recklesdy:

(8 represent therapeutic goods that are not included in the Register as
being so included; or

(b) represent therapeutic goods that are not exempt goods as being exempt
goods; or

(c) represent thergpeutic goods that are included in one part of the
Regigter as being included in the other part of the Regigter.

(5) A person, being the sponsor of therapeutic goods that are included in
the Regigter, must not, by any means, knowingly or recklesdy advertise the
goods for an indication other than those accepted in relation to the inclusion
of the goods in the Regidter.

(6) A person must not knowingly or recklesdy make aclam, by any means,
that the person or another person can arrange the supply of therapeutic goods
(not being exempt goods) that are not registered goods or listed goods.

(7) A person mugt not knowingly or recklessy breach a condition of:

(@ an exemption applicable under regulations made for the purposes of
subsection 18 (1); or

(b) an approva under section 19.

(8) A person must not knowingly or recklesdy use thergpeutic goods that are
not either exempt goods or goods included in the Regigter:

(@ for usein the treatment of another person; or

(b) for use soldy for experimenta purposesin humans,
except in accordance with an approval under section 19.

Pendty: $6,000.

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - DIVISION 2
Divison 2 - Regidration and Ligting
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Applications generdly
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23. An gpplication for regidration or listing of therapeutic goods must:

(8 be made in accordance with aform approved by the Secretary or in such
other manner asis approved by the Secretary; and

(b) be ddivered to an office of the Department specified by the Secretary;
and

(c) be accompanied by the prescribed application fee and by such
information, in the form approved by the Secretary, as will dlow the
determination of the gpplication; and

(d) if the Secretary so requires - be accompanied by a reasonable number of
samples of the goods.
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Applications for regigtration
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24. (1) Where an gpplication is made for the registration of therapeutic
goods in accordance with section 23 and the goods are goods that are required
to be registered, afee specified in or determined in accordance with the
regulationsis payable in respect of the evauation of the goods for
regigtration, and the Secretary must notify each such gpplicant of the amount
of the evduation fee.

(2) An gpplication for regigtration of theragpeutic goods lapsesif, at the
end of the period of 2 months after the day on which the gpplicant was
notified of the amount of the evaluation fee, the evauation fee in respect of
those goods has not been paid.
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Evauation of thergpeutic goods
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25. (1) Where:

(@ an gpplication is made for the regigtration of thergpeutic goodsin
relation to a person in accordance with section 23; and

(b) the evauation feein respect of the goods has been paid; and

(c) the person has complied with any requirements made by the Secretary
under section 31 in relation to the goods;
the goods are to be evaluated for registration having regard to:

(d) whether the quality, safety and efficacy of the goods for the purposes
for which they are to be used have been satisfactorily established; and  (€)



whether the presentation of the goods is acceptable; and

(f) whether the goods conform to any standard applicable to the goods, or
any requirements relaing to advertising gpplicable under the regulations;
and

(9) if agtep inthe manufacture of the goods has been carried out outside
Audrdia- whether the manufacturing and quality control procedures used in
the manufacture of the goods are acceptable; and

(h) if the goods have been manufactured in Austrdia - whether the goods
have been manufactured in accordance with Part 4; and

(j) whether the goods contain substances that are prohibited imports for
the purposes of the Customs Act 1901; and

(k) such other matters (if any) as the Secretary consders relevant. (2) In
meaking a decision for the purposes of paragraph (1) (g), the matters that may
be taken into account include:

(@ whether the applicant has provided an acceptable form of evidence from
aredevant overseas authority to establish that the manufacture of the goods
is of an acceptable standard; and

(b) whether the gpplicant has agreed to provide, where the Secretary
consdersingpection of the manufacturing procedures used in the manufacture
of the goods to be necessary:

(i) fundsfor the carrying out of that ingpection by the Department; and

(i) evidence that the manufacturer has agreed to such an ingpection. (3)
After therapeutic goods have been evaluated for registration, the Secretary
must:

(@ noatify the goplicant in writing of hisor her decison on the
evauation within 28 days of the making of the decison and, in the case of a
decision not to register the goods, of the reasons for the decision; and

(b) if the decisonisto register the goods - give to the gpplicant a
Regigter form to befilled in by the applicant in reation to the goods. (4)
As s00n as practicable after receiving the completed signed Regigter form, the
Secretary must give to the gpplicant a certificate of regigtration of the
goods.

(5) The regidration of thergpeutic goods commences on the day specified for
the purpose in the certificate of regigration.
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Listing of thergpeutic goods
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26. (1) Where:

(@ an gpplication ismade for the listing of thergpeutic goods in relation
to a person in accordance with section 23; and

(b) the person has complied with any requirements made by the Secretary
under section 31 in relation to the goods,
the Secretary is not to refuse to list the goodsin relation to the person
except where the Secretary is satidfied that:

(c) thegoods are not digible for liging; or

(d) the goods are not safe for the purposes for which they are to be used;



or (e) the presentation of the goods is unacceptable; or

(f) the goods do not conform to a standard applicable to the goods or to a
requirement relating to advertising gpplicable under the regulations; or

(g) if agep inthe manufacture of the goods (not being therapeutic
devices other than devices prescribed for the purposes of this paragraph) has
been carried out outsde Austraia- the manufacturing and qudlity control
procedures used in the manufacture of the goods are not acceptable; or

(h) if the goods have been manufactured in Audtrdia- the goods have been
manufactured contrary to Part 4; or

(j) if the goods have been manufactured in Austrdia solely for export
and:

(i) the goods have been refused regigtration or listing for supply in
Audrdig or

(i) the Secretary requires such a confirmation for other reasons;
ardevant authority of the country to which the goods are to be exported has
not confirmed its willingness to accept the goods; or

(k) the goods do not comply with prescribed quality or safety criteria; or

(m) the goods contain substances that are prohibited imports for the
purposes of the Customs Act 1901.

(2) In making a decision for the purposes of paragraph (1) (g), the matters
that may be taken into account include:

(@ whether the applicant has provided an acceptable form of evidence from
ardevant overseas authority to establish that the manufacture of the goods
is of an acceptable standard; and

(b) whether the applicant has agreed to provide, where the Secretary
consdersingpection of the manufacturing procedures used in the manufacture
of the goods to be necessary:

(i) fundsfor the carrying out of that ingpection by the Department; and

(i) evidence that the manufacturer has agreed to such an inspection.

(3) Where an gpplication is made, the Secretary must notify the applicant in
writing of hisor her decison on the gpplication within 28 days of the making
of the decison and, in the case of a decison not to include the goods in the
ligt, of the reasons for the decison.

(4) As soon as practicable after an gpplicant has been informed that the
thergpeutic goodsin respect of which the application was made are acceptable
for ligting, the Secretary must give to the gpplicant a certificate of listing
of the goods, and the listing of the goods commences on the day specified for
the purpose in the certificate.
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Regidration or listing number
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27. Where the Secretary includes therapeutic goods in the Regigter, the
Secretary isto assign a unique regigtration or listing number to the goods.

THERAPEUTIC GOODSACT 1989 No. 21 of 1990 - SECT 28



Conditions on regidration or liging

SECT

28. (1) Where the Secretary includes therapeutic goods in the Register in
relation to a person the Secretary may, in writing, impaose conditions on the
regigtration or ligting of those goods.

(2) Conditions referred to in subsection (1) may relate to:

(@ the manufacture of the goods; or

(b) the custody, use, supply, disposal or destruction of the goods; or

(c) the keeping of records relating to the goods; or

(d) metters dedlt with in, or matters additiond to matters dedt within,
standards applicable to the goods; or

(e) such other matters relating to the goods as the Secretary thinks
appropriate.

(3) The Secretary may, by notice in writing given to the person in relaion
to whom therapeutic goods are registered or listed, impose new conditions on
the regidration or listing or vary or remove existing conditions.

(4) Theimposgition or variaion of a condition under subsection (3) tekes
effect:

(@ if the notice ates that the action is necessary to prevent imminent
risk of deeth, seriousillness or seriousinjury - on the day on which the
notice is given to the person; or

(b) inany other case - on the day specified for the purpose in the notice,
being aday not earlier than 28 days after the notice is given to the person.

(5) In addition to any conditions imposed under subsection (1) or (3), the
registration or listing of therapeutic goods is subject to the conditions that
the person in relaion to whom the goods are registered or listed will:

(@ dlow an authorised person:

(i) toenter, & any reasonable time, premises at which the person dedls
with the goods; and

(ii) while on those premises, to ingpect those premises and therapeutic
goods at those premises and to take samples of goods of that kind; and

(b) if requested to do so by an authorised person, produce to the person
such documents relating to the goods as the person requires and dlow the
person to copy the documents.
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Duration of regidration or listing
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29. Where goods are included in the Register in relation to a person, the
goods remain so included until their regigtration or liging is cancelled
under this Part.

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 30
Cancdlation of regidration or liging



SECT

30. (1) The Secretary may, by notice in writing given to aperson in
relation to whom thergpeutic goods are included in the Register, cancel the
registration or liging of the goodsiif:

(@ it appearsto the Secretary thet failure to cancel the regigtration or
listing would create an imminent risk of death, seriousillness or serious
injury; or

(b) the goods become exempt goods; or

(c) the person requestsin writing the cancellation of the regigtration or
liging; or

(d) the goods contain substances that are prohibited imports for the
purposes of the Customs Act 1901.

(2) Subject to subsection (3), the Secretary may, by notice in writing given
to a person in relaion to whom thergpeutic goods are included in the
Regider, cancel the regidration or listing of the goodsiif:

(&) it gppearsto the Secretary that the quality, safety or efficacy of the
goods is unacceptable; or

(b) the goods have changed o that they have become separate and distinct
from the goods as so included; or

(¢) the sponsor has refused or failed to comply with a condition to which
the incluson of the goodsis subject; or

(d) the goods become required to be included in the other part of the
Regiger; or

(e) the goods do not conform to a standard applicable to the goods or to a
requirement relating to advertising applicable to the goods under the
regulations; or

(f) theannud regidration or lising charge is not paid within 28 days
after it becomes payable.

(3) Where the Secretary proposes to cancel the regigtration or listing of
goodsin relation to a person under subsection (2) otherwise than as aresult
of afalureto pay the annud regidration or listing charge, the Secretary
must:

(@ inform the person in writing that the Secretary proposes to cancd that
registration or listing and set out the reasons for that proposed action; and

(b) give the person areasonable opportunity to make submissonsto the
Secretary in relation to the proposed action.

(4) Where a person makes submissionsin accordance with paragraph (3) (b),
the Secretary is not to make adecison relating to the cancelation until the
Secretary has taken the submissions into account.

(5) Where the Secretary cancels the registration or listing of goodsin
relation to a person, the goods cease to be registered or listed:

(@ if the cancdllation is effected under subsection (1) - onthe day on
which the notice of cancdlation is given to the person; or

(b) inany other case - on such later day asis specified in the notice.

(6) Where the Secretary cancels the regigtration or listing of goodsin
relation to a person, the Secretary:

(@ may, inwriting, require the person:

(i) toinform the public, or a specified class of persons, in the specified



manner and within such reasonable period as is specified, of the cancdllation;
o (i) to take stepsto recover any of the goods that have been distributed;
an (b) must cause to be published in the Gazette, as soon as practicable
after the cancellation, a notice setting out particulars of the cancellation.
(7) A person who knowingly or recklessly refuses or fails to comply with a
requirement under paragraph (6) (a) is guilty of an offence.

Pendlty for a contravention of this subsection: $6,000.
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Secretary may require information
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31. (1) The Secretary may, by notice in writing given to aperson who isan
applicant for the regidtration of therapeutic goods or in relation to whom
therapeutic goods are registered, require the person to give to the Secretary,
within such reasonable time as is specified in the notice and in such form as
is specified in the notice, information or documents relating to one or more
of the following:

(@ theformulation of the goods;

(b) the composition of the goods;

(¢) the desgn specifications of the goods,

(d) the quality of the goods,

(e) the method and place of manufacture or preparation of the goods and the
procedures employed to ensure that proper standards are maintained in the
manufacture and handling of the goods;

(f) the presentation of the goods;

() the safety and efficacy of the goods for the purposes for which they
are to be used;

(h) the conformity of the goods to a requirement relating to advertising
gpplicable under the regulations,

(j) theregulatory history of the goods in another country;

(k) any other matter prescribed by the regulations for the purposes of this
paragraph in relaion to goods of that kind.

(2) The Secretary may, by notice in writing given to a person who isan
goplicant for the liging of thergpeutic goods or in relation to whom
thergpeutic goods are listed, require the person to give to the Secretary,
within such reasonable time as is gpecified in the notice, information or
documents relaing to one or more of the following:

(& theformulation of the goods;

(b) the composition of the goods;

(¢) the design specifications of the goods,

(d) the manufacturer of the goods;

(e) the presentation of the goods;



(f) the safety of the goods for the purposes for which they are to be
used;

(g) the conformity of the goods to a standard applicable to the goods, or
to arequirement relating to advertising gpplicable to the goods under the
regulaions,

(h) any other matter prescribed by the regulations for the purposes of this
paragraph in relation to goods of that kind.
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Inspection and variation of entriesin Register
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32. (1) The Regigter is not open for public ingpection, but a personin
relation to whom therapeutic goods are registered or listed may make a written
request to the Secretary for acopy of the entry in the Register in relaion
to the goods and, where such arequest is made, the Secretary must send a copy
of that entry to the person (other than any part of that entry that was
supplied in confidence by another person).

(2) Such fee (if any) asis prescribed is payable in respect of the
processing of such arequest.

(3) The Secretary may, following arequest by a person in relation to whom
therapeutic goods are registered or listed or of his or her own motion, vary
the entry in the Regigter in relation to the goods if the entry contains
information that isincomplete or incorrect.
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Publication of ligt of goods on Register
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33. The Secretary must publish aligt of the therapeutic goods included in
the Regigter not less than once every twelve months.

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - PART 4
PART 4 - MANUFACTURING OF THERAPEUTIC GOODS
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Exempt goods and exempt persons
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34. (1) The regulations may exempt thergpeutic goods or a class of
therapeutic goods identified in the regulations from the operation of this
Part. (2) The regulaions may exempt a person identified in the regulaions



from the operation of this Part in relation to the manufacture or agtep in
the manufacture of thergpeutic goods or a class of therapeutic goods
identified in the regulations.

(3) Where the regulations revoke an exemption, the revocation takes effect
on the day, not being earlier than 28 days after the day on which the
regulations are made, as is specified in the regulations.
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Offences rdaing to manufacturing and licences
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35. (1) A person must not, at premisesin Audtraia, knowingly or recklesdy
carry out astep in the manufacture of therapeutic goods for supply for usein
humans unless

(@ the goods are exempt goods or the person is an exempt personin
relation to the manufacture of the goods; or

(b) the personisthe holder of alicencethat isin force that authorises
the carrying out of that step in relation to the goods at those premises.

Penalty: $24,000.

(2) A person who is the holder of alicence must not knowingly or recklesdy
breach a condition of the licence.

Penalty: $12,000.

(3) A person must nat, in or in connection with an gpplication for alicence
to manufacture thergpeutic goods for use in humans, make a statement that is,
to the person's knowledge, false or mideading in amaterid particular.

Pendty for a contravention of this subsection; $6,000.
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Manufacturing principles
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36. (1) The Minigter may, from time to time, determine written principlesto
be observed in the manufacture of therapeutic goods for use in humans.

(2) The manufacturing principles may rdate to:

(@ the standards to be maintained, and the equipment to be used, at
premises used for the manufacturing of thergpeutic goods for usein humans,
or

(b) proceduresfor quality assurance and quality control to be employed in
the manufacturing of thergpeutic goods for use in humans; or

(©) the qudifications and experience required of persons employed in the
manufacture of thergpeutic goods for use in humans; or

(d) the manufacturing practices to be employed in the manufacturing of
thergpeutic goods for use in humans; or

(e) other matters relevant to the quality, safety and efficacy of
thergpeutic goods for use in humans that are manufactured in Audtrdia;
and may include codes of good manufacturing practice.



(3) The Minister may, before taking action under subsection (1) in relation
to the manufacturing principles, obtain advice from a committee established by
the regulations on the action that should be taken under that subsection asto
the principles to be observed in the manufacture of thergpeutic goods for use
in humans

(4) Manufacturing principles are disalowable instruments for the purposes
of section 46a of the Acts Interpretation Act 1901.
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Application for licence
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37. (1) An gpplication for alicence mugt:

(@ bemadein writing in accordance with aform approved by the Secretary;
and

(b) identify the thergpeutic goods or classes of therapeutic goods that the
gpplicant proposes to manufacture; and

(©) identify the premisesthat will be used in the manufacture of those
goods; and

(d) identify the stepsin the manufacture of those goods that the gpplicant
proposes to carry out under the licence; and

(e) datethe names, qudifications and experience of the persons who are
to have control of the production of the goods and of the qudity control
measures that are to be employed; and

(f) be ddivered to an office of the Department specified in the form; and

(9) be accompanied by the prescribed application fee.

(2) The Secretary may, by notice in writing given to an applicant for a
licence, require the gpplicant:

(@ to giveto the Secretary, within such reasonable time as is specified
in the notice, such further information concerning the gpplication asis
Specified in the notice; or

(b) to dlow an authorised person, at any reasonable time specified in the
notice, to ingpect the premises, equipment, processes and facilities that will
be used in the manufacture of the goods, or other goods on those premises.
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Grant of licence
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38. (1) Where:

(& aperson has made an gpplication to carry out steps in the manufacture
of therapeutic goods at particular premises, and

(b) the prescribed application fee has been paid; and

(c) any gpplicable prescribed inspection fees have been paid; and

(d) the person has complied with any requirements made by the Secretary
under subsection 37 (2) in relation to the gpplication;



the Secretary must grant the person a licence to carry out those steps at
those premises unless:

(€) the Secretary is satisfied that:

(i) the person will be unable to comply with the manufacturing principles,
or (i) the premises are not satisfactory for the manufacture of the goods,
or

(f) the person:

(i) has had alicence granted to the person revoked; or

(i) hasbeen convicted of an offence againgt this Act or alaw of a State
or Territory relating to thergpeutic goods; or

(iii) hasfailed on more than one occasion to observe the manufacturing
principles in connection with the manufacture of thergpeutic goods.

(2) Notwithstanding paragraph (1) (f), the Secretary may grant alicence to
a person who, gpart from this subsection, could not be granted a licence
because of that paragraph if, in the opinion of the Secretary, specid
circumstances make it appropriate to do so.

(3) Where the Secretary grants or refuses to grant alicence to a person,
the Secretary must:

(@ give the person written notice of the decison; and

(b) inthe case of arefusd - incude in the natice the reasons for the
refusd.

(4) Where the Secretary grants alicence, the Secretary must cause
particulars of the decision to be published in the Gazette as soon asis
practicable after the decision is made.
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39. A licence commences on the day specified in the licence and remainsin
force until it isrevoked or suspended.
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40. (1) A licence may be granted subject to:

(@ conditions designed to ensure that the holder of the licence
meanufactures the goods in accordance with the manufacturing principles and any
standards applicable to the goods; and

(b) such other conditions rdating to the manufacture of the goods as the
Secretary thinks appropriate.

(2) The Secretary may, by notice in writing given to the holder of a
licence, impaose new conditions on the licence or vary or remove existing
conditions.

(3) Theimposition or variation of a condition under subsection (2) takes



effect:

(& if the notice states that the action is necessary to prevent imminent
risk of deeth, seriousillness or seriousinjury - on the day on which the
notice is given to the person; or

(b) inany other case - on the day specified for the purpose in the notice,
being aday not earlier than 28 days after the notice is given to the person.

(4) In addition to any conditions imposed under subsection (1) or (2), eech
licenceis, except as otherwise specified in the licence, subject to the
conditions thet the holder of the licence will:

(@ ensure that the goods conform to any standard applicable to the goods;
an (b) dlow an authorised person:

(i) to enter, a any reasonable time, the premises to which the licence
relates, and

(i) while on those premises, to ingpect those premises, any therapeutic
goods manufactured at those premises and processes relating to that
manufacture, and to take samples of goods of that kind and, with the agreement
of the holder, to take photographs of those premises, goods or processes; and

(¢) where an authorised person enters premises as mentioned in subparagraph
(b)(i), require the holder or his or her employees at those premises to answer
questions relating to procedures carried out at the premises; and

(d) if requested to do so by an authorised person:

(i) produce to the person such documents relating to the manufacture of
thergpeutic goods manufactured at those premises as the person requires and
alow the person to copy the documents; or

(if) produce to the person for examination any batch samples kept by the
holder; and

(e) comply with such other conditions (if any) as are specified in the
regulations for the purposes of this section.
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41. (1) Subject to subsection (2), the Secretary may, by notice in writing
given to the holder of alicence, revoke the licence, or susgpend the licence
for a period specified in the natice, if:

(@ the holder has been convicted of an offence againgt this Act; or

(b) the holder has breached a condition of the licence; or

(c) the holder hasfailed to observe the manufacturing principles; or

(d) the holder requestsin writing that the licence be revoked or
suspended, as the case may be; or

(e) the holder ceasesto carry on the business of manufacturing the goods
to which the licence relates; or

(f) the annud licensing charge, or any applicable prescribed ingpection
fees, have not been paid within 28 days after they become payable. (2) Where
the Secretary proposes to revoke alicence or suspend a licence otherwise than
at the request of the holder of the licence, the Secretary must, unless the
Secretary consders that failure to revoke or suspend the licence immediately



would creste an imminent risk of death, seriousillness or seriousinjury:

(@ by noticein writing given to the holder, inform the holder of the
action that the Secretary proposes to take and of the reasons for that
proposed action; and

(b) except where the proposed action isto be taken asaresult of a
failure to pay the annud licensing charge or an gpplicable prescribed
ingpection fee - give the holder an opportunity to make, within such
reasonable time asis specified in the notice, submissonsto the Secretary in
relation to the proposed action.

(3) Where the holder makes submissionsin accordance with paragraph (2) (b),
the Secretary is not to make a decision relating to the revocetion or
suspension of the licence before taking into account the submissons.

(4) A licence may be revoked notwithstanding that the licence is suspended.

(5) Where alicence is suspended, the Secretary may, by notice in writing
given to the holder of the licence, revoke the suspension.

(6) Where the Secretary revokes or suspends a licence, the Secretary must
cause particulars of the decision to be published in the Gazette as soon asis
practicable after the decison is made.
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42. The Secretary may, from time to time and in such manner asthe Secretary
determines, publish aligt of the persons who are licensed under this Part,
the classes of goods to which the licences rlate, the steps of manufacture
that the licences authorise and the addresses of the premises to which the
licencesrelate.

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - PART 5
PART 5- PAYMENT OF CHARGES
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43. (1) An annud regidtration charge or annud listing charge is payable by
the person in relation to whom the thergpeutic goods concerned are registered
or listed.

(2) An annud licensing charge is payable by the holder of the licenceto
which the charge relates.
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Timefor payment of charges
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44. (1) An annud regidration charge or annud ligting charge for a
financia year becomes payable:

(@ if the chargeisimposed in respect of therapeutic goods the
regigration or listing of which commenced before 1 July 1990:

(1) inthecase of charge for the financid year commencing onl July 1990 -
on that day; or

(ii) inthe case of alater financid year - on 1 July in thet financiad
year or, if the Secretary has, by notice in writing given before 1 July 1991
to the person in relation to whom the therapeutic goods concerned are
registered or listed, specified another day as being the day on which the
charge becomes payable, on the specified day or on an anniversary of that day,
as the case requires, or

(b) inany other case:

(i) if theyear isthefinancid year (in this paragraph cdled the "first
year") during which the regidtration or ligting of the therapeutic goods
concerned commenced - on that commencement; or

(i) if the year isalater financid year - on the anniversary of that
commencement or, if the Secretary has, by notice in writing given before the
end of thefirst year to the person in relation to whom the thergpeutic goods
concerned are registered or listed, specified another day as being the day on
which charge becomes payable, on the specified day or on an anniversary of
that day, as the case requires.

(2) An annud licensing charge for afinancid year becomes payable:

(@ if the licence commenced before 1 July 1990 - on 1 July 1990 and on
each anniversary of that day; or

(b) inany other case - on the day on which the licence commenced and on
each anniversary of that day.

(3) The Secretary may, by agreement with the person by whom an annua
regigtration charge, an annud listing charge or an annud licenang chargeis
payable, vary the day on which the charge becomes payable in afinancid year.
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45. (1) Amounts equd to amounts received by the Commonwedth by way of
annud regigraion charge, annud liging charge and annud licensing charge
are to be paid into the trust account established under the Audit Act 1901 and
known as the Thergpeutic Goods Administration Trust Account.

(2) Payments under subsection (1) are to be made out of the Consolidated
Revenue Fund, which is appropriated accordingly.
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PART 6 - MISCELLANEOUS
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46. (1) Subject to subsection (2), an authorised person may, for the purpose
of finding out whether the requirements of this Act are being complied with:

(@ enter premises, and

(b) exercisethe powers set out in subsection 48 (1) in relation to the
premises.

(2) An authorised person must not enter premises, or exercise a power under
subsection (1) in relation to the premises, unless:

(@ the occupier of the premises consents to the entry or the exercise of
the power; or

(b) awarrant under section 49 authorises the entry or the exercise of the
power.
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47. (1) Subject to subsection (3), an authorised person who has reasonable
grounds for suspecting thet thereisin or on premises aparticular thing (in
this section cdled the "evidence") that may afford evidence of the commission
of an offence againg this Act, the authorised person may:

(@ enter the premises, and

(b) exercisethe powers set out in subsection 48 (1) in relation to the
premises.

(2) If the authorised person enters the premises and finds the evidence, the
following provisons have effect:

(@ the authorised person may seize the evidence;

(b) the authorised person may keep the evidence for 60 daysor, if a
prosecution for an offence againgt this Act in the commisson of which the
evidence may have been used or otherwise involved isindituted within that
period, until the completion of the proceedings for the offence and of any
gpped from the decison in relaion to the proceedings,

(c) if the evidence is abook, record or document - while the authorised
person has possession of the book, record or document, the authorised person
must allow the book, record or document to be inspected at any reasongble time
by a person who would be entitled to ingpect it if it were not in the
authorised person's possession.

(3) The authorised person must not enter the premises, or exercise a power
in relation to the premises under subsection (1), unless:

(& the occupier of the premises consents to the entry or the exercise of



the power; or

(b) awarrant under section 50 issued in relation to the evidence
authorises the entry or the exercise of the power.

(4) If, in the course of searching the premises under subsection (1)
pursuant to awarrant under section 50, the authorised person:

(@ findsathing that the authorised person believes, on reasonable
grounds, to be athing (other than the evidence) that will afford evidence of
the commission of the offence mentioned in subsection (1) or of another
offence againg this Act; and

(b) the authorised person believes, on reasonable grounds, that it is
necessary to seize the thing to prevent:

(i) its concedment, loss or destruction; or

(if) itsusein committing, continuing or repesting the offence mentioned
in subsection (1) or the other offence;
subsection (2) gppliesto the thing asif it were the evidence.
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48. (1) The powers an authorised person may exercise under paragraph 46 (1)
(b) or 47 (1) (b) in relation to premises are as follows.

(@ to search any part of the premises,

(b) toinspect, examine, take measurements of, or conduct tests (including
by the taking of samples) concerning, any thing in or on the premises that
relates to therapeutic goods,

(c) to take extracts from, and make copies of, any documents relating to
therapeutic goods in or on the premises,

(d) if the authorised person was only authorised to enter the premises
because the occupier of the premises consented to the entry - to require the
occupier to:

(i) answer any questions put by the authorised person; and

(i) produce any books, records or documents requested by the authorised
person; and

(e) if the authorised person was authorised to enter the premises by a
warrant under section 49 or 50 - to require any person in or on the premises
to: (i) answer any questions put by the authorised person; and

(ii) produce any books, records or documents requested by the authorised
person;

(f) totakeinto or onto the premises such equipment and materials asthe
authorised person requires for the purpose of exercisng powersin relation to
the premises.

(2) Subsection (1) has effect subject to subsections 46 (2) and 47 (3).

(3) A person must not, without reasonable excuse, refuse or fail to comply
with arequirement under paragraph (1)(e).

Pendty: $3,000.

(4) It isareasonable excuse for a person to refuse or fail to answer a
question or produce a document if answering the question, or producing the



document, would tend to incriminate the person.
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49. (1) An authorised person may apply to a magistrate for awarrant under
this section in relation to premises.

(2) Subject to subsection (3), the magistrate may issue the warrant if the
magidrate is satisfied, by information on oath, that it is reasonably
necessary that the authorised person should have access to the premises for
the purpose of finding out whether the requirements of this Act are being
complied with.

(3) The magistrate must not issue the warrant unless the authorised person
or some other person has given to the magidrate, either ordly or by
affidavit, such further information (if any) as the magidtrate requires
concerning the grounds on which the issue of the warrant is being sought.

(4) The warrant must:

(@ authorise an authorised person (whether or not named in the warrant),
with such assistance and by such force as is necessary and reasonable:

(i) toenter the premises, and

(i) to exercisethe powers set out in subsection 48 (1) in rlation to the
premises, and

(b) state whether the entry is authorised to be made a any time of the day
or night or during specified hours of the day or night; and

(c) specify the day (not more than 6 months after the issue of the warrant)
on which the warrant ceases to have effect; and

(d) state the purpose for which the warrant isissued.
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50. (1) An authorised person may gpply to amagistrate for awarrant under
this section in relation to premises.

(2) Subject to subsection (3), the magistrate may issue the warrant if the
magistrate is satisfied, by information on oath, thet there are reasonable
grounds for suspecting that thereis, or there may be within the next 72
hours, in or on the premises a particular thing (in this section cdled the
"evidence") that may afford evidence of the commission of an offence againgt
thisAct.

(3) The magistrate must not issue the warrant unless the authorised person
or some other person has given to the magidirate, either ordly or by
affidavit, such further information (if any) as the magidrate requires
concerning the grounds on which the issue of the warrant is being sought.

(4) The warrant must:



(@ datethe name of the authorised person; and

(b) authorise the authorised person, with such assstance and by such force
asis necessary and reasonable:

(i) to enter the premises; and

(i) to exercise the powers set out in subsection 48 (1); and

(iii) to seizethe evidence; and

(c) date whether the entry is authorised to be made at any time of the day
or night or during specified hours of the day or night; and

(d) specify the day (not more than one week after the issue of the warrant)
on which the warrant ceases to have effect; and

(e) atethe purpose for which the warrant isissued.
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51. (1) If, in an urgent case, an authorised person considers it necessary
to do so, the person may apply to amagistrate by telephone for awarrant
under section 50 in relation to premises.

(2) Before applying for the warrant, the person must prepare an information
of the kind mentioned in subsection 50 (2) in rdation to the premises that
Sets out the grounds on which the warrant is sought.

(3) If it is necessary to do S0, the person may apply for the warrant before
the information is svorn.

(4) If the magidrateis satisfied:

(@ after having conddered the terms of the information; and

(b) after having recaived such further informetion (if any) asthe
magigtrate requires concerning the grounds on which the issue of the warrant
is being sought;
that there are reasonable grounds for issuing the warrant, the magistrate may
complete and sign the same warrant that the magistrate would issue under
section 50 if the gpplication had been made under that section.

(5) If the magigtrate completes and signs the warrant:

(@ the magidrate must:

(i) tel the authorised person what the terms of the warrart are; and

(i) tell the person the day on which and the time at which the warrant was
Sgned; and

(ii1) tel the authorised person the day (not more than one week after the
magistrate completes and signs the warrant) on which the warrant ceases to
have effect; and

(iv) record on the warrant the reasons for granting the warrant; and

(b) the person must:

(i) complete aform of warrant in the same terms as the warrant completed
and signed by the magisirate; and

(i) write on the form the name of the magidirate and the day on which and
the time a which the warrant was sgned.

(6) The person must aso, not later than the day after the day of expiry or
execution of the warrant, whichever isthe earlier, send to the magidrate:



(@ theform of warrant completed by the person; and

(b) theinformation referred to in subsection (2), which must have been
duly sworn.

(7) When the magigtrate receives those documents, the magistrate must:

(@ attach them to the warrant that the magistrate completed and sgned;
and

(b) ded with them in the way in which the magidrate would have dedlt with
the information if the gpplication had been made under section 50.

(8) A form of warrant duly completed under subsection (5) is authority for
any entry, search, seizure or other exercise of a power that the warrant
signed by the magidtrate authorises.

9 If:

(@ itismaterid, in any proceedings, for a court to be satisfied that an
exercise of a power was authorised by this section; and

(b) the warrant sgned by the magidtrate authorising the exercise of the
power is not produced in evidence,
the court must assume, unless the contrary is proved, that the exercise of the
power was not authorised by such awarrant.

(10) A reference in this Part to awarrant under section 50 includes a
reference to awarrant sgned by amagistrate under this section.
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52. (1) The Secretary isto ensure that each authorised person isissued
with an identity card that incorporates a recent photograph of the person
(2) Where an authorised person enters premises otherwise than under awarrant,
the authorised person mug, if requested to do so by any person at those
premises, produce his or her identity card for ingpection by that person.

(3) Where a person ceases to be an authorised person, the person must, as
S00n as practicable after so ceasing, return the person's identity card to the
Secretary.

Pendty for an offence againt this subsection: $100.

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 53
Retention of materia on withdrawa of gpplications

SECT

53. Where a person withdraws an application for regidtration or listing of
therapeutic goods or an gpplication for alicence, the Department may retain
the gpplication and any materid submitted in connection with the application.
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Offences
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54. (1) An offence against section 14, 15 or 21 or subsection 20 (1) or 35
(2) or (2) isanindictable offence.

(2) In proceedings for an offence againgt section 14, a certificate by the
Secretary to the effect that:

(@ the Secretary did not consent to the importation, supply or export the
subject of the proceedings; or

(b) the Secretary consented to that importation, supply or export subject
to conditions specified in the certificate
is primafacie evidence of the matters specified in the certificate.

(3) Where a court convicts a person of an offence againg thisAct in
relation to any thergpeutic goods (other than an indictable offence), the
court may order that the goods be forfeited to the Commonwealth and, where
such an order is made, the goods become the property of the Commonweslth.

(4) Where goods are so forfeited, the Secretary may cause notice of the
forfeiture to be published in the Gazette.

(5) Goods forfeited under an order referred to in subsection (3) areto be
disposed of in such manner asthe Secretary directs.
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55. (1) Where, in proceedings for an offence againg thisAct, it is
necessary to establish the state of mind of a body corporatein relation to
particular conduct, it is sufficient to show:

(@ that the conduct was engaged in by a director, servant or agent of the
body corporate within the scope of his or her actud or gpparent authority;
and

(b) that the director, servant or agent had the state of mind.

(2) Any conduct engaged in on behdf of abody corporate by adirector,
servant or agent of the body corporate within the scope of his or her actual
or gpparent authority isto be taken, for the purposes of a prosecution for
an offence againg this Act, to have been engaged in dso by the body
corporate unless the body corporate establishes that the body corporate took
reasonable precautions and exercised due diligence to avoid the conduct.

(3) Where, in proceedings for an offence againg this Act, it is necessary
to establish the state of mind of a person other than abody corporate in
relation to particular conduct, it is sufficient to show that:

(@ the conduct was engaged in by a servant or agent of the person within
the scope of his or her actual or apparent authority; and

(b) the servant or agent had the state of mind.

(4) Any conduct engaged in on behaf of a person other than abody corporate
(in this subsection called the "employer") by a servant or agent of the
employer within the scope of his or her actud or gpparent authority isto be
taken, for the purposes of a prosecution for an offence againg this Act, to



have been engaged in dso by the employer unless the employer establishes that
he or she took reasonable precautions and exercised due diligence to avoid the
conduct.

(5) Where:

(&) aperson other than a body corporate is convicted of an offence; and

(b) the person would not have been convicted of the offence if subsections
(3) and (4) had not been enacted;
the person is not liable to be punished by imprisonment for that offence.

(6) A reference in subsection (1) or (3) to the state of mind of a person
includes areference to:

(@ the knowledge, intention, opinion, belief or purpose of the person;
and

(b) the person's reasons for the intention, opinion, belief or purpose.

(7) A reference in this section to adirector of abody corporate includes a
reference to a constituent member of abody corporate incorporated for a
public purpose by alaw of the Commonweslth, of a State or of a Territory.

(8) A referencein this section to engaging in conduct includes a reference
to falling or refusing to engage in conduct.

(9) A reference in this section to an offence againg this Act includes a
reference to:

(@ an offence againg the regulations; and

(b) an offence created by section 6, 7 or 7a, or subsection 86 (1), of the
Crimes Act 1914, being an offence that relates to this Act or the regulations.,
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56. All courts are to take judicia notice of the British Pharmacopoeia and
of the British Pharmacopoeia (Veterinary).
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57. (1) Subject to subsection (2), the Minister or the Secretary may, by
sgned ingrument, delegate to:

(@ an officer of the Department; or

(b) an officer of another Department or of an authority of the Commonweslth
that has functionsin relation to therapeutic goods;
al or any of hisor her powers and functions under this Act.

(2) The powers of the Secretary under paragraph 19 (1) (a) may be delegated
only to an officer of the Department who is registered, or digible for
registration, in a State or internd Territory, asamedica or dental
practitioner.



THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 58
Export certifications

SECT

58. (1) The Secretary may issue export certifications for goods for
thergpeutic use in humans, including certifications for the purposes of the
World Hedlth Organisation Certification Scheme on the Qudity of
Pharmaceutica Products Moving in International Commerce.

(2) A State or Territory must not issue export certifications for goods for
thergpeutic use in humans.

(3) Such fee asis prescribed is payable in respect of:

(@ theissueof acertification under this section; and

(b) where an ingpection of manufacturing premisesis necessary for the
purposes of the issue of a certification under this section - the ingpection
of those premises.
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59. (1) No fees are payable under this Act in respect of an event occurring
before 1 July 1990.

(2) Fees prescribed under this Act must not be such as to amount to
taxation.

(3) No licence or inspection fees are to apply to non-profit hospital supply
units.
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60. (1) In this section:

"decison” has the same meaning as in the Adminigtrative Appesls Tribund
Act 1975;

“initid decison" means adecision of the Secretary or of adelegate of the
Secretary:

(@ under the definition of "therapeutic devices' in subsection 3 (1) or
under subsection 7 (1); or

(b) refusing to grant a consent under section 14; or

(¢) under Part 3 or 4;

“reviewable decison” means a decison of the Minister under subsection
(3).

(2) A person whose interests are affected by an initid decison may, by
notice in writing given to the Minigter:



(@ inthe case of adecison particulars of which are required to be
notified in the Gazette - within 90 days after those particulars are S0
notified; or

(b) inany other case - within 90 days after the decision first comesto
the person's notice;
request the Minister to reconsider the decision.

(3) The Minister must, as soon as practicable after receiving a request
under subsection (2), reconsder the initid decision and, as aresult of that
reconsderation, may:

(@ confirm theinitia decison; or

(b) revoketheinitid decision, or revoke that decison and make a
decison in subdtitution for the initial decison.

(4) Where a person who has made a request under subsection (2) does not
receive notice of the decision of the Minister on reconsideration within 60
days of the making of the request, the Minigter is to be taken to have
confirmed the origind decison.

(5) After recondderation of an initid decision, the Minister must give the
gpplicant anotice in writing stating the result of the reconsderation and
that the applicant may, except where subsection 28 (4) of the Adminigrative
Appeds Tribuna Act 1975 gpplies, aoply for a statement setting out the
reasons for the decision on reconsideration and may, subject to that Act, make
an gpplication to the Adminidrative Appeds Tribund for review of that
decison.

(6) Where written notice of the making of an initia decisonisgiventoa
person whose interests are affected by the decison, the notice isto include
a dtatement to the effect that a person whose interests are affected by the
decison may:

(a) seek areconsderation of the decision under this section; and

(b) subject to the Adminigtrative Appeals Tribunal Act 1975, if the person
is dissatisfied with the decision upon reconsideration, make an gpplication to
the Adminigrative Appedls Tribund for review of that decision. (7) Any
fallure to comply with the requirements of subsection (5) or (6) in relation
to adecision does not affect the vdidity of the decision. (8) An gpplication
may be made to the Adminigrative Appeds Tribund for review of areviewable
decison.
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61. (1) Inthissection:

"thergpeutic goods information” means information in relation to therapeutic
goods that came into the possession of the Department in connection with the
performance of the Department's functions.

(2) The Secretary may:

(& releaseto the Director-Generd of the World Hedth Organisation
therapeutic goods information relating to:

(1) notifications concerning therapeutic goods the consumption or supply of



which in Augtraia has been prohibited or severdly restricted, or relating to
the reasons for that action; or

(i) thelicenang status of Austrdlian manufacturers of thergpeutic goods
and their compliance with the manufacturing principles; or

(iii) the content of reports to the Department concerning adverse effects
of thergpeutic goods;
for usein the development of policies reaing to the regulation of
thergpeutic goods or for the provison of information to regulatory
authorities of member countries of the World Hedlth Organisation; or

(b) release, in confidence, therapeutic goods information to the Director-
Generd of the World Hedth Organisation, being information concerning
proceedings of committees established under the regulations.

(3) The Secretary may release to the head of an authority of the
Commonwesdlth, a State or a Territory that has functions relating to
thergpeutic goods, therapeutic goods information relating to:

(8 reported problems and complaints concerning therapeutic goods, the
Department's investigation of those problems and complaints and any action
that the Department has taken or proposesto take in relation to those
problems and complaints; or

(b) reports of ingpections conducted under this Act or the regulations; or

(c) decisonsto revoke or suspend, or not to issue, licences for the
manufacturing of thergpeutic goods; or

(d) conditions of licences; or

(e reports of the testing of samples of therapeutic goods, for usein the
performance of those functions.

(4) The Secretary may release to the head of a nationd regulatory authority
of another country, being an authority that has nationa responsbility
relating to therapeutic goods, thergpeutic goods informetion relaing to:

(@ recommendations of advisory committees on thergpeutic goods supplied in
or proposed for supply in Audtrdia, and any conditions that are or will be
applicable to that supply; or

(b) decisonson the regigration or listing, or the cancdlation of the
regigtration or listing, of thergpeutic goods; or

(c) thewithdrawa from supply in Audtrdia of thergpeutic goods and the
reasons for that action; or

(d) thelicensng satus of Australian manufacturers of therapeutic goods
and their compliance with the manufacturing principles; or

(&) proceedings of committees established under the regulations; for usein
the performance of those functions or for furthering international co
operation in the regulation of thergpeutic goods.

(5) The Secretary may release to the head of a nationd regulatory authority
of another country, or the head of an internationa organisation, being
another country or an organisation with which the Commonwedth has
co-operdtive arrangements relating to the assessment or regulation of
thergpeutic goods, thergpeutic goods information the release of whichis
cong stent with those arrangements.

(6) The Secretary may release to a person, on gpplication by that person,
thergpeutic goods information of akind identified in the regulations relating
to thergpeutic goods included in the Regigter.

(7) The Secretary may release thergpeutic goods information:



(@ therdease of which is necessary to ensure the safe use of particular
therapeutic goods; or

(b) relating to the reasons for the withdrawa of thergpeutic goods from
supply in Audrdia

(8) Thergpeutic goods information provided to the Department in relation to
amedtter may:

(@ be used by the Department in the consideration of another matter within
its functions relating to thergpeutic goods, and

(b) be provided to a committee gppointed to advise the Minister or the
Secretary on matters relating to thergpeutic goods, including a committee of
the National Hedlth and Medicad Research Council.

(9) Civil proceedings do not lie againgt the Secretary or a delegate of the
Secretary in respect of loss, damage or injury of any kind suffered by another
person as aresult of the release of information in good faith under this
section or the regulations.

(10) This section has effect subject to the Freedom of Information Act 1982.
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Consequentia amendments
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62. The Acts specified in the Schedule are amended as set out in the
Schedule.
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Regulations

SECT

63. (1) The Governor-Genera may make regulations, not inconsstent with
this Act, prescribing matters:

(@ required or permitted to be prescribed by this Act; or

(b) necessary or convenient to be prescribed for carrying out or giving
effect to thisAct.

(2) The regulaions may:

(@ make provisonin reaion to:

(i) the establishment of committees to advise the Minister or the Secretary
on matters relating to therapeutic goods; and

(i) thefunctions and powers of those committees, and

(i) the payment of remuneration and alowances to members of those
committees, and

(b) prescribe requirements for the storage and transport of therapeutic
goods; and

(c) prescribe requirements for the advertisng of thergpeutic goods; and

(d) provide for the procedures to be followed by the Department in the
sampling and testing of therapeutic goods, and

() prescribe requirements for informational materid that isincluded with



thergpeutic goods, and

(f) make provison for the transfer of registration or listing of
therapeutic goods and of licences; and

(9) make provision for the testing of thergpeutic goods, the ingpection of
manufacturing operations or the evaduation of data concerning therapeutic
goods by the Department at the request of persons, and prescribe fees for
those services, and

(h) prescribe feesfor the ingpection of manufacturing premises and
procedures; and

(j) prescribe penalties not exceeding $1,000 for offences againgt the
regulations.

(3) The regulaions may:

(@ prescribe different fees under this Act in relation to:

(i) different classes of goods; or

(i1) inthe case of feesunder Part 4 - different sepsin the manufacture
of goods; or

(b) providefor the refund, reduction or waiving of fees or chargesin
cases identified in the regulations; or

() specify thetype of information relaing to therapeutic goods
manufactured by licence holders that the Secretary may, under subsection 37
(2), require to be supplied by the holders of licences at the time of payment
of annud licensaing charges in respect of the licences.

(4) The regulations may make provison for ametter by gpplying, adopting or
incorporating, with or without modification, any metter contained in an
instrument:

(@ asthat indrument isin force at the time when the regulations take
effect; or

(b) asthat ingrument isin force from timeto time.

(5) For the purposes of section 2, regulations may be made before the
commencement of this Act asif this Act werein force, but do not comeinto
effect on aday earlier than the day on which this Act commences.
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PART 7 - REPEAL AND TRANSITIONAL PROVISIONS

THERAPEUTIC GOODS ACT 1989 No. 21 of 1990 - SECT 64
Interpretation
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64. In this Part, "former Act" means the Therapeutic Goods Act 1966.
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Reped
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65. The former Act isrepealed.
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Trangtiona arrangements for goods required to be registered or listed
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66. (1) This section applies to therapeutic goods in relation to a person
if, immediately before the commencement of this Act, the person was supplying
goods of that kind in Audrdiafor usein humans.

(2) Where:

(@ this section applies to thergpeutic goodsin reation to a person; and

(b) the Secretary is not aware of the person having been convicted of an
offence againgt alaw of the Commonwedlth, of a State or of an interna
Territory in repect of goods of that kind during the period of 2 years ending
on the commencement of this Act; and

(c) if the goods are imported goods - the Secretary is not aware of the
person having, during that period, imported goods of thet kind into Audraia
otherwise than in accordance with regulations in force under the Customs Act
1901,
subsections 20 (1) and (2) do not apply to goods of that kind in relation to
the person during the period of 3 months after that commencement.

(3) Where:

(8 this section gpplies to thergpeutic goodsin relation to a person; and

(b) the person makes an application for registration or listing of goods of
that kind in accordance with section 23 and within 3 months after the
commencement of this Act;
then:

(c) subsection 20 (1) does not gpply to goods of that kind in relation to
the person during the period of 6 months after that commencement or before the
end of such longer period as the Secretary specifies by notice published in
the Gazette before the end of that first-mentioned period; and

(d) subsection 20 (2) does not apply to goods of that kind in relation to
the person during the period of 12 months after that commencement or before
the end of such longer period as the Secretary specifies by notice published
in the Gazette before the end of that first-mentioned period.

(4) A person who makes an gpplication in accordance with subsection (3) is
not required to pay:

(@ any gpplication fee for the regigtration or listing of the goods to
which the gpplication relates; or

(b) inthe case of an gpplication for the regidtration of goods - any fee
for the evaduation of the goods for registration; but where the goods are
later evauated to determine whether the goods should continue to be
registered, such fee asis prescribed is payable in respect of that
evauation.

(5) Section 21 does not apply, during the period of 15 months after the
commencement of this Act or during such longer period as the Secretary
specifies by notice published in the Gazette before the end of that



fird-mentioned period, to any goods.
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Trangtiond provison for thergpeutic goods for export only
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67. Section 20 does not apply, during the period of 6 months after the
commencement of this Act, to therapeutic goods manufactured in Audrdia
soldy for export from Audrdia
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Trangtiond arrangementsfor Part 4
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68. (1) This section appliesto a step in the manufacture of thergpeutic
goods in relation to a person in relation to premisesin Audrdiaif, before
the commencement of this Act, the person was carrying out that step in
relation to goods of that kind at those premises. (2) Where:

(@ this section applies to a step in the manufacture of therapeutic goods
in relation to aperson in relation to premises; and

(b) the Secretary is not aware of the person having been convicted of an
offence againg alaw of the Commonwedth, of a State or of an interna
Territory in repect of goods of that kind during the period of 2 years ending
on the commencement of this Act;
subsection 35 (1) does not apply the carrying out of that step by the person
in relation to goods of that kind at those premises during the period of 4
months after that commencement.

(3) Where:

(@ this section applies to a step in the manufacture of therapeutic goods
in relation to aperson in relation to premises; and

(b) the person makes an gpplication for alicenceto carry out that step in
relation to goods of that kind at those premises in accordance with section 37
and within 4 months after the commencement of this Act;
subsection 35 (1) does not apply to the carrying out of that step by the
person in relation to goods of that kind at those premises until the
gpplication is determined.
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Continuation of standards and requirements
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69. Any standards that were in force immediately before the commencement of
this Act under Part 2 of the former Act, and any requirements that werein
force at that time under section 15 of the former Act, continuein force asiif



they were standards made under Part 2 of this Act.
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SCHEDULE
Section 62
CONSEQUENTIAL AMENDMENTS
Agriculturd and Veterinary Chemicas Act 1988
Section 5:
Omit "Thergpeutic Goods Act 1966, subgtitute "Therapeutic
Goods Act 1989".

Commonwealth Serum Laboratories Act 1961
Subsection 4 (1) (definition of "thergpeutic use”):

Omit "Thergpeutic Goods Act 1966", substitute "Thergpeutic
Goods Act 1989".

Subsection 6 (2):
Omit "Thergpeutic Goods Act 1966, substitute "Thergpeutic
Goods Act 1989".

Sea Ingtallations Act 1989
Schedule:

Omit "Thergpeutic Goods Act 1966", subgtitute " Therapeutic
Goods Act 1989".



