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Western Australia

LEGISLATIVE ASSEMBLY

Ther apeutic Goods (Western Australia) Bill
2000

A Bill for

An Act to promote and facilitate the development of a national
system of controlsrelating to the quality, safety, efficacy and timely
availability of therapeutic goods, and for that purpose to make
provision in Western Australia for the implementation of controls
forming part of such a system complementary, and additional, to the
provision made by the Therapeutic Goods Act 1989 of the
Commonwealth and, as a consequence, to repeal or amend various
written laws.

The Parliament of Western Australia enacts as follows:
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Part 1 — Preliminary

Short title

This Act may be cited as the Therapeutic Goods (Western
Australia) Act 2000.

Commencement

This Act comes into operation on a day fixed by proclamation.

Objects of Act (Cwith s. 4)

The objects of thisAct are —

(@) to promote and facilitate the development of a national
system of controlsrelating to the quality, safety, efficacy
and timely availability of therapeutic goods;

(b) to make provision in Western Australia for the
implementation of controls forming part of such a
system complementary, and additional, to the provision
made by the Commonwealth Act.

Interpretation (Cwith s. 3)

In this Act —

“advertisement”, inrelation to therapeutic goods, includes any
statement, pictorial representation or design, however
made, that is intended, whether directly or indirectly, to
promote the use or supply of the goods;

“annual licensing charge” means an amount equal to the
amount of the charge payable by the holder of the licence
to which the charge relates under Part 5 of the
Commonwealth Act;

“annual listing charge” means an amount equal to the amount
of the charge payable by a person in relation to whom
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therapeutic goods are listed under Part 5 of the
Commonwealth Act;

“annual registration charge” means an amount equal to the
amount of the charge payable by a person in relation to
whom therapeutic goods are registered under Part 5 of the
Commonwealth Act;

“authorised person” means —

(@ inrelation to any provision of this Act, a person
authorised under section 7(1) or (2) to exercise
powers under that provision; or

(b) inrelationto aprovision of Part 7—

(i) amember of the Police Force of Western
Austrdia; or

(i) amember of the Australian Federal Police;

“automatic machine’” means a machine or mechanical device
used or capable of being used for the purposes of selling or
supplying goods without the personal manipulation or
attention of the seller or supplier, or an agent or employee
of the seller or supplier at the time of that sale or supply;

“Commissioner” hasthe same meaning as it has for the
purposes of the Health Act 1911,

“Commonwealth Act” means the Therapeutic Goods Act 1989
of the Commonwealth;

“Commonwealth Department” means the Department of
Health and Aged Care or such other Department of the
Commonwealth as is the relevant Department for the
purposes of the Commonwealth Act;

“Commonwealth Minister” meansthe Minister administering
the Commonwealth Act;

“Commonwealth regulations’ means the regulations for the
time being in force under the Commonwealth Act;
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“exempt goods’ means —

(@ inrelation to aprovision of Part 3, therapeutic goods
that are exempt from the operation of Part 3 of the
Commonwealth Act;

(b) inrelationto aprovision of Part 4, therapeutic goods
that are exempt from the operation of Part 4 of the
Commonwealth Act; and

(c) inrelation to any provision of this Act, therapeutic
goodsthat are exempt for the purposes of that
provision because of an order under section 9 where
the goods are used, advertised or presented for supply
in the way specified in the order;

“exempt person” means —
(@ inrelation to therapeutic goods, a person exempt

from the operation of Part 4 of the Commonwealth
Act in relation to those goods; or

(b) inrelationto any provision of this Act, a person
exempt from that provision because of an order under
section 9;

“gazetted kitsgroup” means a group of kits identified in an
order made under section 16(3A) of the Commonwealth
Act or section 14(4) of this Act;

“gazetted therapeutic devices group” means a group of
therapeutic devices identified in an order made under
section 16(3) of the Commonwealth Act or section 14(3) of
this Act;

“gazetted therapeutic goods group” means a group of
therapeutic goods identified in an order made under
section 16(2) of the Commonwealth Act or section 14(2) of
this Act;
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“grouped therapeutic goods’ means therapeutic goods
included in —

(@) agazetted therapeutic goods group;
(b) agazetted therapeutic devices group; or
(c) agazetted kits group;

“licence” means a licence under Part 4;

“listable devices” means therapeutic devices that are required
under this Act or the Commonwealth Act to be included in
the part of the Register for listed goods,

“listed goods’ means therapeutic goods that are included in the
part of the Register for goods known as listed goods;

“listing number”, inrelation to listed goods, means any
combination of numbers, symbols and |etters assigned to
the goods under section 27 of the Commonwealth Act or
section 36 of this Act;

“protected information” has the meaning given in
section 31(2);

“Register” meansthe Australian Register of Therapeutic Goods
maintained under section 17 of the Commonwealth Act;

“registered goods’ means therapeutic goods that are included
in the part of the Register for goods known as registered
goods;

“registration number”, inrelation to registered goods, means
any combination of numbers, symbols and letters assigned
to the goods under section 27 of the Commonwealth Act or
section 36 of this Act;

“Secretary” means the Secretary to the Commonwealth
Department;

“sponsor”, in relation to therapeutic goods, means a person
who, in Western Australia, manufactures the goods, or
arranges for another person to manufacture the goods, for
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supply (whether in Western Australia or elsewhere) but
does not include a person who —

@
(b)

manufactures the goods; or
arranges the manufacture of the goods,

on behalf of another person who, at the time of the
manufacture or arrangements, is aresident of, or iscarrying
on business in, Western Australia;

“standard”, inrelation to therapeutic goods, means a standard
that —

@

(b)

“supply”
(@

(b)
(©)

(d)

is specified in an order under section 10 of the
Commonwealth Act that is applicable to the goodsin
accordance with section 13 of that Act; or

if no such order is so applicable to the goods but the
goods are the subject of a monograph in —

(i) inthe case of goods for use in humans, the
British Pharmacopoeia; or

(i)  inthe case of goods for usein animals, the
British Pharmacopoeia (Veterinary),

is constituted by the statements in that monograph;
includes —

supply by way of sale, exchange, gift, lease, loan,
hire or hire-purchase;

supply, whether free of charge or otherwise, by way
of sample or advertisement;

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

supply by way of administration to, or application in
the treatment of, a person or animal;
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“therapeutic device” means therapeutic goods consisting of an
instrument, apparatus, appliance, material or other article
(whether for use alone or in combination), together with
any accessories or software required for its proper
functioning, which does not achieve its principal intended
action by pharmacological, chemical, immunological or
metabolic means though it may be assisted in its function
by such means, but the expression does not include
therapeutic goods declared under the Commonwealth Act
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;

(if)  for use as an ingredient or component in the
manufacture of therapeutic goods; or

(iii)  for use asacontainer 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 principal use
of which is, or ordinarily is, atherapeutic use or ause
of akind referred to in paragraph (a)(ii) or (iii),
and includes goods declared to be therapeutic goods under

an order in force under section 7 of the Commonwealth
Act, but does not include —

(c) goods declared not to be therapeutic goods under an
order in force under that section or under an order
under section 9 of this Act;

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

(e) goods for which there is a prescribed standard in the
Australian New Zealand Food Standards Code as
defined in section 3(1) of the Australia New Zealand
Food Authority Act 1991 of the Commonwealth; or

(f) goodswhich, in Australiaor New Zealand, have a
tradition of use as foods for humans in the formin
which they are presented;

“therapeutic use” means use in or in connection with —

(@) preventing, diagnosing, curing or aleviating a
disease, ailment, defect or injury in persons or
animals;

(b) influencing, inhibiting or modifying a physiological
process in persons or animals,

(c) testing the susceptibility of persons or animalsto a
disease or ailment;

(d) influencing, controlling or preventing conception in
persons;
(e) testing for pregnancy in persons; or

(f) thereplacement or modification of parts of the
anatomy in persons or animals.

(2) For the purposes of this Act —

(@) therapeutic goods are to be taken to be for usein
animalsif —

(i) the goods bear a name or description that
indicates, or is likely to give the impression, that
the goods are intended for use in animals and are
not intended for use in humans; or
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(i)  the goods are otherwise represented, or otherwise
purport, to be intended for use in animals and not
intended for use in humans;

and

(b) therapeutic goods are to be taken to be for usein
humans if they are not solely for use in animals.

(3) For the purposes of this Act, the presentation of therapeutic
goods is unacceptable if it is capable of being misleading or
confusing as to the content or proper use of the goods and,
without limiting the previous words in this subsection, the
presentation of therapeutic goods is unacceptable —

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

(b) if aname applied to the goods is the same as the name
applied to other therapeutic goods that are supplied in
Western Australia where those other goods contain
additional or different therapeutically active ingredients;

(c) if thelabel of the goods does not declare the presence of
atherapeutically active ingredient;

(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 applicable to the supply of
the goods in Western Australia; or

(e) inprescribed cases.
(4) A word or expression used in this Act has the same meaning as
in the Commonwealth Act unless —
(@) thisAct gives it another meaning; or
(b) the contrary intention appears in some other way.

(5) NotesinthisAct are provided to assist understanding and do not
form part of this Act.
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Act to bind Crown (Cwilth s. 5)

This Act binds the Crown in right of Western Australia and, so
far asthe legislative power of Parliament permits, the Crown in
all its other capacities.

Nothing in this Act renders the Crown in any of its capacities
liable to be prosecuted for an offence.

ThisAct in addition to other written lawsrelating to
therapeutic goods

If another written law relates to therapeutic goods that law
applies in addition to this Act, unless a written law expressly
provides otherwise.

Authorised persons (Cwlth s. 7A)

The Commissioner may, in writing, authorise any person to
exercise powers under a specified provision of this Act.

A person who is an authorised person under the Commonwealth
Act in respect of aprovision of that Act is authorised to exercise
powers under the corresponding provision of this Act.

In subsection (2) —

“corresponding provision” inrelation to a section of the
Commonwealth Act referred to in the heading to a section
of this Act, means that section of this Act, unless otherwise
prescribed.

Secretary may approve or authorise the supply of certain
therapeutic goods (Cwlth s. 19)

The Secretary may, by notice in writing, grant an approval to a
person to supply specified therapeutic goods that are not either
exempt goods or goods included in the Register —

(@ for useinthe treatment of another person; or
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(b) for use solely for experimental purposes in humans.

(2) Anapproval under subsection (1) —
(@) issubject to the conditions specified in the approval; and

(b) may include a condition relating to the charges that may
be made for the supply of the therapeutic goods to which
the approval relates.

(3) Anapplication for an approval must be made to the Secretary
and —

(@ inthe case of an application for use of the kind referred
to in subsection (1)(a), must be accompanied by such
information relating to the goods that the Secretary
requires; and

(b) inthe case of an application for use of the kind referred
to in subsection (1)(b) —

() must be made in writing;

(i)  must be accompanied by such information
relating to the goods that the Secretary requires,
and

(iii)  must be accompanied by afee which isan
amount equal to the evaluation fee prescribed for
the purposes of section 19(2)(b)(iii) of the
Commonwealth Act.

(4) If anapplication for an approval is made, the Secretary must
notify the applicant of his or her decision on the application
within 28 days of making the decision and, in the case of a
decision not to grant the approval, of the reasons for the
decision.
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(6)

()

(8

(1

The Secretary may, in writing, authorise an approved medical
practitioner to supply —

(@) specified therapeutic goods for use in the treatment of
humans; or

(b) aspecified class of such goods,

to the class or classes of recipients specified in the authority,
being a class or classes of recipients to whom therapeutic goods
of that kind may be supplied in accordance with an authority
under section 19(5) of the Commonwealth Act.

An authority given under subsection (5) may authorise supply in
the same circumstances as the circumstances in which the
holder of an authority under section 19(5) of the
Commonwealth Act may supply therapeutic goods.

In this section —

“approved medical practitioner” means a medical practitioner
registered under the Medical Act 1894 of aclass eligible to
be given an authority under section 19(5) of the
Commonwealth Act.

The giving of an approval under subsection (1) or an authority
under subsection (5) does not render the Commonwealth, the
State, the Secretary or a delegate of the Secretary liableto a
person in respect of loss, damage or injury of any kind suffered
by a person as a result of, or arising out of, the use of
therapeutic goods by that person or another person.

Power of Minister to exempt
The Minister may, by order published in the Gazette —
(d) exempt —
(i) any person or class of persons; or
(i) any goodsor class of goods,
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(D

)

specified in the order from all provisions of this Act, or
from such provisions of this Act as are specified in the
order; or

(b) declare that goods are exempt goods for the purposes of
aprovision of this Act when those goods are used,
advertised or presented for supply in the way specified
in the order.

An order under this section is subject to such conditions, if any,
as are specified in the order.

Kits (Cwlth s. 7B)

A package and therapeutic goods in the package together
constitute a kit for the purposes of this Act if —

(@) the package and the therapeutic goods are for use as a unit;

(b) each item of the therapeutic goods consists of goods that
are registered or listed or are therapeutic goodsthat are
exempt from the operation of Part 3 of the
Commonwealth Act; and

(c) the package and therapeutic goods do not constitute a
composite pack.
A package and therapeutic goods in the package together
constitute a composite pack if —
(@) thetherapeutic goods are of 2 or more kinds;
(b) the package does not contain any therapeutic devices;

(c) thetherapeutic goods are for administration as asingle
treatment or as a single course of treatment; and

(d) itisnecessary that the therapeutic goods be combined
before administration or that they be administered in a
particular sequence.
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(D

)

©)

(4)

To avoid doubt, it isdeclared that a kit constitutes therapeutic
goods.

Power to obtain information with respect to therapeutic
goods (Cwlth s. 8)

The Secretary may, by notice in writing given to a person who
has supplied in Western Australia—

(@) therapeutic goods; or
(b) goodsin relation to which the Secretary is considering

making a declaration under section 7 of the
Commonwealth Act,

reguest the person to give to an officer of the Commonwealth
Department identified in the notice, within such reasonable
period as is specified in the notice, information required by the
notice concerning the composition, indications, directions for
use or labelling of the goods or concerning advertising material
relating to the goods.

A notice under subsection (1) may require the information to be
given —
(@ inwriting; or
(b) in accordance with specified software requirements —
() onaspecified kind of data processing device; or
(i) by way of a specified kind of electronic
transmission.

A person must not, without reasonable excuse, fail to comply
with a notice given to the person under subsection (1).

A person must not, in purported compliance with a notice under
subsection (1), make a statement that is false or misleading in a
material particular if the person knows, or ought reasonably to
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know, that the satement is false or misleading in a material
particular.

Penalty: $10 000.
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Part 2 — Standards

Compliance with standards (Cwlth s. 14)

Except with the consent in writing of the Secretary under this
section or section 14 of the Commonwealth Act, a person must
not supply therapeutic goods for use in Western Australia if the
goods do not conform with a standard applicable to the goods.

Penalty: $25 000.
The Secretary must, as soon as practicable after making a
decision to give a consent under this section, cause particulars

of the decision to be published in the Commonwealth of
Austrdia Gazette.

The Secretary must, within 28 days after making a decision to
refuse to give a consent under this section, notify the applicant
inwriting of the decision and of the reasons for the decision.

Consent may be subject to conditionsetc. (Cwlth s. 15)

The consent of the Secretary under section 12 may be given —
(@ unconditionally or subject to conditions; or
(b) inrespect of particular goods or classes of goods.
A person who breaches a condition of such a consent commits
an offence.
Penalty: $15 000.
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Part 3— Australian register of therapeutic goods

(D

)

©)

Division 1 — Preliminary

Therapeutic goods and gazetted groups (Cwith s. 16)

For the purposes of this Part, therapeutic goods are to be taken
to be separate and distinct from other therapeutic goods if they
have —

(@ adifferent formulation, composition or design
specification;

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

(c) adifferent dosage form or model;

(d) adifferent name;

(e) different indications;

(f) different directions for use; or

(g adifferent type of container (disregarding container
size).

The Secretary may, by order published in the Commonwealth of
Australia Gazette, determine that a group of therapeutic goods
(not being therapeutic devices) identified in the order isa
gazetted therapeutic goods group because the goods within the
group have common characteristics.

The Secretary may, by order published in the Commonwealth of
Australia Gazette, determine that a group of therapeutic goods
(being therapeutic devices) identified in the order is a gazetted
therapeutic devices group because the goods within the
group —

(@) have common characteristics; and

(b) have been produced by the same manufacturer.
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(4)

©)

(6)

15.

)

The Secretary may, by order published in the Commonwealth of
Australia Gazette, determine that a group of Kits identified in the
order is a gazetted kits group.

An order under subsection (2), (3) or (4) may make provision
for or inrelation to a matter by applying, adopting or
incorporating, with or without modification, a document asin
force from time to time, if the document is—

(@ published by the Commonwealth Department (whether
in electronic form or otherwise);

(b) available for sale to the public; and
(c) available for inspection (whether by using a visual
display unit or otherwise) by the public at offices of the

Commonwealth Department specified by the Secretary
in the order.

The Secretary may, by order published in the Commonwealth of
Australia Gazette, amend or revoke an order made under this
section.

Offences relating to manufacture and supply of therapeutic
goods (Cwlth s. 20)
A person must not —

(@ manufacture in Western Australia therapeutic goods for
use in humans; or

(b) supply therapeutic goods in Western Australia for usein
humans,

unless —

(c) thegoods are registered goods or listed goods in relation
to the person;
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16.

(d) thegoods are exempt goods or are the subject of an
approval or authority under section 19 of the
Commonwealth Act or section 8 of this Act; or

(e) thegoods arethe subject of an approval under
section 19A of the Commonwealth Act.

Penalty: $25 000.

It isadefence to a prosecution under subsection (1) if the
defendant provesthat the defendant was not a sponsor of the goods
at the time of the manufacture or supply, asthe case may be.

A person in relation to whom therapeutic goods are registered or
listed must not supply those goods in Western Australia
unless —
(@) theregistration number or listing number of the goodsis
set out on the label of the goods in the manner
prescribed under the Commonwealth Act; or

(b) the goods are devices that are listed goods.
Penalty: $10 000.

Offencerelating to supply of unregistered or unlisted goods
(Cwlth s. 21)

A person must not supply in Western Audtralia therapeutic goods
for use in humans (other than listable devices), being goods of
which the person is not a sponsor, to another person unless —

(@) thegoods are registered goods or listed goods;

(b) the goods are exempt goods or are the subject of an
approval or authority under section 19 of the
Commonwealth Act or under section 8 of this Act; or

(c) thegoods arethe subject of an approval under
section 19A of the Commonwealth Act.

Penalty: $15 000.
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18.
D

)

©)

19.
D

Hawking of therapeutic goods

A person must not supply unsolicited therapeutic goodsin a
street, by mail or from house to house other than in accordance
with —

(@) thewritten approval of the Commissioner; or

(b) theregulations.

Penalty: $1 000.

Supply by automatic machine

Subject to the regulations, a person must not whether in
premises under his or her control or elsewhere —

(@ ingtall an automatic machine for the supply of
therapeutic goods, or

(b) supply therapeutic goods by means of an automatic
machine.

Subject to the regulations, a person must not permit an
automatic machine for the supply of therapeutic goodsto be
installed on premises owned or occupied by that person.

Subject to the regulations, a person must not permit therapeutic
goodsto be placed in an automatic machine under that person’s
control.

Penalty: $1 000.

General offencesrelatingtothisPart (Cwlth s. 22)

A person must not set out or cause to be set out, on a container
or package that contains therapeutic goods or on a label of
goods of that kind, a number that purportsto be the registration
number or listing number of the goodsin relation to a particular
person if the number is not that number and the person knows,
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(4)

or ought reasonably to know, that the number is not that
number.

A person must not, in or in connection with an application for
listing of therapeutic goods make a statement that is false or
misleading in a material particular if the person knows, or ought
reasonably to know, that the statement is false or misleading in
amaterial particular.

A person in relation to whom therapeutic goods are registered or
listed must not breach a condition of the registration or listing of
the goods.

A person must not —

(@) represent therapeutic goods that the person knows, or
ought reasonably to know, are not included in the
Register as being so included;

(b) represent therapeutic goods that the person knows, or
ought reasonably to know, are not exempt goods as
being exempt goods;

(c) represent therapeutic goods that the person knows, or
ought reasonably to know, areincluded in one part of
the Register as being included in the other part of the
Register;

(d) represent therapeutic goods that the person knows, or
ought reasonably to know, are not the subject of an
approval or authority under section 19 of the
Commonwealth Act or section 8 of this Act, as being the
subject of such an approval of authority; or

(e) represent therapeutic goods that the person knows, or
ought reasonably to know, are not the subject of an
approval under section 19A of the Commonwealth Act
as being the subject of such an approval.
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(6)

()

(8

9)

A person, being the sponsor of therapeutic goods that are
included in the Register, must not, by any means, advertise the
goods for an indication other than those that the person knows,
or ought reasonably to know, are accepted in relation to the
inclusion of the goods in the Register.

A person must not make a claim, by any means, that the person
or another person can arrange the supply of therapeutic goods
(not being exempt goods) that the person knows, or ought
reasonably to know, are not registered goods or listed goods.

A person must not breach a condition of —

(@ anexemption applicable under regulations made for the
purposes of section 18(1) of the Commonwealth Act;

(b) anapproval under section 19 of the Commonwealth Act;

(c) anapproval under section 19A of the Commonwealth
Act; or

(d) anapproval under section 8 of this Act.
A person to whom an authority under section 19(5) of the
Commonwealth Act or under section 8(5) of this Act has been

granted must not supply the therapeutic goods to which the
authority relates except in accordance with —

(@) theauthority; and
(b) any regulations made for the purpose of section 19(7) of
the Commonwealth Act.

A person must not use therapeutic goods that the person knows,
or ought reasonably to know, are not either exempt goods, listed
goods, registered goods or goods the subject of an approval
under section 19A of the Commonwealth Act —

(@ for useinthe treatment of another person; or
(b) for use solely for experimental purposes in humans,
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20.

21.

22.

except in accordance with an approval or authority under
section 19 of the Commonwealth Act or under section 8 of this
Act.

Penalty: $10 000.

Offenceto supply therapeutic goods for usein humans after
expiry date, unless authorised by the Commissioner

A person must not supply therapeutic goods for use in humans
after the expiry date that is, in accordance with a standard that is
applicable to the goods, stated on or in relation to the goods,
other than in accordance with the written approval of the
Commissioner.

Penalty: $2 000.

Offenceto use certain therapeutic devices without authority

A person must not use atherapeutic device of atype prescribed
for the purposes of this section other than in accordance with an
authorisation given by the Commissioner in accordance with the
regulations.

Penalty: $5 000.

False statementsin applications for registration
(Cwilth s. 22A)

A person must not, in or in connection with an application for
registration of therapeutic goods, make a statement that is false
or misleading in a material particular if the person knows, or
ought reasonably to know, that the statement is false or
misleading in a material particular.

Penalty: $40 000.
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Division 2 — Registration and listing
23. Applications generally (Cwlth s. 23)

(1) Anapplication for registration or listing of therapeutic goods
must —

(@) be made in accordance with a form approved, in writing,
by the Secretary or in such other manner as is approved,
inwriting, by the Secretary; and

(b) bedelivered to an office of the Commonwealth
Department specified by the Secretary.

(2) Anapplication is not effective unless —

(@ anapplication fee of an amount equal to the prescribed
application fee under section 23 of the Commonwealth
Act has been paid;

(b) the applicant has delivered to the office to which the
application was made such information, in aform
approved, in writing, by the Secretary, as will allow the
determination of the application; and

(c) if the Secretary so requires, the applicant has delivered
to the office to which the application was made a
reasonable number of samples of the goods.

(3 Anapproval of aform may require or permit an application or
information to be given in accordance with specified software
requirements —

(@) onaspecified kind of data processing device; or

(b) by way of a specified kind of electronic transmission.

24. Applicationsfor registration (Cwlith s. 24)
(1) Where an application is made for the registration of therapeutic

goods in accordance with section 23 and the goods are goods
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that are required to be registered, a fee of an amount equal to the
fee specified in or determined in accordance with the
Commonwealth regulations in relation to an application under
section 24 of the Commonwealth Act is payable by the
applicant in respect of the evaluation of the goods for
registration, and the Secretary must notify each such applicant
of the amount of the evaluation fee.

(2) Subject to section 28 of this Act, an application for registration
of therapeutic goods lapses if —

(@) any part of the evaluation fee payable in respect of those
goods remains unpaid at the end of the period of
2 months after the day on which the amount became due
and payable;

(b) the application contains information that is inaccurate or
misleading in a material particular;

(c) information given to the Secretary by, or on behalf of,
the applicant in connection with the application,
including information given for the purpose of a
requirement under section 44 of this Act, is inaccurate or
misleading in a material particular; or

(d) the applicant failsto comply with a requirement under

section 44 of this Act to give information consisting of
individual patient datain relation to the goods.

(3 Inthissection—

“individual patient data”, inrelation to therapeutic goods,
means information, derived from clinical trials, relating to
individuals before, during and after the administration of
the goods to those individuals, including, but not limited to,
demographic, biochemical and haematological information.
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25.

26.
D

)

3)
27.

28.

(D

When evaluation fee due for payment (Cwith s. 24A)

Subject to sections 26 and 28, an evaluation fee under
section 24 payable by an applicant is due and payable on the
day on which the applicant is notified of the amount of the
evaluation fee.

Payment of evaluation fee by instalments (Cwlth s. 24B)

If the Commonwealth regulations provide for the payment of an
evaluation fee to be made by instalments under section 24B of
the Commonwealth Act, the evaluation fee under section 24 of
this Act may be made by such instalments and at such times as
are ascertained in accordance with those Commonwealth
regulations, and the evaluation fee is due and payable
accordingly.

If the Commonwealth regulations referred to in subsection (1)
provide that a person is not allowed to pay an evaluation fee by
instalments if any part of an instalment of that or any other
evaluation fee payable by the person was unpaid immediately
after the time when it became due for payment, aperson is not
allowed to pay an evaluation fee under section 24 of this Act in
circumstances of that kind by instalments.

Subsection (2) does not limit the generality of subsection (1).

Recovery of evaluation fee (Cwlith s. 24C)

An evaluation fee under section 24 may be recovered by the
Commonwealth as a debt due to the Commonwealth.

Reduction of evaluation fee where evaluation not completed
within prescribed period (Cwith s. 24D)

This section applies to an application under section 23 of this
Act in relation to therapeutic goods for the evaluation of which
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(4)

©)

(D

)

aperiod is prescribed under section 63(2)(da) of the
Commonwealth Act.

Nothing in section 24, 25 or 26 of this Act requiresthe
applicant to pay more than three-quarters of the evaluation fee
before the completion of the evaluation of the goods.

If the evaluation is not completed within the period referred to
in subsection (1), this Act has effect as if the evaluation fee
were reduced to three-quarters of the fee that, under the
Commonwealth regulations in relation to an application under
section 24 of the Commonwealth Act, would have been the
evaluation fee.

If —
(@) theevaluation is completed within the period referred to
in subsection (1); and
(b) part of the evaluation fee is unpaid when the evaluation
is completed,

that part becomes due and payable on the completion of the
evaluation.

For the purposes of subsections (2), (3) and (4), the evaluation is
to be taken to be completed when the applicant is notified
according to section 30(3)(a) of the Secretary’ s decision on the
application.

Deemed refusal of application (Cwlth s. 24E)

This section applies in the case of an application under
section 23 of this Act in relation to therapeutic goods for the
evaluation of which a period is prescribed under

section 63(2)(da) of the Commonwealth Act.

If the evaluation is not completed within the period referred to
in subsection (1), the applicant may give the Secretary written
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notice that the applicant wishes to treat the application as having
been refused.
(3 A notice under subsection (2) may be given at any time before

(4)

30.

(D

the evaluation is completed.

If anotice has been given, this Act has effect asif the Secretary
had decided not to register the goods the subject of the
application.

Evaluation and registration of therapeutic goods
(Cwilth s. 25)

Where —

@

(b)

(©)

an application is made for the registration of therapeutic
goods in relation to a person in accordance with section 23
of this Act;

there is no part of an evaluation fee under section 24 of
this Act in respect of those goods that —

(i) isdueand payable by the person; and
(i) remains unpaid;
and

the person has complied with any requirements made by
the Secretary under section 44 of this Act in relation to
the goods,

the goods are to be evaluated for registration having regard to —

(d)

(€)
(f)

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

whether the presentation of the goods is acceptable;

whether the goods conform to any standard applicable to
the goods, or any requirements relating to advertising
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(h)

(i)

@)

Note:

@

applicable to goods of that kind under the
Commonwealth regulations;

if astep in the manufacture of the goods has been
carried out outside Australia, whether the manufacturing
and quality control procedures used in the manufacture
of the goods are acceptable;

if the goods have been manufactured in Western
Australia, whether the goods have been manufactured in
accordance with Part 4 of the Commonwealth Act or
Part 4 of this Act;

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

such other matters (if any) as the Secretary considers
relevant.

The Secretary must not use protected information when eval uating
therapeutic goods for registration: see section 31 of this Act.

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

whether the applicant has provided —

(i) if the goods are not therapeutic devices and a
step in the manufacture of the goods has been
carried out in a country that is a member of the
European Community, a conformity assessment
certificate in relation to the goods; or

(i) inany other case, an acceptable form of evidence
from arelevant overseas authority establishing
that the manufacture of the goods is of an
acceptable standard,;

and
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©)

(4)

©)

(6)

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

(i) funds for the carrying out of that inspection by
the Commonwealth Department; and

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

An evaluation under this section of goods in relation to which a
period has been prescribed under section 63(2)(da) of the
Commonwealth Act must be completed within that period.

If therapeutic goods are exempt from the operation of Part 4 of
the Commonwealth Act or Part 4 of this Act or aperson is
exempt from the operation of either or both of those Partsin
relation to the manufacture of the goods, subsection (1) has
effect, in relation to the goods, asif paragraph (h) were omitted.

If aperson is exempt from the operation of Part 4 of the
Commonwealth Act or Part 4 of this Act inrelationto astep in
the manufacture of therapeutic goods, subsection (1) has effect,
inrelation to the goods, as if the reference in paragraph (h) to
those Parts were areference to those Partsto the extent that they
apply to that person in relation to the manufacture of the goods.

A decision for the purposes of paragraph (1)(g) may also take
into account any information provided to the Secretary by a
health authority of a Convention country and relating to —

(@) thegeneral standards of manufacturing practice of a
particular manufacturer; or

(b) the specific standards of manufacture or control adopted
by a particular manufacturer in relation to particular
goods.
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(8

(9)

(10)

(11)

31

(D

For the purposes of subsection (6), a Convention country isa
country that is a party to the Mutual Recognition Convention.

Information referred to in subsection (6) and provided in
accordance with the Mutual Recognition Convention isto be
treated as equivalent to information obtained as a result of an
ingpection under Part 4 of this Act.

After therapeutic goods have been evaluated for registration, the
Secretary must —

(@ notify the applicant in writing of hisor her decision on
the evaluation within 28 days of the making of the
decision and, in the case of a decision not to register the
goods, of the reasons for the decision; and

(b) if the decision isto register the goods, include the goods
in the Register and give the applicant a certificate of
registration.

The registration of therapeutic goods commences on the day
specified for the purpose in the certificate of registration.

The failure to complete an evaluation within the period
mentioned in subsection (3) does not render the
Commonwealth, the State, the Secretary or a delegate of the
Secretary liable to a person in respect of loss, damage or injury
of any kind caused by, or arising out of, the failure.

When the Secretary must not use protected information
(Cwilth s. 25A)

If evaluating therapeutic goods for registration, the Secretary
must not use information about other therapeutic goodsthat is
protected information.
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(2) Inthissection—

“protected information”, in relation to therapeutic goods,

means —

(@) that the information is protected information within
the meaning of the Commonwealth Act; or

(b) that —

(i)

(i)
(iii)

(iv)
v)

the information was given by the Secretary in
relation to an application to register
therapeutic goods (the “ new goods’) to which
this Act applies —

() not being therapeutic devices; and

(I  consisting of, or containing, an active
component;

the information is about the active component
and is not available to the public;

when the application to register the new goods
was lodged —

() no other therapeutic goods consisting
of, or containing, that active
component were included in the
Register; and

(I no such therapeutic goods had been

included in the Register at any time
before then;

5 years have not passed since the goods
became registered; and

the person in relation to whom the new goods
are registered has not given the Secretary
permission in writing for the Secretary to use
the information.
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32.

©)

(4)

(D

)

©)

For the purposes of subsection (2) —

“active component”, in relation to therapeutic goods, means a
substance that is, or one of the substances that together are,
primarily responsible for the biological or other effect
identifying the goods as therapeutic goods.

The use of protected information contrary to subsection (1) does
not render the Commonwealth, the State, the Secretary or a
delegate of the Secretary liable to a person in respect of loss,
damage or injury of any kind suffered as a result of, or arising
out of, the use of that information.

Registration of therapeutic device to which confor mity
assessment certificate applies (Cwlth s. 25B)

If —

(@ anapplication is made in accordance with section 23 for
the registration of atherapeutic device inrelationto a
person; and

(b) the applicant givesto the Secretary a conformity
assessment certificate as to the matters that would
require evaluation under section 30(1) if that section
applied in relation to the device,

then the Secretary must register the device unless the Secretary
considers that the device may compromise the health or safety
of users.

The Secretary must notify the applicant in writing of hisor her
decision on the application within 28 days of the making of the
decision and, if the Secretary decides not to register the device,
the notice must contain the reasons for that decision.

If the Secretary decides to register the device, the Secretary
must —

(@ include the device in the Register; and
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(b) giveto the applicant a certificate of registration.

(49) Theregistration of the device commences on the day specified
for the purpose in the certificate of registration.

33. Listing of therapeutic goods (Cwlth s. 26)
Q) If—

(@ anapplication is made in accordance with section 23 of
this Act for the listing of therapeutic goodsin relation to
aperson;

(b) the applicant has complied with any requirements made
by the Secretary under section 44 of this Act in relation
to the goods; and

(c) thegoods are not goods which may be listed under
section 35 of this Act,

then, subject to section 34 of this Act, the Secretary must not
refuse to list the goods in relation to the person unless the
Secretary is satisfied that —

(d) thegoodsare not digible for listing;

(e) thegoods are not safe for the purposes for which they
areto be used;

(f) the presentation of the goods is unacceptable;

(g thegoodsdo not conform to a standard applicable to the
goods or to a requirement relating to advertising
applicable to goods of that kind under the
Commonwealth regulations;

(h) if astep inthe manufacture of the goods (not being
therapeutic devices other than devices prescribed under
the Commonwealth Act) for the purposes of
section 26(1)(g) of the Commonwealth Act has been
carried out outside Australia, the manufacturing and
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(i)

@)
(k)

quality control procedures used in the manufacture of
the goods are not acceptable;

if the goods have been manufactured in Western
Australia, the goods have been manufactured contrary to
Part 4 of the Commonwealth Act or Part 4 of this Act;

the goods do not comply with quality or safety criteria
prescribed under the Commonwealth Act; or

the goods contain substances that are prohibited imports
for the purposes of the Customs Act 1901 of the
Commonwealth.

(2) Inmaking adecision for the purposes of subsection (1)(h), the
matters that may be taken into account include —

@

(b)

whether the applicant has provided —

(i) if the goods are not therapeutic devices and a
step in the manufacture of the goods has been
carried out in a country that is a member of the
European Community, a conformity assessment
certificate in relation to the goods; or

(i) inany other case, an acceptable form of evidence
from arelevant overseas authority establishing
that the manufacture of the goods is of an
acceptable standard,;

and

whether the applicant has agreed to provide, where the
Secretary considers inspection of the manufacturing
procedures used in the manufacture of the goods to be
necessary —

(i) funds for the carrying out of that inspection by
the Commonwealth Department; and

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

(4)

©)

(6)

()

(8

If therapeutic goods are exempt from the operation of Part 4 of
the Commonwealth Act or Part 4 of this Act or aperson is
exempt from the operation of either or both of those Partsin
relation to the manufacture of the goods, subsection (1) has
effect, in relation to the goods, as if paragraph (i) were omitted.

If aperson is exempt from the operation of Part 4 of the
Commonwealth Act or Part 4 of this Act inrelationto astep in
the manufacture of therapeutic goods, subsection (1) has effect,
inrelation to the goods, as if the reference in paragraph (i) to
those Parts were areference to those Partsto the extent that they
apply to that person in relation to the manufacture of the goods.

A decision for the purposes of subsection (1)(h) may also take
into account any information provided to the Secretary by a
health authority of a Convention country and relating to —

(@) thegeneral standards of manufacturing practice of a
particular manufacturer; or

(b) the specific standards of manufacture or control adopted
by a particular manufacturer in relation to particular
goods.

For the purposes of subsection (5), a Convention country isa
country that is a party to the Mutual Recognition Convention.

Information referred to in subsection (5) and provided in
accordance with the Mutual Recognition Convention isto be
treated as equivalent to information obtained as a result of an
ingpection under Part 4 of this Act.

Where an application is made, the Secretary must notify the
applicant in writing of his or her decision on the application
within 28 days of the making of the decision and, in the case of
adecision not to list the goods, of the reasons for the decision.
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(D

)

©)

(4)

As soon as practicable after an applicant has been informed that
therapeutic goods in respect of which an application was made
are acceptable for listing, the Secretary must give to the
applicant a certificate of listing of the goods, and the listing of
the goods commences on the day specified for the purpose in
the certificate.

Listing of therapeutic devicesto which conformity
assessment certificate applies (Cwlth s. 26AA)

If —

(@ anapplication is made in accordance with section 23 for
the listing of a therapeutic device in relation to a person;
and

(b) the applicant givesto the Secretary a conformity
assessment certificate as to the matters specified in
section 33(1)(d) to (k) in relation to the device,

then the Secretary must list the device in relation to the person
unless the Secretary considers that the device may compromise
the health or safety of users.

The Secretary must notify the applicant in writing of hisor her
decision within 28 days of the making of the decision and if the
Secretary decides not to list the device, the notice must contain
the reasons for that decision.
If the Secretary decidesto list the device, the Secretary must —
(@ include the device in the Register; and
(b) giveto the applicant a certificate of listing.

The listing of the device commences on the day specified for the
purpose in the certificate of listing.
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35. Listing of certain types of therapeutic goods (Cwlth s. 26A)
Q —

(@ anapplication is made in accordance with section 23 of
this Act for the listing of therapeutic goodsin relation to
aperson;

(b) the applicant has complied with any requirements made
by the Secretary under section 44 of this Act in relation
to the goods;

(c) therequirements of subsection (2) and, where
applicable, subsection (3) have been complied with; and

(d) thegoodsare not —

(i) therapeutic devices; or
(if)  device kits within the meaning of the regulations
made for the purposes of section 26A(1)(d)(iv)
of the Commonwealth Act,
then the Secretary is not to refuse to list the goods in relation to
the person.
(2) The applicant must certify that —

(@) thegoods are digible for listing;

(b) the goods are safe for the purpose for which they are to
be used,

(c) the presentation of the goods is not unacceptable;

(d) the goods conform to every standard, if any, applicable
to the goods and to every requirement, if any, relating to
advertising applicable under the regulations made under
the Commonwealth Act or this Act;

(e) if the goods have been manufactured in Western

Australia, each step in the manufacturing process has
been carried out by a person who isthe holder of a
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©)

(4)

licence to carry out that step granted under section 38 of
the Commonwealth Act or section 50 of this Act;

(f) the goods comply with all quality of safety criteria
prescribed under the Commonwealth Act;

(g thegoodsdo not contain substances that are prohibited
imports for the purposes of the Customs Act 1901 of the
Commonwealth; and

(h) theinformation included in or with the applicationis
correct.

If a step in the manufacture of the goods has been carried out
outside Australia, the Secretary must have certified, prior to the
application being made, that the manufacturing and quality
control procedures used in each such step are acceptable.

In deciding whether s0 to certify for the purposes of subsection (3),
the mattersthat may be taken into account include —

(@) whether the applicant has provided —

(i) if the goods are not therapeutic devices and a
step in the manufacture of the goods has been
carried out in a country that is a member of the
European Community, a conformity assessment
certificate in relation to the goods; or

(i) inany other case, an acceptable form of evidence
from arelevant overseas authority establishing
that the manufacture of the goods is of an
acceptable standard,;

and
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(6)

()

(8

(b) whether the applicant has agreed to provide, if the
Secretary considers inspection of the manufacturing
procedures used in the manufacture of the goods to be
necessary —

(i) funds for the carrying out of that inspection by
the Department; and

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

If therapeutic goods are exempt from the operation of Part 4 of
the Commonwealth Act or Part 4 of this Act or aperson is
exempt from either or both of those Partsin relation to the
manufacture of the goods, subsection (2) has effect, in relation
to the goods, asif paragraph (€) were omitted.

If aperson (“the manufacturer”) is exempt from the operation
of Part 4 of the Commonwealth Act or Part 4 of thisAct in
relation to a step in the manufacture of therapeutic goods,
subsection (2) has effect in relation to the goods, as if the
reference in paragraph (€) to a person who is the holder of a
licence were a reference to the manufacturer to the extent those
Parts apply to the manufacture of the goods.

Where an application is made, the Secretary must notify the
applicant in writing of his or her decision on the application
within 28 days of the making of the decision and, in the case of
adecision not to list the goods, of the reasons for the decision.

As soon as practicable after an applicant has been informed that
therapeutic goods in respect of which an application was made
are acceptable for listing, the Secretary must give to the
applicant 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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)
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©)

(4)

Registration or listing number (Cwlth s. 27)

Where the Secretary includes therapeutic goods (other than
grouped therapeutic goods) in the Register, the Secretary isto
assign a unique registration or listing number to the goods.

Where the Secretary includes grouped therapeutic goods in the
Register, the Secretary isto assign asingle, unique registration
or listing number to the grouped therapeutic goods.

Conditionson registration or listing (Cwlth s. 28)

Where the Secretary includes therapeutic goods in the Register
inrelation to a person the Secretary may, in writing, impose
conditions on the registration or listing of those goods.

Conditions referred to in subsection (1) may relateto —

(@ the manufacture of the goods;

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

(c) thekeeping of records relating to the goods;

(d) mattersdealt with in, or matters additional to matters
dealt with in, standards applicable to the goods; or

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

The Secretary may, by notice in writing given to the personin
relation to whom therapeutic goods are registered or listed,
impose new conditions on the registration or listing or vary or
remove existing conditions.

The Secretary’ s power under subsection (3) may be exercised at
the request of the person concerned or of the Secretary’s own
motion.
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(5) Theimposition or variation of a condition under subsection (3)

(6)

()

takes effect —

@

(b)

if the notice states that the action is necessary to prevent
imminent risk of death, serious illness or serious injury,
on the day on which the notice is given to the person; or

in any other case, on the day specified for the purposein
the notice, being a day not earlier than 28 days after the
notice is given to the person.

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 relation to whom the goods are
registered or listed will —

@

(b)

If —
(@

(b)

allow an authorised person —

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

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

and

if requested to do so by an authorised person, produce to
the person such documents relating to the goods as the
person requires and allow the person to copy the
documents.

in, or in connection with, an application for the listing of
therapeutic goods, a claim is made by the applicant in
relation to the goods; and

the claim is included in the Register in respect of the
goods,
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)

then the listing of the goods is subject to the following
conditions —

(c) acondition that the sponsor of the goods had, a the time
when the claim was made, information or evidence that
supported the claim and complied with the requirements,
if any, of the Commonwealth regulations,

(d) acondition that the sponsor retains the information or
evidence at all times while the goods remain listed; and

(e) acondition that, at any time while the goods remain
listed, the sponsor will, if asked by the Secretary, give
information or evidence to the Secretary.

Duration of registration or listing (Cwlth s. 29)

Where goods are included in the Register in relation to a person,
the goods remain so included until their registration or listing is
cancelled under this Part.

Notification of adverse effects etc. of goods (Cwlith s. 29A)

As soon as a person in relation to whom therapeutic goods are
registered becomes aware of information of a kind mentioned in
subsection (2) relating to the goods, the person must give the
information to the Secretary in writing.

Penalty: $40 000.

The information with which subsection (1) is concerned is
information of the following kinds:

(@ information that contradicts information already
furnished by the person under this Act;

(b) information that indicates that the use of the goodsin
accordance with the recommendations for their use may
have an unintended harmful effect;

(c) information that indicates that the goods, when used in
accordance with the recommendations for their use, may
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not be as effective as the application for registration of
the goods or information already furnished by the person
under this Act suggests.

40. Notification of adverse effects etc. where application
withdrawn or lapses (Cwlth s. 29B)

(1) If anapplication for registration of goods is withdrawn or
lapses, the Secretary may give the applicant written notice
requiring the applicant —

(@ toinform the Secretary in writing whether the applicant
is aware of any information of akind mentioned in
section 39(2) relating to the goods; and

(b) if the applicant is aware of such information, to give the
information to the Secretary in writing.

(2) Notice under subsection (1) may be given within 14 days after
an application is withdrawn or lapses.

(3) A person must comply with the requirements of a notice under
subsection (1) within 30 days after the notice is given to the person.

(4) A person must not, in purporting to comply with a notice under
subsection (1), provide information that is false or misleading in
amaterial particular if the person knows, or ought reasonably to
know, that the information is false or misleading in a material
particular.

Penalty: $40 000.

41. Cancdllation of registration or listing (Cwlth s. 30)

(1) The Secretary may, by notice in writing given to apersonin
relation to whom therapeutic goods are included in the Register,
cancel the registration or listing of the goods if —

() it appearsto the Secretary that failure to cancel the
registration or listing would create an imminent risk of
death, serious illness or serious injury;
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(b) the goods become exempt goods,

(c) the person requestsin writing the cancellation of the
registration or listing;
(d) the goods contain substances that are prohibited imports

for the purposes of the Customs Act 1901 of the
Commonwealth; or

(e) inthe case of goods listed under section 35, it appearsto
the Secretary that any of the certifications under
section 35(2)(a), (e) or (g) are incorrect.

Subject to subsection (3), the Secretary may, by notice in
writing given to a person in relation to whom therapeutic goods
are included in the Register, cancel the registration or listing of
the goods if —

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

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

(c) inthe case of goods listed under section 35, it appearsto
the Secretary that any of the certifications under section
35(2)(b), (c), (d), (f) or (h) areincorrect;

(d) the sponsor has refused or failed to comply with a
condition to which the inclusion of the goods is subject;

(e) the person has contravened section 39(1) in relation to
the goods;

(f) the goods become required to be included in the other
part of the Register;

(g thegoodsdo not conform to a standard applicable to the
goods or to a requirement relating to advertising
applicable to goods of that kind under the
Commonwealth regulations or regulations made under
this Act; or
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©)

(4)

©)

(6)

(h) the annual registration or listing charge is not paid
within 28 days after it becomes payable.

Where the Secretary proposes to cancel the registration or
listing of goodsin relation to a person under subsection (2)
otherwise than as aresult of afailure to pay the annual
registration or listing charge, the Secretary must —

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

(b) givethe person areasonable opportunity to make
submissions to the Secretary in relation to the proposed
action.

Where a person makes submissions in accordance with
subsection (3)(b), the Secretary is not to make a decision
relating to the cancellation until the Secretary has taken the
submissions into account.

The Secretary must, by notice in writing given to a personin
relation to whom therapeutic goods are included in the Register,
cancel the registration of the goods if the Secretary becomes
aware that protected information was used when evaluating the
goods for registration.

Where the Secretary cancels the registration or listing of goods
in relation to a person, the goods cease to be registered or
listed —

(@) if the cancellation is effected under subsection (1), on

the day on which the notice of cancellation is given to
the person; or

(b) inany other case, on such later day as is specified in the
notice.
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(7) Where the Secretary cancels the registration or listing of goods
inrelation to a person, the Secretary —

(@ may, inwriting, impose on the person one or both of the
following requirements —

(i) toinformthe public, or aspecified class of
persons, in the specified manner and within such
reasonable period asis specified, of the
cancellation;

(i) totake stepsto recover any of the goods that
have been distributed;

and

(b) must cause to be published in the Commonwealth of
Australia Gazette, as soon as practicable after the
cancellation, a notice setting out particulars of the
cancellation.

(8 A person who refuses or fails to comply with a requirement
under subsection (7)(@) commits an offence.

Penalty: $10 000.

Recovery of wrongly supplied therapeutic goods
(Cwilth s. 30A)

(1) Thissection appliesif —
(@ any person supplies therapeutic goods; and
(b) the goods are not registered goods, listed goods, exempt
goods, goods that are the subject of an approval or
authority under section 19 of the Commonwealth Act or
under section 8 of this Act, goods that are the subject of

an approval under section 19A of the Commonwealth
Act or an exemption under section 9 of this Act.
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©)

(4)

(D

The Secretary may, in writing, impose on the sponsor of the
goods one or both of the following requirements —

(@ toinformthe public or a specified class of persons, in
the specified manner and within such reasonable period
as is specified, that the goods have been wrongly
supplied,;

(b) totake stepsto recover any of the goodsthat have been
distributed.

The Secretary must cause to be published in the Commonwealth
of Australia Gazette, as soon as practicable after imposing such
areguirement, a notice setting out particulars of the
requirement.

A person who refuses or fails to comply with a requirement
under subsection (2) commits an offence.

Penalty: $10 000.

Recovery etc. of registered or listed goods not conforming to
standards (Cwlth s. 30B)

This section applies if —
(@) therapeutic goods of a particular type are included in the
Register in relation to a person,
(b) any person supplies a batch of goods of that kind,;

(c) the Secretary is satisfied that the goods included in that
batch do not conform to a standard applicable to goods
of that kind; and

(d) the Secretary is not aware that any other goods of that
kind supplied by the person within the previous
6 months have failed to conform to that standard or
another standard applicable to goods of that kind.
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The Secretary may, in writing, impose on the sponsor of the
goods one or both of the following requirements —

(@ toinformthe public or a specified class of persons, in
the specified manner and within such reasonable period
as is specified, that the goods included in that batch do
not conform to a standard applicable to goods of that
kind;

(b) totake stepsto recover the goods included in that batch,
except those goods that cannot be recovered because
they have been administered to, or applied in the
treatment of a person or animal.

The Secretary must cause to be published in the Commonwealth of
Audtralia Gazette, as soon as practicable after imposing such a
requirement, a notice setting out particulars of the requirement.

A person who refuses or fails to comply with a requirement
under subsection (2) commits an offence.
Penalty: $10 000.

This section does not stop the Secretary from taking action
under section 41.

Divison 3 — General

Secretary may requireinformation (Cwlith s. 31)

The Secretary may, by notice in writing given to a person who
is an applicant for the registration of therapeutic goodsor 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;
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(©)
(d)
(€)

(f)
()

(h)

(i)
@)

the design specifications of the goods;
the quality of the goods;

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

the presentation of the goods;

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

the conformity of the goods to a requirement relating to
advertising applicable to goods of that kind under the
Commonwealth regulations;

the regulatory history of the goods in another country;

any other matter prescribed by the Commonwealth
regulations for the purposes of section 31(1)(k) of the
Commonwealth Act in relation to goods of that kind.

(2) The Secretary may, by notice in writing given to a person who
is an applicant for the listing of therapeutic goods or in relation
to whom therapeutic goods are listed, 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 —

@
(b)
(©)
(d)

the formulation of the goods;
the composition of the goods,
the design specifications of the goods;

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

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

(g theconformity of the goodsto a sandard applicable to
the goods, or to arequirement relating to advertising
applicable to goods of that kind under the
Commonwealth regulations or regulations made under
this Act;

(h) any other matter prescribed by the Commonwealth
regulations for the purposes of section 31(2)(h) of the
Commonwealth Act in relation to goods of that kind.

A notice under this section requiring information or documents
to be given may specify that the form in which the information
or document is to be given is in accordance with specified
software requirements —

(@) onaspecified kind of data processing device; or
(b) by way of a specified kind of electronic transmission.

A person in relation to whom therapeutic goods are registered or
listed must not, without reasonable excuse, fail to comply with a
notice given to the person under this section.

Penalty: $10 000.

A person in relation to whom therapeutic goods are registered or
listed must not, in purporting to comply with a notice under this
section, give information that is false or misleading in a material
particular if the person knows, or ought reasonably to know,
that the information is false or misleading in a material
particular.

Penalty: $10 000.
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46.
D

)

Commissioner may obtain information about certain
substances and goods

The Commissioner may, by notice served on a person who
manufactures in, imports into or supplies in Western Australia
any therapeutic goods, require the person to give to the
Commissioner, or to another person specified in the notice, such
information about the goods as is requested in the notice.

A person must comply with a notice within such time, being not
less than 14 days after the notice is served, as is specified in the
notice, unless the person has a reasonable excuse for not doing
0.

A notice may be served on a person even if the person has
previously given information to the Commissioner about the
goods.

A person must not, in purporting to comply with a notice, give
information that is false or misleading in a material particular if
the person knows, or ought reasonably to know, that the
information is false or misleading in a material particular.

Penalty: $2 000.

Inspection and variation of entriesin Register (Cwlth s. 32)

A person in relation to whom therapeutic goods are registered or
listed may make a written request to the Secretary for a copy of
the entry in the Register in relation to the goods.

If a person makes such arequest, the Secretary must send to the
person a copy of so much, if any, of that entry as is contained in
any computer database maintained by the Commonwealth
Department for purposes connected with the administration of
this Act, other than any part of that entry that was supplied in
confidence by another person.
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If the person makes such a request, then, instead of providing a
copy of an entry to the person, the Secretary may, if the request
is for the provision of the copy in an electronic form, provide
the information contained in the entry —

(@) onadataprocessing device; or
(b) by way of electronic transmission.

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 Register in relation to the
goods if the entry contains information that is incomplete or
incorrect.

Where —

(@) the personinrelation to whom therapeutic goods are
registered or listed has asked the Secretary to vary
product information included in the entry in the Register
that relates to the goods; and

(b) theonly effect of the variation would be to reduce the
class of persons for whom the goods are suitable or to
add awarning or precaution, being awarning or
precaution that does not include any comparison of the
goods with any other therapeutic goods by reference to
quality, safety or efficacy,

the Secretary must vary the entry in accordance with the
request.

Where —

(@) the personinrelation to whom therapeutic goods are
registered or listed has asked the Secretary to vary
information included in the entry in the Register that
relates to the goods;

(b) subsection (4) does not apply to the request; and
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(c) the Secretary is satisfied that the variation requested
does not indicate any reduction in the quality, safety or

efficacy of the goods for the purposes for which they are
to be used,

5 the Secretary may vary the entry in accordance with the request.
(7) Inthissection—

“product information”, in relation to therapeutic goods, means
information relating to the safe and effective use of the

goods, including information regarding the usefulness and
10 limitations of the goods.

47. Publication of list of goods on Register (Cwlth s. 33)

The Secretary must publish alist of the therapeutic goods
included in the Register not less than once every 12 months.
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Part 4 — Manufacturing of therapeutic goods

48. Offencesrelating to manufacturing and licences
(Cwilth s. 35)

(1) A person must not, at premises in Western Australia, carry out a
step in the manufacture of therapeutic goods for supply for use
in humans unless —

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

(b) the person isthe holder of alicence under this Part or
under Part 4 of the Commonwealth Act that authorises
the carrying out of that step in relation to the goods at
those premises.

Penalty: $25 000.

(2) A personwho isthe holder of alicence must not breach a
condition of the licence.

Penalty: $15 000.

(3) A person must not, in or in connection with an application for a
licence to manufacture therapeutic goods for use in humans,
make a statement that is false or misleading in a material

particular if the person knows, or ought reasonably to know,
that it is false or misleading in a material particular.

Penalty: $10 000.

49, Application for licence (Cwlth s. 37)

(1) Anapplication for alicence must —

(@) be made in writing in accordance with a form approved
by the Secretary;

(b) identify the therapeutic goods or classes of therapeutic
goods that the applicant proposes to manufacture;
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(c) identify the manufacturing premises that will be used in
the manufacture of those goods;

(d) identify the steps in the manufacture of those goods that
the applicant proposesto carry out under the licence;

(e) statethe names, qualifications and experience of the
persons who are to have control of the production of the
goods and of the quality control measures that areto be
employed,

(f) bedelivered to an office of the Commonwealth
Department specified in the form; and

(g9 beaccompanied by an application fee of an amount
equal to the application fee prescribed under the
Commonwealth regulations in respect of an application
under section 37 of the Commonwealth Act.

(2) The Secretary may, by notice in writing given to an applicant
for alicence, require the applicant —

(@) to give to the Secretary, within such reasonable time as
is specified in the notice, such further information
concerning the application as is specified in the notice;
or

(b) toalow an authorised person, at any reasonable time
specified in the notice, to inspect the premises,
equipment, processes and facilities that will be used in
the manufacture of the goods, or other goods on those
premises.

50. Grant of licence (Cwlth s. 38)

() Where—

(@) aperson has made an application to carry out Sepsin
the manufacture of therapeutic goods at particular
manufacturing premises,

page 56



10

15

20

25

30

Therapeutic Goods (Western Australia) Bill 2000
Manufacturing of therapeutic goods Part 4

s. 50

(b) anapplication fee of an amount equal to the application
fee prescribed under the Commonwealth regulationsin
respect of an application under section 37 of the
Commonwealth Act has been paid;

(c) feesof an amount equal to any applicable inspection
fees prescribed under the Commonwealth regulations in
respect of the grant of a licence under section 38 of the
Commonwealth Act have been paid; and

(d) the person has complied with any requirements made by
the Secretary under section 49(2) of this Act in relation
to the application,

the Secretary must grant the person alicence to carry out those
steps at those premises unless —

(e) 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,

(f) theperson —

(i) hashad alicence granted to the person under this
Act or the Commonwealth Act revoked,

(i)  has been convicted of an offence against this
Act, the Commonwealth Act or alaw of another
State or Territory relating to therapeutic goods;

(iii)  controls a body corporate, whether directly or
indirectly through one or more interposed
entities, that has been convicted of an offence
againgt this Act, the Commonwealth Act or alaw
of a State or Territory relating to therapeutic
goods;
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(iv) controlled abody corporate, whether directly or

indirectly through one or more interposed
entities, when the body committed an offence
againgt this Act, the Commonwealth Act or alaw
of a State or Territory relating to therapeutic
goods for which the body has been convicted;

(v) iscontrolled by another person, whether directly
or indirectly through one or more interposed
entities, and that other person has been convicted
of an offence against this Act, the
Commonwealth Act or alaw of a State or
Territory relating to therapeutic goods; or

(vi) has failed on more than one occasion to observe
the manufacturing principles in connection with
the manufacture of therapeutic goods.

(2) Despite subsection (1)(f), the Secretary may grant alicenceto a
person who, apart from this subsection, could not be granted a
licence because of subsection (1)(f) if, in the opinion of the
Secretary, special circumstances make it appropriate to do .

(3) Wherethe Secretary grants or refuses to grant alicenceto a
person, the Secretary must —

(@) give the person written notice of the decision; and
(b) inthe case of arefusal, include in the notice the reasons
for the refusal.

(49) Wherethe Secretary grants a licence, the Secretary must cause

particulars of the decision to be published in the Commonwealth
of Australia Gazette as soon as is practicable after the decision
is made.
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(4)

Term of licence (Cwlth s. 39)

A licence commences on the day specified in the licence and
remains in force until it is revoked or suspended.

Conditions of licences (Cwlth s. 40)

A licence may be granted subject to —

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

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

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

The imposition or variation of a condition under subsection (2)
takes effect —

(@) if the notice statesthat the action is necessary to prevent
imminent risk of death, serious illness or serious injury,
on the day on which the notice is given to the person; or

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

In addition to any conditions imposed under subsection (1) or
(2), each licence is, except as otherwise specified in the licence,
subject to the conditions that the holder of the licence will —

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

(i) toenter, a any reasonable time, the
manufacturing premises to which the licence
relates; and

(if)  while onthose premises, to inspect 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;

(c) where an authorised person enters premises as
mentioned in paragraph (b)(i), answer questions relating
to procedures carried out at the premises and require
employees at those premises to do so;

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

(i)  produce to the person such documents relating to
the manufacture of therapeutic goods manufactured
at those premises as the person requires and allow
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 Commonwealth regulations for the
purposes of section 40 of the Commonwealth Act.
53. Revocation and suspension of licences (Cwilth s. 41)
(1) Subject to subsection (2), the Secretary may, by notice in

writing given to the holder of alicence, revoke the licence, or
suspend the licence for a period specified in the notice, if —

@

the holder has been convicted of an offence against this
Act or the Commonwealth Act;
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(b)

(©)

(d)

(€)
(f)

()
(h)
(i)

the holder controls a body corporate, whether directly or
indirectly through one or more interposed entities, that
has been convicted of an offence against this Act, the
Commonwealth Act or alaw of a State or Territory
relating to therapeutic goods;

the holder controlled a body corporate, whether directly
or indirectly through one or more interposed entities,
when the body committed an offence against this Act,
the Commonwealth Act or alaw of a State or Territory
relating to therapeutic goods for which the body has
been convicted;

the holder is controlled by another person, whether
directly or indirectly through one or more interposed
entities, and that other person has been convicted of an
offence against this Act, the Commonwealth Act or a
law of a State or Territory relating to therapeutic goods;

the holder has breached a condition of the licence;

the holder has failed to observe the manufacturing
principles;

the holder requests in writing that the licence be revoked
or suspended, as the case may be;

the holder ceases to carry on the business of
manufacturing the goods to which the licence relates; or

the annual licensing charge, or any applicable inspection
fees, have not been paid within 28 days after they
become payable.
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©)

(4)
©)

(6)

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 considers that failure to
revoke or suspend the licence immediately would create an
imminent risk of death, serious iliness or serious injury —

(@ by notice in 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 wherethe proposed action isto betaken as a
result of afailure to pay the annual licensing charge or
an applicable inspection fee, give the holder an
opportunity to make, within such reasonable time asis
specified in the notice, submissions to the Secretary in
relation to the proposed action.

Where the holder makes submissions in accordance with
subsection (2)(b), the Secretary is not to make a decision
relating to the revocation or suspension of the licence before
taking into account the submissions.

A licence may be revoked even if the licence is suspended.

Where a licence is suspended, the Secretary may, by notice in
writing given to the holder of the licence, revoke the
suspension.

Where the Secretary revokes or suspends a licence, the
Secretary must cause particulars of the decision to be published
in the Commonwealth of Australia Gazette as soon as
practicable after the decision is made.

Publication of list of manufacturersetc. (Cwlth s. 42)

The Secretary may, from time to time and in such manner as the
Secretary determines, publish alist of the personswho are
licensed under this Part, the classes of goodsto which the
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licences relate, the steps of manufacture that the licences
authorise and the addresses of the manufacturing premises to
which the licences relate.
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55.
D

)

©)

Wholesalersto comply with wholesaling code of practice

A person who is engaged in the supply by wholesale of
therapeutic goods for human use must ensure that the
recommendations and requirements of the Wholesaling Code of
Practice are complied with.

Penalty: $10 000.

In this section —
“supply by wholesale” —
(@) means supply for the purposes of resale; and

(b) includes supply in wholesale quantities of therapeutic
goods for use —

() inapublicinstitution; or
(if)  in connection with a profession, business, trade
or industry for use only in connection with that

profession, business, trade or industry, but not
for resale.

“Wholesaling Code of Practice’” means the code of practice
entitled Code of Good Wholesaling Practice for
Therapeutic Goods for Human Use, published by the
Commonwealth Government, asin force from time to time.

Nothing in this section affects the operation of any other
provision of this Act in relation to the supply of therapeutic
goods.
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56.

57.

(D

)

©)

(1

)

Part 6 — Payment of charges

By whom charges payable (Cwlth s. 43)

An annual registration charge is payable by the personin
relation to whom therapeutic goods are registered.

An annual listing charge is payable by the person in relation to
whom therapeutic goods are listed.

An annual licensing charge is payable by the holder of alicence
under Part 4.

Timefor payment of charges (Cwith s. 44)

An annual registration charge or annual listing charge for a
financial year relating to therapeutic goods other than grouped
therapeutic goods becomes payable —

(@ if theyear isthe financial year (in this subsection called
the “first year”) during which the registration or listing
of the therapeutic goods concerned commenced, on that
commencement; or

(b) if the year isalater financial year, on the anniversary of
that commencement or, if the Secretary has, by notice in
writing given before the end of the first year 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.

An annual registration charge or annual listing charge for a
financial year relating to grouped therapeutic goods becomes
payable by a person on the day specified in relation to those
grouped therapeutic goods in awritten notice given by the
Secretary to the person.
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58.

An annual licensing charge for afinancial year becomes payable
on the day on which the licence commenced and on each
anniversary of that day.

The Secretary may, by agreement with the person by whom an
annual registration charge, annual listing charge or an annual
licensing charge is payable, vary the day on which the charge is
payable.

Recovery of charges

An annual registration charge, annual listing charge or annual
licensing charge may be recovered by the Commonwealth as a
debt due to the Commonwealth.
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Part 7— Entry, searchesand warrants

59. Definitionsin this Part (Cwlith s. 45A)

In this Part, unless the contrary intention appears —
“evidential material” means—

(@ any thing with respect to which an offence against
this Act has been committed or is suspected, on
reasonable grounds, to have been committed,;

(b) any thing asto which there are reasonable grounds
for suspecting that it will afford evidence asto the
commission of any such offence; or

(c) any thing asto which there are reasonable grounds
for suspecting that it is intended to be used for the
purpose of committing any such offence;

“occupier” , inrelation to premises, includes a person present
at the premises who is in apparent control of the premises;

“seize” includes secure against interference;

“thing” includes a substance, and a thing in electronic or
magnetic form.

60. Searchesto monitor compliance with Act (Cwilth s. 46)

(1) Subject to subsections (2) and (3), an authorised person may, for
the purpose of finding out whether this Act or the regulations
have been complied with —

(@) enter any premises; and
(b) exercisethe powers set out in section 64(1).

(2) The authorised person must not enter the premises unless —

(@) theoccupier of the premises has consented to the entry;
or
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(b)

the entry is made under a warrant issued under
section 74.

(3 Anauthorised person is not entitled to exercise any powers
under subsection (1) inrelation to the premises if —

(@) theoccupier of the premises has required the authorised
person to produce his or her identity card for inspection
by the occupier; and

(b) the authorised person failsto comply with the
requirement.

61. Searches of certain premisesto monitor compliance with

Act (Cwlth s. 46A)

(1) Anauthorised person may, subject to subsections (2) and (3),
and to the extent that it is reasonably necessary for the purpose
of finding out whether this Act or the regulations have been
complied with, enter premises to which this section applies and
do any of the following —

@
(b)

(©)
(d)

search the premises and any thing on the premises;
inspect, examine, take measurements of, or conduct
tedts, including by the taking of samples, concerning,
any thing in the premises that relates to therapeutic
goods;

take photographs, including video recordings, or make
sketches of the premises or any thing on the premises;

inspect any book, record, or document on the premises.

(2) Anauthorised person must not, under subsection (1), enter
premises that are a residence unless —

@

the occupier of the premises has consented to the entry;
or
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(b) the premises are used for commercial purposesin
relation to therapeutic goods, in addition to residential
purposes.

(3 Anauthorised person is not entitled to exercise any powers
under subsection (1) inrelation to premises if —

(@) theoccupier of the premises has required the authorised
person to produce his or her identity card for inspection
by the occupier;

(b) the authorised person failsto comply with the
requirement.

(4) Thissection appliesto —
(@) premises of aperson —

()  who has been granted an approval or authority
under section 19 of the Commonwealth Act or
under section 8 of this Act, or an exemption
under section 9 of this Act;

(i)  who has been granted approval under
section 19A of the Commonwealth Act; or

(iii)  inrelation to whom therapeutic goods are
registered or listed,

being premises connected with the manufacture or
supply of therapeutic goods or the keeping of records
relating to the manufacture or supply of therapeutic
goods;

(b) premisesto which the personin relation to whom
therapeutic goods are registered or listed, or the sponsor
of the goods, must allow access as a condition of the
registration or listing of the therapeutic goods; and

(c) premisesinrelation to which alicence has been granted
under Part 4 of the Commonwealth Act or Part 4 of this
Act for the manufacture of therapeutic goods, or
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62.

(D

)

premises at which records are kept in relation to such
information.

Searches and seizures on public health grounds
(Cwilth s. 46B)

Subject to subsection (2), if an authorised person has reasonable
grounds for suspecting that —

(@) there may be on any premises a particular thing in
respect of which this Act or the regulations have not
been complied with; and

(b) itisnecessary inthe interests of public health to exercise
powers under this section in order to avoid an imminent
risk of death, seriousillness or seriousinjury,

the authorised person may, to the extent that it is reasonably
necessary for the purpose of avoiding an imminent risk of death,
serious illness or serious injury, enter the premises and do any
of the following —

(c) searchthe premises for the thing;
(d) if the authorised person finds the thing on the premises,
seizeit.
An authorised person is not entitled to exercise any powers
under subsection (1) inrelation to premises if —

(@) theoccupier of the premises has required the authorised
person to produce his or her identity card for inspection
by the occupier; and

(b) the authorised person failsto comply with the
requirement.
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63.
D

)

©)

(4)

Searches and seizuresrelated to offences (Cwith s. 47)

Subject to subsections (2) and (3), if an authorised person has
reasonable grounds for suspecting that there may be evidential
material on any premises, the authorised person may —

(@) enter the premises;

(b) exercisethe powers set out in subsection (4) and
section 64(1); and

(c) if the authorised person finds the thing on the premises,
seizeit.

The authorised person must not enter the premises unless —

(@) theoccupier of the premises has consented to the entry;
or

(b) theentry is made under awarrant issued under
section 75.

An authorised person is not entitled to exercise any powers
under subsection (1) inrelation to premises if —

(@) theoccupier of the premises has required the authorised
person to produce his or her identity card for inspection
by the occupier; and

(b) the authorised person failsto comply with the
requirement.

(@) inthe course of searching, in accordance with awarrant,
for a particular thing, an authorised person finds another
thing that the authorised person believes on reasonable
groundsto be evidential material; and

(b) the authorised person believes, on reasonable grounds,
that it is necessary to seize that other thing in order to
prevent its concealment, 10ss or destruction, or itsuse in
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(D

committing, continuing or repeating an offence against
this Act,

the warrant is taken to authorise the authorised person to seize
that other thing.

General powersof authorised personsin relation to
premises (Cwith s. 48)

The powers an authorised person may exercise under
sections 60(1)(b) and 63(1)(b) are as follows —

@
(b)

(©)

(d)

(€)

to search the premises and any thing on the premises;

to ingpect, examine, take measurements of, or conduct
tedts, including by the taking of samples, concerning any
thing on the premises that relates to therapeutic goods;

to take photographs, including video recordings, or
make sketches of the premises or any thing on the
premises;

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 book, record or document requested
by the authorised person;

if the authorised person was authorised to enter the
premises by awarrant under section 74 or 75, to require
any person on or in the premisesto —

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

(i)  produce any book, record or document requested
by the authorised person;
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©)

65.

(D

)

©)

66.
D)

(f) toinspect any book, record or document on the
premises;

(g) totake extracts from or make copies of any such book,
record or document;

(h) totake onto the premises such equipment and materials
as the authorised person requires for the purpose of
exercising powers in relation to the premises.

A person must not, without reasonable excuse, refuse or fail to
comply with a requirement under subsection (1)(e).

Penalty: $3 000.

It is areasonable excuse for a person to refuse or fail to answer
aquestion or produce a document if answering the question, or
producing the document, would tend to incriminate the person.

Details of warrantsto be given to occupier etc.
(Cwilth s. 48A)

If awarrant in relation to premises is being executed and the
occupier of the premises or another person who apparently
represents the occupier is present at the premises, the authorised
person must make available to that person a copy of the warrant.

The authorised person must identify himself or herself to that
person.

The copy of the warrant referred to in subsection (1) need not
include the signature of the magistrate who issued the warrant.

Announcement before entry (Cwith s. 48B)
An authorised person must, before entering the premises under a
warrant —

(@ announce that he or she is authorised to enter the
premises; and
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67.
D

)

(b) giveany person at the premises an opportunity to allow
entry to the premises.

An authorised person is not required to comply with
subsection (1) if he or she believes on reasonable grounds that
immediate entry to the premises is required to ensure —

(@) the safety of a person; or

(b) that the effective execution of the warrant is not
frustrated.

Use of electronic equipment at premises (Cwlth s. 48C)

The authorised person may operate electronic equipment at the
premises to see whether evidential material is accessible by
doing so if he or she believes on reasonable grounds that the
operation of the equipment can be carried out without damage
to the equipment.

If the authorised person, after operating the equipment, finds
that evidential material is accessible by doing so, he or she
may —
(@) seize the equipment and any disk, tape or other
associated device;

(b) if the material can, by using facilities at the premises, be
put in documentary form, operate the facilities to put the
material in that form and seize the documents so
produced; or

(c) if the material can be transferred to adisk, tape or other
storage device that —
(i) isbrought to the premises; or

(if) isat the premises and the use of which for the
purpose has been agreed to in writing by the
occupier of the premises,
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operate the equipment or other facilitiesto copy the
material to the storage device and take the storage
device from the premises.

(3) Anauthorised person may seize equipment under
subsection (2)(a) only if —

(@) itisnot practicable to put the material in documentary
form as mentioned in subsection (2)(b) or to copy the
material as mentioned in subsection (2)(c); or

(b) possession by the occupier of the equipment could
congtitute an offence.
(4) If the authorised person believes on reasonable grounds that —

(@) evidential material may be accessible by operating
electronic equipment at the premises,

(b) expert assistance is required to operate the equipment;
and

(c) if heor she does not take action under this subsection,
the material may be destroyed, altered or otherwise
interfered with,

he or she may do whatever is necessary to secure the equipment,
whether by locking it up, placing a guard or otherwise.

(5) Theauthorised person must give notice to the occupier of the
premises of his or her intention to secure equipment and of the
fact that the equipment may be secured for up to 24 hours.

(6) The equipment may be secured —

(@) for aperiod not exceeding 24 hours; or
(b) until the equipment has been operated by the expert,
whichever occurs first.
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(7) If the authorised person believes on reasonable grounds that the

)

68.

)

)

©)

expert assistance will not be available within 24 hours, he or she
may apply to the magistrate for an extension of that period.

The authorised person must give notice to the occupier of the
premises of hisor her intention to apply for an extension, and
the occupier is entitled to be heard in relation to the application.

Compensation for damage to electronic equipment
(Cwilth s. 48D)

If —

(@) damageis caused to equipment as aresult of it being
operated as mentioned in section 67; and

(b) the damage was caused as a result of —

() insufficient care being exercised in selecting the
person who was to operate the equipment; or
(i)  insufficient care being exercised by the person
operating the equipment,
compensation for the damage is payable to the owner of
the equipment.

Compensation is payable out of the Consolidated Fund, which is
to the necessary extent appropriated accordingly.

In determining the amount of compensation payable, regard is
to be had to whether the occupier of the premises and his or her
employees and agents, if they were available at the time, had
provided any warning or guidance as to the operation of the
equipment that was appropriate in the circumstances.
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69.

70.

(D

)

(D

)

©)

Copies of seized thingsto be provided (Cwlth s. 48E)

Subject to subsection (2), if an authorised person seizes, under a
warrant relating to premises —

(@ adocument, film, computer file or other thing that can
be readily copied; or

(b) astorage device the information in which can be readily
copied,

the authorised person must, if requested to do so by the occupier
of the premises or another person who apparently represents the
occupier and who is present when the warrant is executed, give
acopy of the thing or the information to that person as soon as
practicable after the seizure.

Subsection (1) does not apply if —

(@) thething that has been seized or taken was seized or
taken under section 67(2)(b) or (c); or

(b) possession by the occupier of the document, film,
computer file, thing or information could constitute an
offence.

Occupier entitled to be present during search (Cwlth s. 48F)

If awarrant in relation to premises is being executed and the
occupier of the premises or another person who apparently
represents the occupier is present at the premises, the personis
entitled to observe the search being conducted.

Theright to observe the search being conducted ceases if the
person impedes the search.

This section does not prevent 2 or more areas of the premises
being searched at the same time.
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72.
D

)

Receiptsfor things seized under warrant (Cwlth s. 48G)

If athing is seized under this Part, the authorised person must
provide areceipt for the thing.

If 2 or more things are seized or moved, they may be covered in
the one receipt.

Retention of seized things (Cwlth s. 48H)

Subject to any contrary order of a court, if an authorised person
seizes athing under this Part, an authorised person must return
it if —
(@) thereason for its seizure no longer exists or it is decided
that it is not to be used in evidence; or

(b) subject to subsection (2), the period of 90 days after its
seizure ends,

whichever first occurs, unless the thing is forfeited or forfeitable
under this Act or the Commonwealth Act.

At the end of the 90 days specified in subsection (I)(b) an
authorised person must take reasonable steps to return the thing
to the person from whom it was seized, unless —

(@) proceedingsin respect of which the thing may afford
evidence were instituted before the end of the 90 days
and have not been completed, including an appeal to a
court in relation to those proceedings;

(b) anauthorised person may retain the thing because of an
order under section 73; or

(c) anauthorised person is otherwise authorised (by alaw,
or an order of a court, of the Commonwealth or of a
State or Territory) to retain, destroy or dispose of the
thing.
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73.

(D

)

©)

The thing may be returned under subsection (2) either
unconditionally or on such terms and conditions —

(@) asthe Commissioner seesfit, if the thing is seized by a
person authorised under section 7(1) or a member of the
Police Force of Western Australia; or

(b) asthe Secretary seesfit in any other case.

Magistrate may permit athingto beretained (Cwlth s. 48J)
An authorised person may apply to a magistrate for an order that
he or she may retain the thing for afurther period if —
(@) before the end of 90 days after the seizure; or
(b) beforethe end of aperiod previously specified in an
order of a magistrate under this section,

proceedings in respect of which the thing may afford evidence
have not commenced.

If the magistrate is satisfied that it is necessary for an authorised
person to continue to retain the thing —

(@) for the purposes of an investigation as to whether an
offence against this Act has been committed; or

(b) to enable evidence of an offence against this Act to be
secured for the purposes of a prosecution,

the magistrate may order that an authorised person may retain
the thing for the period, not exceeding 3 years, specified in the
order.

Before making the application, the authorised person must —

(@) takereasonable stepsto discover who has an interest in
the retention of the thing; and
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)

©)

(4)

(b) if it ispracticableto do s, notify each person whom the
authorised person believes to have such an interest of
the proposed application.

Monitoring warrants (Cwlth s. 49)

An authorised person may apply to ajustice for a warrant under
this section in relation to premises.

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

A justice is not to issue a warrant unless the authorised person
or some other person has given to the justice, either orally or by
affidavit, such further information (if any) as the justice requires
concerning the grounds on which the issue of the warrant is
being sought.

The warrant must —

(@) authorise one or more authorised persons, whether or
not named in the warrant, with such assistance and by
such force as is necessary and reasonable —

(i) to enter the premises; and
(i) to exercisethe powers set out in section 64(1) in
relation to the premises;

(b) state 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;

(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) satethe purpose for which the warrant is issued.

page 80



10

15

20

25

Therapeutic Goods (Western Australia) Bill 2000
Entry, searches and warrants Part 7

s. 75

75.

(D

)

©)

(4)

Offencerelated warrants (Cwlth s. 50)

An authorised person may apply to ajustice for a warrant under
this section in relation to premises.

Subject to subsection (3), ajustice may issue the warrant if
satisfied, by information on oath, that there are reasonable
grounds for suspecting that there is, or there may be within the
next 72 hours, in or on the premises evidential material.

A justice must not issue a warrant unless the authorised person
or some other person has given to the justice, either orally or by
affidavit, such further information (if any) as the justice requires
concerning the grounds on which the issue of the warrant is
sought.

The warrant must —

(@) name one or more authorised persons;

(b) authorise the persons so named, with such assistance
and by such force as is necessary and reasonable —

(i) toenter the premises;
(i) to exercise the powers set out in sections 63(4)
and 64(1); and
(iii)  to seize the evidential material;
(c) state 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;

(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) statethe purpose for which the warrant is issued.
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76. Offencerelated warrants by telephone (Cwlth s. 51)

(1) If, inanurgent case, an authorised person considers it necessary
to do s, the person may apply to a magistrate by telephone for
awarrant under section 75 in relation to premises.

(2) Before applying for awarrant, the person must prepare an

©)

(4)

©)

information of the kind mentioned in section 75(2) in relation to
the premises that sets out the grounds on which the warrant is
sought.

If it is necessary to do 0, the person may apply for the warrant
before the information is sworn.

If the magistrate is satisfied —

(@) after having considered the terms of the information;
and

(b) after having received such further information (if any) as
the magistrate 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 could
be issued under section 75 if the application had been made
under that section.

If the magistrate completes and signs the warrant —

(@) the magistrate must —

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

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

(iii)  tell the authorised person the day, not more than
one week after the magistrate completes and
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(6)

()

(8

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 authorised person must —

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

(if)  write on the form the name of the magistrate and
the day on which and the time at which the
warrant was signed.

The authorised person must also, not later that the day after the
day of expiry or execution of the warrant, whichever isthe
earlier, send to the magistrate —

(@ theform of the warrant completed by the person; and

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

When the magistrate receives those documents, the magistrate
must —

(@) attach them to the warrant that the magistrate completed
and signed; and
(b) deal with them in the way in which the magistrate would

have dealt with the information if the application had
been made under section 75.

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

(b) thewarrant signed by the magistrate 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 a warrant.

A reference in this Part to awarrant under section 75 includes a
reference to awarrant signed by a magistrate under this section.

Offencesrelating to warrants (Cwith s. 51B)

A person must not, in an application for a warrant, make a
statement that is false or misleading in a material particular if
the person knows, or ought reasonably to know, that the
statement is false or misleading in a material particular.

Penalty: Imprisonment for 2 years.

A person must not —

(@) stateinadocument that purportsto be aform of warrant
under section 76 the name of the magistrate unless that
magistrate issued the warrant;

(b) state on aform of warrant under that section a matter
that, to the person’s knowledge, departsin a material
particular from the form authorised by the magistrate;

(c) purport to execute, or present to another person, a
document that purportsto be a form of warrant under
that section that the first mentioned person knows —

(i) hasnot been approved by a magistrate under that
section; or
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(i) todepart in amaterial particular from the terms
authorised by the magistrate under that section;

or

(d) giveto amagistrate aform of warrant under that section
that is not the form of warrant that the person purported
to execute.

Penalty: Imprisonment for 2 years.
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78. Identity cards (Cwlth s. 52)
(1) The Commissioner isto ensurethat each person authorised by

)

79.
D
(2)

©)

(4)

©)

(6)

him or her as an authorised person for the purposes of this Act is
issued with an identity card that incorporates a recent
photograph of the person.

Where a person ceases to be an authorised person referred to in
subsection (1), the person must, as soon as practicable after so
ceasing, return the person’s identity card to the Commissioner.

Penalty: $1 000.

Indictable offences and forfeiture (Cwlth s. 54)
An offence against section 22, 39 or 40 is an indictable offence.

Despite subsection (1), a court of summary jurisdiction may
hear and determine proceedings in respect of an offence referred
to in subsection (1) if the court is satisfied that it is appropriate
to do so and the defendant and the prosecutor consent.

Where a court of summary jurisdiction convicts a person of an
offence referred to in subsection (1), the penalty that the court
may impose is a fine not exceeding $2 000.

If a court convicts a person of an offence against this Act in
relation to any therapeutic goods, the court may order that the
goods be forfeited to the State and, where such an order is
made, the goods become the property of the State.

Where goods are so forfeited, the Commissioner may cause
notice of the forfeiture to be published in the Gazette.

Goods forfeited under an order referred to in subsection (2) are
to be disposed of in such manner as the Commissioner directs.
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Timefor bringing prosecutions (Cwith s. 54A)

Proceedings for an offence against this Act may be commenced
within 3 years after the alleged commission of the offence, but
not later.

Evidentiary certificate of Commissioner

In any legal proceedings under this Act, a certificate purporting
to be signed by the Commissioner as to any of the matters set
out in subsection (2) is evidence and, in the absence of evidence
to the contrary, is proof of the facts stated in the certificate.

The Commissioner may certify asto the following —

@

(b)

(©)

(d)

aperson was or was not, at a date specified in the
certificate —

(i) theholder of alicence under this Act;

(ii)  the holder of alicence under the Poisons
Act 1964; or

(iii)  exempt, or of aclass of person who were
exempt, under section 9 from such provision or
provisions of this Act as are specified in the
certificate;

a adate specified in the certificate, there were no
exemptions under section 9 applying to goods specified
in the certificate;

at the date specified in the certificate, there was no
authorisation given by the Commissioner under

section 20 applying to goods specified in the certificate;
or

at adate specified in the certificate, there was no
authorisation given by the Commissioner under

section 21 applying to therapeutic devices specified in
the certificate.
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82. Evidentiary certificates of the Secretary (Cwlth s. 56A)

() Inany legal proceedings under this Act, acertificate purporting
to be signed by the Secretary as to any of the matters set out in
subsection (2) is evidence and, in the absence of evidence to the
contrary, is proof of the facts stated in the certificate.

(2) The Secretary may certify asto the following —

@

(b)

(©)

(d)
(€)

(f)

()
(h)

that at a date specified in the certificate, there were no
section 18 exemptions under the Commonwealth Act
applying to goods specified in the certificate;

that at a date specified in the certificate, there were no
section 19 approvals or authorisations under the
Commonwealth Act granted in respect of goods
specified in the certificate;

that at a date specified in the certificate, there were no
approvals or authorisations under section 8 granted in
respect of goods specified in the certificate;

that at a date specified in the certificate, there was no
exemption in effect under section 9;

that at a date specified in the certificate, there was no
consent given by the Secretary under section 12
applying to goods specified in the certificate;

that at the date specified in the certificate, there were no
section 19A exemptions under the Commonwealth Act
applying to goods specified in the certificate;

that goods are or are not included in the Register;
specifying the period that goods specified in the
certificate were included in the Register, including any

conditions applying to the registration or listing of those
goods;
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©)

(i) that at adate specified in the certificate, the registration
or listing of goods specified in the certificate has been
cancelled;

() that at adate specified in the certificate, no section 7
order under the Commonwealth Act has been issued in
respect of goods specified in the certificate;

(k) that at adate specified in the certificate, alicence to
manufacture under Part 4 of this Act or the
Commonwealth Act has or has not been issued,
including any conditions applying to the licence.

Provisionsrelating to evidentiary certificates

A certificate under this section or section 81 or 82 may relateto
more than one of the mattersreferred to in the section.

In proceedings for an offence against section 17, a certificate
purported to be signed by the Commissioner to the effect that —

(@ the Commissioner did not approve the supply that isthe
subject of the proceedings; or

(b) the Commissioner approved that supply subject to the
conditions specified in the certificate,

is evidence and, in the absence of evidence to the contrary, is
proof of the facts stated in the certificate.

In proceedings for an offence against this Act, a document
purporting to be a certificate given under this section or
section 81 or 82 is, unless the contrary is proved, taken to be
such a certificate and to have been duly given.
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©)

(4)

Where, in proceedings for an offence against this Act, 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 actual or apparent authority; and

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

Any conduct engaged in or on behalf of a body corporate by a
director, servant or agent of the body corporate within the scope
of hisor her actual or apparent authority isto be taken, for the
purposes of a prosecution for an offence against this Act, to
have been engaged in also by the body corporate unlessthe
body corporate establishes that the body corporate took
reasonable precautions and exercised due diligence to avoid the
conduct.

Where, in proceedings for an offence against this Act, it is
necessary to establish the state of mind of a person other than a
body 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.

Any conduct engaged in on behalf of a person other than a body
corporate (in this subsection called the “ employer”) by a
servant or agent of the employer within the scope of his or her
actual or apparent authority isto be taken, for the purposes of a
prosecution for an offence against this Act, to have been
engaged in also by the employer unless the employer establishes
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(6)

()

(8

(D

that he or she took reasonable precautions and exercised due
diligence to avoid the conduct.

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.

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’sreasons for the intention, opinion, belief or
purpose.

A reference in this section to a director of a body corporate
includes a reference to a constituent member of a body
corporate incorporated for a public purpose by alaw of the
Commonwealth, of a State or of a Territory.

A reference in this section to engaging in conduct includes a
reference to failing or refusing to engage in conduct.

Judicial notice (Cwlth s. 56)

All courts areto take judicial notice of the British
Pharmacopoeia and of the British Pharmacopoeia (Veterinary).

Delegation by Secretary (Cwlth s. 57)

The Secretary may by signed instrument delegate the
performance of any function of the Secretary under this Act,
other than this power of delegation, to any person to whom the
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88.

20

Secretary may delegate any powers under section 57 of the
Commonwealth Act.

A delegation may be general or as otherwise provided in the
instrument of delegation.

A delegate performing a function under this section isto be
taken to do so0 in accordance with the terms of the delegation
unless the contrary is shown.

Delegation by Commissioner

The Commissioner may by signed instrument delegate to a
person the performance of any function of the Commissioner
under this Act other than this power of delegation.

A delegation may be general or as otherwise provided in the
instrument of delegation.

A delegate performing a function under this section isto be
taken to do so in accordance with the terms of the delegation
unless the contrary is shown.

Offences under this Act and the Commonwealth Act

If —

(@ anact or omission constitutes an offence under this Act
and the Commonwealth Act; and

(b) the offender has been punished for that offence under
the Commonwealth Act,

the offender is not liable to be punished for the offence under
this Act.
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Review of decisions (Cwlth s. 60)

In this section —

“decision” has the same meaning as in the Administrative
Appeals Tribunal Act 1975 of the Commonwealth.

A person —
(@) whose interests are affected by a decision of the

Secretary or of a delegate of the Secretary under
section 8, section 12, Part 3 or Part 4; and

(b) who isdissatisfied with that decision,

may make an application to the Commonwealth Administrative
Appeals Tribunal for review of that decision.

Regulations (Cwlth s. 63)

The Governor may make regulations prescribing all matters that
are required or permitted by this Act to be prescribed or are
necessary or convenient to be prescribed for giving effect to the
purposes of this Act.

Without limiting subsection (1), regulations may be made —

(@) prohibiting or regulating the advertising of therapeutic
goods, including the form and content of advertisements
and the manner in which advertisements may be
published or displayed;

(b)  with respect to labelling, sampling, examination, testing
and analysis of therapeutic goods;

(c) prescribing conditionsto be complied with in respect of
the preparation, dispensing, storage, packing, handling,
carriage and delivery of therapeutic goods,

(d) prohibiting or regulating the supply of therapeutic goods
of a specified class or classes;
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(e) with respect to the inspection of premises, stocks, books,
documents and records,

(f) regulating the circumstances in which therapeutic goods,
or therapeutic goods of a specified class or classes, may
be supplied by automatic machines, or automatic
machines of a particular type or types;

(g providing for authorisations to be given by the
Commissioner for the use of therapeutic devices
prohibited under section 21;

(h)  prohibiting the supply of therapeutic goods by
prescribed self-service methods;

(i)  with respect to the unsolicited distribution of therapeutic
goods, in accordance with section 17, including the
persons who may distribute the goods, the persons, or
classes of persons, to whom distribution may be made
and the method of distribution;

(i) providing for the disposal of things seized under the
Act;

(k) providing that a contravention of aregulation constitutes
an offence and prescribing penalties not exceeding
$2 000 for any such contravention;

() prescribing fees in respect of matters under this Act or
the regulations.

(3) Theregulations may apply, adopt or incorporate by reference
any document formulated or published by a person or body,
either —

(@ without modification or as modified by the regulations;

(b) asformulated or published on or before the date when
the regulations are made; or

(c) asformulated or published from time to time.
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Part 9 — Consequential amendments and
transitional provisions

ol Health Act 1911 amended
(1) Thissection amends the Health Act 1911*.

5 (2) Section 3(1) isamended as follows:

(@) by deleting the definitions of “Drug”, “the Drug
Advisory Committee”, “ Therapeutic substance”, and
“Therapeutic use”;

(b) inthe definition of “Trade description” by deleting “or
10 drug”.
(3) Section 5(5) isamended by deleting “and drugs’.

(4) Section 5(6) isamended by deleting “or drug” in each place
where it occurs.

(5) Theheading to Part VIIA isamended by deleting “, drugs,
15 medicines, disinfectants, therapeutic substances’.

(6) The provisions specified in the Table to this subsection are
repealed.

Table
Section 202 Part VIIA Division 7
Part VIIA Division 5 Section 246D(1)
Part VII Division 6 Section 377(10)

(7) Schedule 5 is amended as follows:
20 (@ under the heading “Part I” by deleting “,225(1), 238(3)
and (5)";
(b) under the heading “Part 11" by deleting “,224(2),
227(13)";
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() under the heading “Part 1V’ by deleting “,223(1),
225(2), 227(2), 231(2), 234(1) and 240(1)";

(d) under the heading “Part VI” by deleting “,221(1), 222,
236(1), 241()";

(e) under the heading “Part VII” by deleting “,228(2),
237(2), 238(1)".

[* Reprinted as at 31 March 2000.]

92. Health Amendment Act 1987 amended

Sections 4(d), 83 and 90 of the Health Amendment Act 1987*
are repealed.

[* Act No. 80 of 1987]

93. Health (Drugs and Allied Substances) Regulations 1961 are
repealed.

The Health (Drugs and Allied Substances) Regulations 1961 are
repealed.

94, Transtional arrangementsfor Part 4

(1) Thissection appliesto astep in the manufacture of therapeutic
goods in relation to a person in relation to premises in Western
Augtrdia if, before the commencement of this section, the
person was carrying out that step in relation to goods of that
kind at those premises.

(2) Where—

(@) thissection appliesto a step in the manufacture of
therapeutic goodsin relation to a person in relation to
premises; and

(b) the Secretary is not aware of the person having been
convicted of an offence against alaw of the
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Commonwealth, of a State or of an internal Territory in
respect of goods of that kind during the period of 2 years
ending on the commencement of this section,

section 48(1) does not apply to 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.

Where —

(@) thissection appliesto a step in the manufacture of
therapeutic goodsin relation to a person in relation to
premises; and

(b) the person makes an application for alicence to carry
out that step in relation to goods of that kind at those
premises in accordance with section 49 and within
4 months after the commencement of this section,

section 48(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 application is determined.

Transitional arrangementsfor goods required to be
registered or listed

This section applies to therapeutic goodsin relation to a person
if, immediately before the commencement of this section, the
person was a sponsor supplying goods of that kind in Western
Austrdiafor use in humans.

If —

(@) this section applies to therapeutic goods in relation to a
person;

(b) the Secretary is not aware of the person having been
convicted of an offence against alaw of the
Commonwealth, of a State or of an internal Territory in
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respect of goods of that kind during the period of 2 years
ending on the commencement of this section; and

(c) if the goods are imported goods, the Secretary is not
aware of the person having, during that period, imported
goods of that kind into Australia otherwise than in
accordance with regulations in force under the Customs
Act 1901 of the Commonwealth,

section 15(1) and (3) do not apply to goods of that kind in
relation to the person during the period of 4 months after that
commencement.

If —

(@) thissection applies to therapeutic goodsin relation to a
person; and

(b) the person makes an application in accordance with
section 23 for registration or listing of goods of that kind
within 4 months after the commencement of this section,

then —

(c) section 15(1) does not apply 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 Commonwealth of Australia Gazette before the end
of that 6 month period; and

(d) section 15(3) 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 Commonwealth of Australia Gazette
before the end of that 12 month period.

If, on an application referred to in subsection (3), goods have
been registered without having been evaluated, the Secretary
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may, if he or she thinks it appropriate, give the personin
relation to whom the goods are registered written notice that the
goods areto be evaluated to determine whether they should
continue to be registered.

A person who makes an application referred to in subsection (3)
is not required to pay —

(@) any application fee for the registration or listing of the
goodsto which the application relates; or

(b) inthe case of an application for the registration of
goods, afee for the evaluation of the goods for
registration,

but, if the goods are later evaluated to determine whether the
goods should continue to be registered, afee that is an amount
equal to the fee specified in or determined in accordance with
the Commonwealth regulations in relation to an application
under section 24 of the Commonwealth Act is payable in
respect of that evaluation.

In relation to an evaluation conducted for the purposes of this
section —

(@) section 30 has effect as if —

(i) thepersonin respect of whom the goods are
registered were an applicant for the registration
of the goods; and

(if)  thereference in subsection (1)(b) to an
evaluation fee under section 24 were areference
to afee payable under subsection (5) of this
section,

(b) sections 25, 26 and 27 have effect as if any reference in
those sections to section 24 were a reference to
subsection (5) of this section; and

(c) sections 28 and 29 do not apply.
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(7) If, onan application referred to in subsection (3), goods have
been listed without consideration of the matters mentioned in
section 33(1)(d) to (k), the Secretary may, if he or she thinks it
appropriate, give the person in relation to whom the goods are

5 listed written notice that the Secretary intends to determine
whether the goods should continue to be listed.

(8 If noticeisgiven under subsection (7), section 33 applies as if
the person in relation to whom the goods are listed were an
applicant for the listing of the goods.

10
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[Thisisalist of terms defined and the provisions where they are defined.
Thelist isnot part of the law.]

Defined Term Provision(s)
ACLIVE COMPONENT .....eeiieeeieeetee e eee e e e ste e se e sbe e nte e e sree e snaeesneeenns 31(3)
AOAVETISEMENT ... e e e e e e nne e 4(2)
annual [iCeNSING Charge ......occveeecie e 4(1)
anNnUal l1iNG Charge......coceeece e 4(2)
annual registration Charge........eevveeieee i 4(1)
approved medical Practitioner........cccceeeceeiree e 8(7)
o TU 10 TS S o 0= o o 4(2)
AULOMELIC MACKINE........eei e 4(2)
(00 0100TES S o1 SR 4(2)
CommONWEBITH ACL.......oo e 4(2)
Commonwealth DEPartMeEnt ............ceeeveeeie e 4(2)
CommonWeaIth MINISLEN .....c..eeeiieecee e 4(2)
Commonwealth regUIationS...........cocee e e 4(1)
COrreSPONAING ProVISION ....cccveiiiieecee et 7(3)
(0 1= o 1S o o PSR 89(1)
L= 1010110}V PSR 84(4)
evidential MEENTE .........ooeeiiiieee e 59
LSS 0] 00 00 LR 4(2)
LSS 101 010 0 £ o R 4(2)
LTS Y= SRR 57(1)(a)
(o= 1= 0l (] Yo [0 o S 4(2)
gazetted therapeutiC deViCES GrOUP.......ccveereeereeereeseeeseeeseeesteeere e nree e 4(2)
gazetted therapeutic gOOAS GrOUP .. ...vvveveeerereereeesieeeseeesreeesnteeseeesreeereeenees 4(2)
grouped therapeutic gOOUS.........cuveieee e 4(2)
individual patient datal..........c.eeriveeriieeriie e 24(3)
o= g oS 4(2)
TES = o =0 U=V =R 4(2)
LTES =0 o0 o 1SS 4(2)
TES 1o 00 o RS 4(2)
LT V0 o L3S 31(2)
(oo o: U o 11 = SRS 59
Product iINfOrMELION.........c.eeeieecee e 46(7)
protected iINfOrMatioN ..........ceeeieeeree e 4(1), 31(2)
S 0 K (= SR 4(1)
LS o 1S L= 1= o T0 0o SR 4(2)
= o 1S U= (0 0 1 10011 7= S 4(1)
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S = = - YRR 4(1)
S < 7 SRR 59
S 01011 o SRR 4(1)
S = 10 = (o SRS 4(1)
ST 0] o] Y SRR 4(1)
SUPPlY by WHOIESAIE ... 55(2)
the MANUFACIUNES ......eeieiee e 35(6)
thErapEULIC EVICE. ... oo e 4(2)
thErapEULIC GOOUS.......ccciee et s re e sare e 4(2)
tNEFAPEULIC USE ...ttt e e s ree e s re e sareeans 4(2)
L1111 o SR 59
Wholesaling Code of PractiCe.......ccecvveicee et 55(2)(ii)
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