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Third line of second paragraph - omit "$3000", substitute
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Clause 54 - Offences
First line - omit "20°".
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THERAPEUTIC GQOODS BILL 1989

‘GENERAL OUTLINE

The Bill provides for national controls over therapeutig

goods. Therapeutic goods are goods uged in thg prevention,
diagnosis, cure or alleviation of‘a‘d;seasg, ailment, defect or
injury and include those goods which are likely to be taken to
be for:therapeutic use because of the way they are presented_or
advertised. =~ - ' : :

The provisions of the Bill apply to .corporations who .import, -
export, manufacture or supply therapeutic gogds and to persons
who import, export, trade interstate or prov;de'therapeutlc
goods to the Commonwealth. ! . : . _

The~méjor'§arté of the Bill cover

the determination of standards'for thexrapeutic goods:
establishment of an Australian Register of therapeutic
goods which are approved for import, export and supply-

.

Standards:- _ _ o i
The standaxds for the guality of therapeutic gocdg apply - ‘to
goods for human use and for veterinary use. It_w1ll be an
offence to import, export or supply & therapeutic good which
does not comply with.a relevantnstandagd.unless the‘Secxetary
has given written consent to the contrary. : :
Austialian Register of.Therapeutiq Goods : -

The Biilrﬁrovidés.for the assessment of therapeutic goods for

human use prior to the Secretary giving approval to the sponsoxr

to import, export or supply the goods.

Approved goods will be entered into the Australian Register of

Therapeutic Goods which will consist of two parxts, one part for

registered goods and the.other for ;isted goods{

Classes of goods which.are réquired to be registered:or listéd
will be prescribed in the Regulations, : :

Goods to be registered will be those requiring evaluation w%th
regard to their quality, safety and effectiveness before heing
approved, whereas goods to be listed will be those of a less.
hazardous nature which require assessment with regaxd -to, their
quality and their compliance with any offigial;span@ard or
othexr specific reguirement. ' o o

licensing of Australian manufacturers of therapeutic goods.
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Acceptance for entry on the Register will be denoted by issue
of a Certificate of Registration or Certificate of Listing, as
appropriate.

The ‘Regulations will exempt certain goods from. the reguirement
to be included on the Register. A : S I

Licensing of Manufacturers:-

The Bill provides the authority to.the Secretary to ‘license
corporations which manufacture in Australia therapeutic ‘goods .
for human use. The Regulations may exempt - perscons ‘or. classes
of goods from this requirement.

In order to obtain a licence, a manufacturer must allow an
authorized person to inspect the premises to ascertain
compliance with written principles, primarily codes of good
manufacturing practice, which are determined by the Minister.
The Secretary may place conditions on the holding of a
licence. ;

Advisory Committees:-

‘The Regulations will provide for expert committees to prbvide

advice to the Minister or the Secretary on matters relating to
the determination of standards and manufacturing principles and
the approval of goods for supply. o : .

Review of Decisions:-

The Bill provides for xeconsideration by the Minister of
initial decisions, where this is requested by a person whose
interests are affected, and if necessary, for subsegquent
application to the Administrative Appeals Tribunal for review
of the reconsidered decisions. :

Drug Scheduling:-

It was originally proposed that the NH&MRC Standard for the
Uniform Scheduling of Drugs and Poisons (SUSDP) would be
incorporated into the legislation. However the SUSDP involves
requirements for the retail storage, labelling and supply of
drugs which are matters over which the Commonwealth has no
specific power in the Constitution. This matter was progressed
by encouraging uniform adoption of the SUSDP in State and
Territory legislation and it is expected that this will
eventuate in mid 199%0.

Date of Commencement:-

The proposed date of commencement of the legislétion is 1 March
1990.
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FINANCIAL IMPACT STATEMENT .

Cabinet has approved a fee structure that will- recover from the

indugtry half the. costs of the thexapeutics program Whlch ‘was
approximately 515 million in 1988. . S

The most substantial fees will be for- the evaluation of
products for registration and for the inspection and llcenslng
of manufacturers. - Fees will be associated with defined.
standards of service and the utilization of the revenue from
fees will be reviewed by .a joint. Industry Government commlttee.

-5

- NOTES ON CLAUSES " -

PART I - PRELIMINARY:

Clause 1l - Short Tltle

The shoxt tltle of the Act w111 be the Therageutic Goods Ac
1989, : ;

Clauge 2 - Commencement

Provides that ‘the Act shall come into operation on 1 March
1990. <Collection of revenue from the associated- system of fees
and. charges will begin on 1 July 1990, -Collection of those
fees which are not wholly related to delivery of a specific
service is provided for in a separate Brll the- "Therapeutzc
Goods (Charges) Bill 1989"'

clause 3 - Intergretation

Subclause 3(1) defines a number of- meortant terms used
throughout. the Blll.g The ‘more.. srgnlflcant ones axes. .

"therapeutlc goods“ anludes goods that are: - -
represented in any way to be, or likely to be taken to
be for. therapeutlc use, for use as. an ingredient or
component-in the manufacture of therapeutic goods or
“for use as a container or part of a container for
‘therapeutic goods. -~ The: definition covers. -diagnostic
goods for in v1tro use as. well as those admlnrstered
to patlents" S .

. "therapeutlc use" is broadly deflned and lncludes use
in the dlagnosls of disease, ailments or injuries as
well as in their prevention or treatment, - It also
specifically’ extends'to use in. connection w1th
contraceptlon and testlng for pregnancy.- :

. V"Reglster" refers to an Australlan Reglster of
Therpeutic Goods marntalned under: clause 17.
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"sponsor” in relation-to therapeutic goods refers to a
person who exports goods from, oxr imports goods into,
Rustralia, or a corporation which, in Australia,
manufactures goods for supply, or the person who .. -
-arranges for these things to be done. - o

"supply” includes provision of goods wﬁether frée or
otherwise in a wide range of stated circumstances. :

.. "corporation" refers to.a body co:pbrgte that;isxa
" foreign ‘corporation or ‘a trading or flnapc;al
' ¢corporation in Australia within 'the meaning of
paragraph 51(xx) of the Censtitutiom. ' = .

A "standard" for therapeutic goods ' is: constituted by
~an -applicable monograph in -the British Pharmacopoeia:
‘or British Pharmacopoeia (Veterinary) unless ‘ancther
-standard for those goods has been -specifically e
‘determined under clause 10. - .~ .. %o SRR

an "authorized_person"‘may'be an officer'of a
Commonwealth, State or Territory autgority,_or a-
member of the Australian Federal Police. ]

Sﬁbclauéé 3(2).: Provides that;gbods afé'té bewtaken*tO'be
for human use if they are not labelled ox otherwise
_represented to be solely for use in animalsfg

Subclause: 3(3) requires that a list.of. authorised pexsons
be published in-the Gazette at-least.once a year. The
»principal roles:of authorised person will be to inspect
- .manufacture of therapeutic goods and to:monitor compliance
. with the Bill. . Subclause 3(4) . ensures that provisions of
this Bill do not negate, and are not negated by, S
provisions under other Commonwealth Acts that deal with
. therapeutic goods. - : S T -

- ¢ircumstances in which the presentation: of therapeutic
goods is unacceptable. from the:point: of-.wiew of being
misleading or confusing as.to the content or:iproper use of
the goods are defined in subclause 3(5). Upacceptable_
presentation is. a reason for refusing to.register orxr list
goods on the Register..” A AT

Subclause 3(6) identifies the annual charges for.
registration or listing of goods and for licensing of
manufacturers as those charges provided for in the
-Therapeutic Goods (Charges) Bill 1989 which is to be read
in conjunction with this Bill. . g

[ ——

. Clause 4 = Obiect of Act

The purpose of the Bill, is to provide, for the ‘establishment
and maintenance of a national .system of controls relating to -
the gquality, safety and efficacy of therapeutic gocds that are
used in Australia, or exported from Australia.

Clanse 5 = Act td Bind Crown

The clause recognises the divisibility of the Crown and
provides that the Act will bind the Crown in right of the
Commonwealth, States, and Territories, but that nothing in the
Agt will render the Crown liable to be prosecuted for an
offence. - o : : oo - B :

Clause76 - Oberation oﬁ.Act

This clause provides the: constitutional basis for the Act viz
that the Act will -have effect not only to things principally -
done by a.corporation but also to things done by .a legal person
in the circumstances specified. A ‘

Subclause 6(3)-provideS'ﬁorjcertain_State‘and*Tex:itory
legislation relating to therapeutic goods, as specified in
regulations, to co-exist with this Commonwealth legislation.

Clause 7 - Goods mav‘be deciéred to be or not“to:be-therapeutic
goods Coe ' e - T - Seo T e T

In some cases, doubt may arise as to whether particular
‘bordexline’ types of goods should be classified as therapeutic
goods or, for example, as cosmetics or foods. Some goocds may
have several uses, only some of which are therapeutic in
purpose. : : : :

Subclauses 7(1l) and (2) permit the Secretary to declare that

" particular goods or classes of goods are or are not thexapeutic

goods, or that when used or labelled in a particular way they
are or are not to be regarded as therapeutic goods. - i

A declaration under this section takes effect.on its date of
publication in the Gazette ox on a later date specified in the
notice (subclause 7(3). : oo

Clause 8 - Power to obtain information with respect to
therapeutic goods :

Subclause 8(1) allows the Secretary to require information
about particular goods to be provided by the importer or
supplier.
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This allows necessary information to be obtained to. enable a.
decision to be reached (under clause 7) as to whether or not
the gocds are therapeutic goods, or for the purpose of
reviewing the status -of any therapeutic goods, including those
that are exempt from the requirement to be in the Regrster..

It is an offence to refuse to supply requested rnformatlon or
to provide information that is false or misleading (subclauses
8¢(2) and 8(3)). The penalty for such an offence will be
$6,000 for a person or $30,000 for a corporatron.

NOTE:

While the penalties for offences committed against the Bill by
corporations are not specified in the Bill, subsection 4B(3) of
the Crimes Act 1914 provides that a body corporate convicted .of
an offence against any law of the Commonwealth is liable for a
pecuniary penalty which is.5 times - the maximam pecuniary ’
penalty imposed on a ‘natural pexson for the same offence.
.Amounts quoted in the Bill represent the maxrmum penalty that
may be imposed on a person.

Clause 9 - Arrangements wrth States etc

Subclause gLy provrdes that the Mrnrster can make arrangements
with a State or Territory Government for the carrying out of
functions under this Act. Such arrangements may provide for:
payment to the State orx Terrltoxy for work carried out
(subclause 9(2)).

PART: 2 - -STANDARDS-

Clause 10 - Determination of standards

Subclause 10(1) allows the Mrnrster to declare, by Gazettal of
an order,. a standard for therapeutic goods or a class of -
therapeutic goods. Any such standard (commeonly known as a
Therapeutic Goods Qrder) .takes precedence over a monograph in.
the British Pharmacopoera or the Brltlsh Pharmacopoera
(Veterrnary). : ‘ . .

Matters: that nmay be dealt wrth in a Therapeutlc Goods Order are
specified in subclause -10(2), :An Order can: alsc be made by
reference to another surtable monograph ox standard :

Moreover the Mrnrster may set out in ‘an Order, standards or -
requirements for the labellrng or .packaging of therapeutrc
goods.

The Minister is required to consult with an expert cdommittee
established by the regulations before determining a standard or
amending or revoking .a standard (subclause 10(4)). ' The
relevant committee is,. currently, the. Therapeutic Goods
Commlttee '

Clause 11 — Date. of effect of standards

Identrfres the date when standards made under clause 10 take
effect. . . -

Clause 12 - Standards to be disallowabled

Provides that standards under clause ‘10 -and orders revoking,
varying oxr modifying those standards are rnstruments whrch are

\Vdrsallowable by the Parlrament'.

Clause 13 - Snecral provrsrons relatrnq to standards

Subclause 13(1) provides that, unless otherwrse specrfied;-a-
standard applies to therapeutic goods for use in humans and to
therapeutic gocds for use in animals.

Subclauses 13(2) and (3) set out rules of interpretation for
statements made in the Pharmacopoeias. For example, subclause
13(3) requires that where a monograph in the British
Pharmacopoeia (B.P.) or the British Pharmacopoea Veterinary
(B.P. (Vet)) represents the standard for particular therapeutic
goods, those goods must also comply with any relevant labelling
or packaging requirements specified in the B.P. or B.P. (Vet);
otherwise they are considered not to comply with the standard.
However, any applicable requirements established under clause
10 over-ride B.P. ox B.P. (Vet) requirements, if they are
mutually inconsistent.
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Subclauses 13(4)-13(7) clarify the order of precedence when
particular standards overlap or are lncons15tent with other
standards.

Clause 14 - Comgllance w1th standards

Subclause 14(1) prov;des that unless the Secretary consents in
writing it is an offence to import, export or supply .
therapeutic goods which do not conform to an applicable.
standard - (Penalty: $24,000 for a person-.or $120,000 for a
corporation). However to allow for re-packing-or re-labelling
of imported goods in Australia prior to distribution, a

provision is included (subclause 14(2)) to the-effect that

imported goods need not comply with-labelling or packaging
standards until the time of supply in.Australia. = A routine -
exemption from Australian labelling requirements is alsco
provided in-subclause 14(3) for goods which are exported sxnce
these requirements are developed speczflcally for the
Australlan maxket. -

Subclause 14(4) provides that goods which do not comply with a
relevant standard, and whose non- compllance has not ‘been . -
consented to by the Secretary, may ‘be .made prohibited 1mports

or pIOhlblted exports undexr’. the Customs Act 1901. :

Subclauses 14(5) and (6) provide for Gazettal of dec1srons made
by the Secretary granting consent, and-for applicants to-be
given the reasons for a decision where consent is refused.

Consent will be given by'the Secretary usually in an emergency
situation such as when it is necessary to malntaln supply of
essential therapeutic goods. Lo .

Clause 15 - Consent mav be subﬁect to condltlons etc

The Secretary may place cond;t;ons on a consent under clause 14
(subclause 15(1)), and it is an offence not to comply with the

conditions (subclause 15(2)). Penalty: $12,000 for a person or
$60,000 for a corporation.
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PART 3 - AUSTRALIAN REGISTER oF THERAPEUTIC GOODS

D;v;s;on l - Prellmlnarv -

This Part applres to: therapeut;c goods for use in humans

Clause 16 = Forms etc of therapeutlc qoods

Subclause 16(1} deflnes those character;st;cs whlch make :
certain therapeutic goods separate and distinct .from other
therapeutic goods. This subclause has the effect of clarxfylng
whmch gcods requlre a separate entry on the Reglster¢

Subclause 16(2) allows the Secretary to aggregate separate and
distinct: goods-into-one. group because .of their common = e
characteristics, and allows that ‘group to be-treated.as one '
entity for the purpose of this Part ‘of the:Bill:“sFor'example,
a range of catheters differing only. in size could be entered in
the Register as a group, lnstead of under a multlpllcxty of
entrles

CIause 17 = Australlan REQLSter of Therapeutlc Goods -

Subclause 17¢1) prov;des for the malntenance of an Australlan
Register of Therapeutic Goods for recording information - on

therapeutic - goods for human- use, -as- well as: prov1d;ng for the
assessment of those goods':”;. . : i .

Subclauses 17(2) and (3) allow the Reglster to be in a foxm-“*
determined by the Secretary and to contain 2 ‘parts, one part-
for "registered"'goods .and :the other for "listed"' goods. = = .
Listed goods are less hazardous than ‘registered goods and will+
be entered into the Register follow;ng less rigorous
assessment. Subclause 17(4) permits the 'reguldations to’
prescribe thé therapeutic goods or classes of therapeutlc good8a
required-to be. registered or listed and the ways-goods: may be
transferzed from one: part of ‘the” Reglster to the other.=<‘-“ .

Subcléuse 17(5) emphas;zes that the regulatlons are to- ensure
that registered goods 'will undergo-'a more rigorous evaluatlon'
before -being approved. for: supply,  compared to:listed goods.’
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Clause 18 - Exempt: Goods: |

Subclause: 18(1) allows the regulations to.exempt goods from the
requirement to be régistered or listed.  These exemptions may:
be subject to conditions. -Genexally, exempt goods will be :
those which do not warrant individual assessment because of the
minimal risk associated with- their useﬂ Exemptions'may-be:
revoked (subclause 18(2). : :

Clause 19 —rExemptions for special and experimental uses

Subclause 19:(1y allows the Secretary to approve the supply of”
goods (which are neither in the Register nor exempt from. the
Register), for use in the treatment of particular pexrsons (thlS
is- commonly known as "individuwal patient use") or for :

. experimental purposes.in humans - (cllnical trials)"- Conditions

may be applied to. such approvals

Subclause 19(2) describes the required method and form of ..
applications for the special approvals provided for in - - -
subclause 19(1), and requires payment of an evaluation fee in
the case. of applications for:clinical: trial approvalst e

Subclause 19(3) provides that conditions on approvals granted‘
undex--subclause 19(1) may:relate to the charges that.can be
made for goods used in those circumstances.: This clause
provides a safeguard against special use approvials being used
as a route to defacto marketing of goods and the normal
evaluation process being evaded .

Subclause 19(4) requires the Secretary to notify an applicant"

- of the. dEClSLOH w1thin 28 days of its making.

Clause 20 - Offences bv sponsors

Subclause 20(1) makes it an offence for a p_rson to 1mport,
export oxr supply goods in -Australia for use in humans unless .
the: goods. are registered or listed in that person’s name; or
the goods. are exempt; ox are the subject of an approval under:
Clause: 19.. Penalties of $24,000 for a person or $120,000 for a
corporation-are imposed for a contravention of this provision.

AClause 22 - General offences relating to this Part

=13 ,f

Subclause 20(2) requires registered goods. ox. listed goods _
(except those specified) to have their registration number or
listing number on their label in:the prescribed manner::
Penalties:.of $6,000 for a. person or:$30,000:for a: corporation .
are imposed for: failing:to comply with. this subclause..
Listed devices and goods that have been manufactured in.
Australia for export only, are.excluded: from this requirement
because of the practical difficulties of relabelling the many:
imported devices, and because .an Australian list number has no.
validity on overseas markets for: exported . goods.  Provision is
made for the registration or listing number to be added to the
labels of. imported goods 1n Australia prior to their‘_f: ‘
distribution“ _ . L . _“-“~

Subclause 20(3) allows the Secretary to have goods which are
prohibited goods nnder subclause 20(1), made prohibited imports
or prohrbited .exports under the ustoms Act: 190L. oo

Clause 21 - Offence relatlnq to wholesale supnlv

This clause makes: it an offence for a wholesaler to knowrngly
or recklessly supply therapeutic goods-(other than: listable:’
devices) unless the goods are registered, listed, exempt, or
the subject of an approval under clause 19, and provides.a:
penalty of $12,000 for a person or- $60 000 for a corporation.

The reason for excluding supply of unlisted devrces from this
offence provision .is that: listed devices will-not carry a list
number -on their labels.and therefore a wholesaler may .not know
whether or not they are listed. . The status of 6ther v
therapeutic goods will be recognisable from their labelling and
froT published lists of classes of- products to. which exemptlons
apply.

B

This clause creates a: number of general offences and penalties
relating to the regrstration and: listing of. goods. These are-n

. to deliberately place. a. false registration number or
. listing number.on: the label of.goods. (subclause 22(1)).¢,

" in - gonnection -with an application under -this Part, ‘making
a statement that is, to.the applicant’s knowledge, false
or misleading (subclause 22(2)).

o breaching a condition of the registration or listing of
" goods (subclause 22(3)).
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deliberately misrepresenting the status of the goods in
relatron to. the Regrster {subclause 22(4)).

a sponsor of therapeutlc goods- 1ncluded in the Regrster,
advertising the goods: for an indication other: than those
accepted for thelr inclusion in the. Regrster (subclause

- 22(51).

. ‘,makrng a claim that: the supply can be arranged of : :
- therapeutic goods that. are neithex regrstered nox llsted
(subclause 22(6)).. ‘ :

" breaching a condrtron (if any) of an exemptron under
subclause 18(1) or an approval under clause 19 (subclause

S 22¢7)).

; ’ 'using unregrstered or unlisted therapeutrc goods for
experimental purposes in humans except in accordance wrth
an approval under clause 19 (subclause 22(8)-. ’

The. penalty for any of .these offences is SG 000 for a.person or
$30,000 for a corporatron

Drvrslon 2 = Reqrstratron and Lrstrnq

1ause 23 - Agglications generallx

This clause establishes the procedure for makrng an applrcatron
for -the registration or listing of therapeutrc goods, and the
requlred form of the appllcatlon ‘

.Clause 24 -~ Applrcations for reqrstratron

Subclause 24(1), ‘xequires the Secretary to notlfy the applrcant
of the fee, (which is determined in accordance with. the i
regulations), for evaluating goods for registration. If the .
evaluation fee is not paid within two months ‘of when the -
applicant was notlfled, the application lapses (subclause.
24(2)).

Clause 25 Qvaaluation of therapeutic -goods

Subclause 25(1) prescribes  the matters whrch must be consrdered
in: the evaluatlon of goods for reglstratlon

“be listed.
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Subclause 25(2) provides that where. goods have been . .
manufactured outside Australia,:the standard of manufacture can
be determined by adequate evidence from. .a relevant overseds .
authority.. In-general, it will be expected that the standard
of manufacture- is- comparable with that expected of.Australian
manufacturers of such goods.  Whether the applicant has agreed.
to pay the costs of Australian rnspectors ‘where the: Secretary
considers inspection of the overseas manufacturing premises to
be necessary, and whether the manufacturer has agreed -to such
an inspection, are matters which may. be. considered-in . - - .
evaluating whether ‘gocds manufactured overseas’ should be .
regrstered S R e

Subclause 25(3).,The Secretary must notrfy the applrcant of the
decision on the evaluation of goods within 28. days of .making .
the decision and give reasons if registration is refused.. ~IE -
the goods are acceptable for registration, the applicant: is to

be given a Register form.to .complete. . This form: ‘summarises.

factual information about;the product for recordrng .on’ the . .
Register and takes account of any changes in detail that have
occurred srnce lodgement of . the. applrcatlon.a‘- R e

Subclauses 25(4) and 25(5) provrde that when the Secretary has
received from the applrcant the completed Register form:a: .
certificate of registration is +to be . ‘issued. . Regrstratlon rs.
to commence on the date specified on. the certificate, .o .. ..o

Clause 26 - LlStan .of therapeutrc qoods ;,; 'rﬁ; o

Subclause- 26(1) descrrbes the grounds on whrch llstlng of
therapeutic goods may be refused. . oo

Subclause 26(2) is a similar prOV1510n to subclause 25(2),

-except that this clause provides for matters which may: be.

considered in dECldlng whether goods manufactured ‘overseas may

When an appllcatlon for lrstrng Ls made, the Secretary is. to
notify the applicant within 28 days of making -a decision and,

in the case of a refusal to include the goods in the list, of .
the - reasons for the decision. .If listing is:approved,. llstlng
commences on. the day specified on a certificate of listing
which-is issued to the applrcant (see subclauses 26(3) and (4))0

Clause 27 = Reglstratlon or lrstrng number

A unigque reglstratron or’ llstrng number is assrgned to goods'
which are entered in.. the Regrster. .
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Clause 28 - Conditions on req;stratlon or llstlnq

Under this clause the Secretary may impose condltlons on the-
registration or listing of goods relating to -such aspects as .
the manufacture of the goods, their custody, use, supply,
disposal or destruction, the keeping of records, or matters.
relating to the standards appllcable to the goods (subclauses
28(1), (2 and (3)). .

Subclause 28(4) requires the Sebretary to give'at least 28 dayS
notice to the sponsor of goods on the Register of any proposed

addition or change to conditions applicable to the registration
oxr listing of goods. The purpose of this clause is to give the
sponsor time: to make submissions about the proposed action -

except where urgent action is necessary to prevent an 1mm1nent

risk of death, serlous 1llness ‘or ‘serious 1n3ury.

Subclause 28(5). A general condxtion of reglstratlon or listing
of goods is that authorized persons must be allowed to enter
and inspect premises at which the sponsor deals with the goods,
toc examine therapeutic goods and related record documents on
the premises, and to take samples of the goods. This subclause
should be contrasted with clauses 46 to 50 which require
monitoring and offence warrants to be obtained where it is
sought to enter other premises where it is thought goods are -
belng manufactured or supplied- in contraventlon of the Act.

Clause 29 - Duration of reglstratlon or llsting

Once goods are entered in the Register, they remain registered
or listed goods until action is taken to cancel their. :
reglstratlon or llstlng

Clause 30 - Cancellatlon of reqlstratlon or llstlnq

Subclauses 30(1) and 30(2) state the grounds on whlch
registration or listing of goods may be cancelled by the
Secretary

Subclause 30(3) reguires that when cancellation 1s proposed for
any of. the reasons stated in subclause 30(2), the sponsor of
the goods must be given prior notice and a reasonablé”

.opportunity to make submissions in relation to the proposed

action. In these cases the Secretary must not make a final
decision about cancellation without ‘taking the:.sponsor’s
subnission into account (subclause 30(4) refers).
Cancellations made under subclause 30(1), which include
cancellations made in more urgent circumstances, are effective
immediately. In other cases, the date of effect is to be
specified in the notice of cancellation (subclause 30(5)).
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The Secretary may also require the sponsor of gocds whose.
registration or listing has been cancelled to inform the public
or specified sections of the public of the cancellation, or to
take steps to recover any of the goods that have been ‘
distributed.  The Secretary is tc publish a notice of

cancellation in the Gazette as soon as practlcable after

concellation. It is an offence to knowingly or recklessly

.refuse or fail to comply with a requirement under subclause -

30(6). (Penalty for a person $6 000 and or for a corporatlon
$30, 000). : .

D1v1810n 3'— General' o .
lause 31 - Secreta;z max regulre lnformatxon

Subclauses 31(1) and 31¢2) provzde that: the Secretary may’ .
require an applicant for registration or listing, or the pgerson
in whose name goods are registered .or listed, to provide
specified types of information about .the goods concerned:.

This information may fac;lltate assessment ‘of appllcatlons or-
subsequent review. of products 1n the Regxster.

Clause 32 - Inspectlon and varlatlon of entrles 1n Reqxster*e

This clause prov1des that the Reglster 18 not ‘to be open for:
public inspection. However, the person in whose name the goods
have been registered or.listed. may obtain a’ copy ©of ‘the -entxy
relating to his goods on request. There is prov1510n for the
regulations to prescrlbe a fee for, this sexvice (subclause.
32¢(2) refers).  The reason for the Reglster ot belng publlclyﬂ
accessible is. that its entries will contain information that is
confidential to.a particular product’s sponsor. Clause 61 (6)
provides for the release of certain non- confldentlal parts of
Register information (which will be detailed in the" - -
regulations) to any enguirer. Such release will be subject to
the EFreedom of - Informatlon Act 1982 (subclause 61(10))‘ ST

Subclause 32(3) provides for amendmerits’ to be made to
incomplete or. lncorrect entries on the Register..

Clause 33 - Publrcatxon of llst of qoods on Reqlster _.f

Under. thlS clause the Secretary may from tlme to tlme publlsh a
llst of the therapeutxc goods included on the reglster.i' '
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PART 4 - MANUFACTURING OF THERAPEUTIC GOODS

Thls Part applles to goods which are for therapeutrc use . ln'
humans

Clause 34 - Exempt goods. and exempt persons .

Subclause 34(1) provrdes for regulatrons which- exempt .
therapeutic goods from the reguirement to be manufactured. by a
licensed manufacturer. Generally these are goods which, .
because of their method of use or history of use, represent
minimal concerns, such as simple topical pharmaceutical
preparations. The regulations may also exempt certain persons
from the requirement to be licensed to manufacture therapeutic
goods (subclause 34(2)). Generally this applles to trained
persons whe are preparing therapeutrc goods. for 1nd1v1duals
Subclause 34(3) provides that exemptions may.be: revoked.

Claugse 35 - Offences relatinq to.manufacturing and licenses.

Subclause 35(1) makes it an offence: for a person to carry out,
any step in the manufacture of therapeutic goods which are for
use in humans unless the person is licensed to do 8o, or the
pexson or the goods are exempt. It should be noted that
"manufacturxe", (as defined in subclause 3(1) of the Bill) in.
relation to therapeutrc goods, refers to producing . goods, or
any component or ingredient of the goods, oxr. engaging .in-any

part of the process of producrng them ox brrnglng them. to therr

final state.

Subclause 35¢2) requlres a lrcence holder to comply wrth
conditions. to which the llcence is subject. Conditions of-

licences are. ‘set out in clause 40 of the Bill. - The penalty for

an offence under thrs subclause is 312 000 for a. person. or.
$60,000 for a, corporatlon ; .

Subclause 35(3) makes it an offence for a person to knowrngly
give false or misleading information in connection with an
application for a licence to manufacture therapeutic . goods
The penalty for a person is $6,000 and for a corporation.

'$30,000.

Clause 36 - Manufacturing principles

‘Pursuant to subclauses 36 (1) ~and 36(2), the Mrnlster may S
determine written principles to be observed by a manufacturer

of therapeutic goods. These principles will primarily comprise
the Codes of Goods Manufacdturing Practice (GMP) which are
developed in collaboration with the therapeutic goods 1ndustry

~For example,.although an applicant may have'been refused a'

19 | e
Subclause 36(3) allows the Minister to -seek.advicé:on:ithe .

manufacturing principles from-a’statutory committee which,‘it
is proposed, wrll be the Therapeutlc Goods Commrttee. :

Subclause 36(4) provrdes that manufacturrng prlnc1p1es are’ Q
dlsallowable rnstruments under the Acts Intergretatron Act 1901.

Clause 37 - Aggllcatlon for lrcence

Subclause 37(1) desorrbes the form of, and the procedure for
lodging; an appllcatlon for a manufacturlng 1rcence..“' B

The Secretary may request an applicant for a lrcence to supply
further information and:to allow authorised persohs to: inspect
manufacturing premises 'and aspects of the manufacturing
processes which will be: used to manufacture the goods concerned
(subclause 37(2)). B : v

Clause 38 - Grant of llcence .

Subclause 38(¢1)- requrres the Secretary to grant a 11cence .
except for the redsons stated in the:subclause.’ A major: reason
is lack of compliance: with.the Codes of Good Manufacturrng
Practice. - Due to the nature of the Codes and the: lnspectlon
procedure, compliance with Codes cannot be absolute and must be
applied with this ‘in mind.. It is proposed. that the Secretary’
will delegate the decrsrons on granting- lrcences to the Chlef
Inspector of Good Manufacturrng Practrce. QRS B
Subclause 38(2) allows the Secretary to grant a lrcence under
circumstances where a licence would. not normally- be: granted :

licence foxr a reason in paragraph38(1)(f),>the person may . have
subsequently ‘obtained.appropriate:staff or- facrlltres ‘50 that:
the Secretary. is satisfied that the.licence ‘can be- 1ssued or-'
re—lssued as the case ‘may be. \ ‘

Subclause 38(3) provides that the applrcant nust be advrsed of
whether or not the application has been successful and given
reasons if the licence is refused. Particulars of the decision
to approve a licence are to be publlshed in the Gazette '
{subclause 38(4))‘

Clause 39 - Term of licence

This clause sets the effective commencing date of a licence. A
licence is perpetual unless it rs suspended or revoked under
clause 41.

Clause 40 - Condltlons of licences

Subclause 40(1) permrts the Secretary to place conditions on
the granting of a manufacturing licence. Conditions may
include restrictions as to the classes of goods that the
manufacturer can manufacture.
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Subclauses' 40(2) provides that-the Secretary may change,. add to

or remove the conditions applicable to a licence.The lrcence

holder must be given at least. 28 days to comply with the- _

:hanged condrtrons unless urgent actron is necessary (subclause
0(3)).

' SubClause 40(4)’15 a'simllar'provrsron to. subclause 28(55'of

the Bill and makes it an additional condition of the licence
that the licence holder must ensure that manufactured goods
comply with relevant .standards and also allow an authorised .
person to inspect the licensed premises which deal with the
goods and take samplesu

glause 1 = Revocation and suspensron of llcences

This clause provrdes for the revokrng or suspendrng of a

licence by the Secretary on the grounds specified in subclause ‘

41(1). Subclauses 41(2) and 41(3) define those situations in
which the Secretary must advise the licence holder of.the:
.intended revocation or suspension of the licence and allow a
reasonable time'for a submission to be made by the. licence -
holder and considered before a decision is made. Decisions to
suspend or cancel llcences must be publlshed in the Gazette:
(subclause 41(6)). '

Clause 42 = ubllcatron of 1lst of manufacturers etc .

Thrs clause permrts detalls of lrcensed manufacturers to be
published by the Secretary from time to time. Details whlch
may be published include a list.of persons licenced to
manufacture: therapeutic goods, the types of. goods each: ‘
manufactures and the addresses of premises to which the 11cence

relates. -In view of the freguent use. of subcentract.

manufacturers in the. Therapeutic Goods Industry, it.is

-desirable that the status of" manufacturers is made generally

avarlable.
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"BPART 5 — PAYMENT OF CHARGES

Clause 43 - By -whom charges gaxable

Thrs clause rmposes an annual charge in respect of the '
registration or listing of therapeutic goods, and .on the
lrcensrng of manufacturers of therapeutrc goods. .

The charges will be collected through provrsrons of the
Therapeutic Goods (Charges) Brll 19890 S .

By Cabinet decrsron, the charges wrll become operatzve from l
July 1990. . B

Clause 44 - Time for payment of charqes

This clause sets out ‘the times at whlch the annual charges
referred to in clause 43 wrll become payable.;x ,

In the case of goods whlch are reglstered or llsted before 1
July 1990, or manufacturers who become licensed before:.l July
1990, the first annual. payment will be- due on k- July 1990.J¢

When goods become reglstered ox: llsted after L July 1990 the
first payment is due at the time of-the goods’ entry in to the
Register. $Similarly, when manufacturers become licensed-after
1 July 1990, the charge 1s payable .on the date the llcence
commences . - _ L ey

Subseguent payments will fall due»on the'anniversary,of-the,g
first payment or on-another date in:the financial wyeaxy which.
may be set by the Secretary during the; first 12 month period.-
The allowance for an alternative date is included so thatn'*ﬁ
administrative arrangements can be varied if necessary to.

. facilitate efficient processing: of: payments by dlstrrbutrng the
" due dates throughout the year. ; :

It may also be convenient to sponsor companies to have payménts
for all their products fall due on'a particular:day rather than
on the anniversaries of their entry into:the Register. A .
general provision is therefore included in subclause 44(3) for
the date of payment for annual charges to be varied by
agreement between the Department and the person responsible for
the payments.

Clause 45 - Money to be paid into txust account

Amcunts of money equal to the revenue received by the
Commonwealth under the Therapeutic Goods (Charges) Bill 1989
are to be paid from the Consolidated Reveriue Fund into the
Therapeutic Goods Administration Trust Account.
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PART 6 - MISCELLANEQUS

Clauses 46 to 51 of this Part allow authorrsed persons to .
enter premises in crrcumstances other than those under ‘which -
entry to premises is.a condition attaching to the registration
or listing of therapeutic goods (subclause 28(5)), or a- :
condition precedent to the issue of a manufacturrng lrcence
under subclause 40(4}. .

Clauge 46 - Monitorinq compliance with Act'

This clause provrdes that an authorlsed person (as defrned in
subclause 3(1) of the Bill) may enter premises, and exercise
specified powers, in the course of. investigating. whether the.
requirements of the Bill are being complied with (subclause
46(1)). This function may be carried out either with. the - - :
consent of the occupier of the premises or:under a monitoring
Ygr;ant issued for this puxpose under clause 49 (see subclause
(233, . ;

Clause 47 ~'Entrv and search of premises‘-'evidence of,offénces

Thls clause . outlines. the powers of entry and seizure
exercisable. by an authorised pexrson who has reason to. suspect
that there is evidence of an offence against the Bill on . .
particular premises. - Evidence of the commission of an offence
may be seized in accordance wrth procedures outlined in
subclause 47(2).

Entry to the premlses may be effected elther with the consent
cof the occupier of the premises or under an* offence—related
warrant (subclause 47(3) and clause 50 refer).

.Clause 48 - General powers of authorlsed persons in relatlon tg
premises _ o _ . :

Subclause 48(1) sets out the general powers. of an authorrsed
. person who enters premises.to monltor compllance w;th the Brll
under clauses 46 and 47
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Subclause 48(3) makes it an offence for a person on the '
premises to refuse or fail to answer an authorised person’s
questions or provide requested record documents as required
under -paragraphs 48 (1)¢(d) . or (e). (Penalty. $3 000 for a
person or $15,000 for. a corporatlon).- :

Subclause 48(4). accepts thatit.is a- reasonable excuse for a
person to refuse or fail to answer-a question or produce.a -
document if by dorng so the.person would be lrkely to
rncrlmrnate hrmself or herself.

Clause 49 - Monltorlng warrants

.This- clause descrlbes ‘the procedure for obtalnlng a monrtoring

warrant. The varying steps in the procedure and the pIOVlSlOnS
of the Bill to which they relate are as: follows. :

‘Subclause 49(1)---applrcatrons may be made to a- maglstrate‘ o

Subclause 49(2) ~ the magrstrate must be satlsfled by
information on oath, that it is reasonably necessary for thez
authorrsed person to have access, to partlcular premrses

Subclause 49(3) - the maglstrate must be. glven any further
information required concernlng the grounds for 1ssue of a
warrant. . U

Subclause-49(4).— the warrant must -authorise the authorised“w“
person to exercise the:powers  in subclause. 48(1), the times at
which entry is authorised, the day (up to $ix months after its
issue) when the warrant ceases to have effect and the purpose

for which it -is issued.

Clause 50 - Offence related warrants

ThlS clause sets out the requlrements for lssue of an EE R
offence-related warrant. Offence warrants may be issued’ by a
magistrate who must be satisfied, by information on oath, that
there are: reasonable grounds. for suspecting.that’ evidence of. an
offence may be on particular premises (subclause 50(2)}. Any -
further information required by the magistrate must:be: provided
before the warrant is issued. The warrant mist state the name
of the authorised person, the powers. that may be exercised,.the
times when entry may be made, the day (up to one months- from:' -
issue) when the warrant ceases to have effect, and the purpose
for which it is issued (subclause 50(4)).
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Clause 51 - Offence related warrants by telephone

Clause 51 is a useful provision, the purpose of which is best
illustrated by an example. An authorised person may, while
inspecting premises under a monrtorrng warrant issued under
clause 49, discover that an offence is being or likely to be
committed against the Bill. While the authorised pérson may
wish to seize relevant evrdence, this cannot be done unless an
offence related warrant is obtained (subclaunse 47(3)). While"
this warrant is being secured, the opportunity exists for
relevant evidence to be concealed or destroyed by persons on
the premises. Clause 51 provides a safeguard against: such:
behaviour by allowing an authorised person to apply to a
magistrate by telephone for an offence warrant in urgent cases.

-Subclauses 51(2) to (8) descrrbe the procedures to be followed

in obtaining a telephone warrant. The requirements which must
be satisfied are no less stringent than those which apply where
a warrant is applied for in the ordinary way (see clauses 49
and 50). If a court needed to be satisfied that a power .
exercised pursuant to a telephone warrant was authorised by
this clause, and a warrant signed by a magistrate is not
produced in evidence, the court must assume that the power was
not authorised (subclause 51(9))

Clause 52 - Identrtz cards

Subclause 52(1) provrdes for the issue of identity cards to -
officers who are "authorised persons® as defined under
subclause 3(1) of the Bill. The identity card, which will
incorporate a recent photograph of the authorised person; must
be produced on request when entry to premises rs made otherwise
than under a warrant {subclause 52(2))‘

Subclause 52(3) requires a person who ceases to be authorrsed
to return the identity card. The penalty for not doing:.so-is-
$3,000. ' ' I

Clause 53 - Retention of material on withdrawal of aQercatrons

All material submitted in connectlon with appllcatlons for
registration or listing of goods or for manufacturing licences

may be retained by the Department if the appllcatron 1s

withdrawn.
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Clause 54 - Offences

Subclause 54(1) makes an offence agarnst clauses 14 15 20 or 21
or subclause 35(1) an- rndrctable offence.

Subclause 54(2) establishes .that certrfrcatlon by the Secretary
that a consent for non-compliance of goods with a standard was
not given under clause 14, or that specrfled conditions were
applicable to a consent, is to be takén as prima facre evrdence
in prosecutlon of. an offence under that clause‘

Subclauses 54{3), (4) and (5) provrde that where a court
convicts a person of ‘a non-indictable offence against the Blll,
the court may order that the therapeutrc goods concerned’ be' '
forfeited to- the -Commonwealth.: The Secretary may publish a
notice :of such forfeiture in the ‘Gazette, and the goods may be-
drsposed of as the Secretary dlrects : :

Clause 55 - Conduct bx drrectors, servants and agents

This clause, lnter alra, relates to crrcumstances where At :
becomes necessary in proceedings for offences aganst the Bill,
to establish the .state of mind of a body corporate -in relatlon‘
to particular conduct. In such circumgtances it will be
sufficient to show that if a ‘director; - gervant or agent’ of the
body corporate had the requisite state. of ‘mind and engaged in.
the relevant conduct, that the body corporate engaged in- the
conduct, (subclause 55(1) and (233 : :

Under this clause, it is a defence ‘for the body corporate to
establish that it took reasonable precautrons to avord the R
conduct in questron B

Slmrlarly, if the servant or agent of a person (other than a

body corporate) is found to have a state. of mind or engaged in -

conduct connected with an offence, then the state of mind and
the conduct rs taken to- have been proved agarnst the person. .

Clause 56 - JudlClal notrce

Clause 56 provides - that all courts are to take judlClal notrce
of the British: Pharmacopoela and the Brrtrsh Pharmacopoela "
(Veterrnary). : : .

Clause 57 - Delegatlon

Subclause 57(1) allows the Minister . to delegate all .or any of
his or her powers and functions under the Bill. The officers -
tc whom such delegation can be made are officers of the
Department or officers in another Commonwealth Department or
authority that has functions relating to therapeutic” gocds:
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A restriction on delegation is however provided by subclause:
41¢(2) in the case of the powers conferred by raragraph
19(1)(ay. These powers may be delegated only to an officer who
is registered or eligible for registration as a medicalior.: -
dental practitioner, because clinical judgement is required in
deciding application for permission to use an unregistered. oxr
unlisted product in.individual patients. - o o

Clause 58 - Export certifications

Subclause 58(1) prévides that the Secretary may issue export
certifications for goods that are for human therapeutic .use.

Certification of the marketing status of a product and the
standard of its manufacture is commonly required by regulatory
authorities in”countries'to.which'Australian.manufactured"goods
are exported. For medical drugs, the .format of the - pon
certificates follows the recommendations of the World Health
Oxganisation’s Certification Scheme on the Quality of . v
Pharmaceutical Products Moving in International Commerce. As
the Commonwealth is the appropriate certifying authority under
a national regulatory system, the States and Territories are
required not to issue certificates of this type (subclause
58(2)refexs).. NI o L :

A prescribed fee is payable for the issue of an export:
certificate and for any inspection of manufacturing premises -
that is necessary to enable the certificate to be issued
(subsection 58(3) refers). :

Clause 59. - Fees

Collection of fees under the Bill will commence on 1 July 1990.

Clause 60 - Review of decisions

This cléuse-makés prdvision for the Minister and the ERRETR A
Administrative Appeals Tribunal (AAT) to review decisions mad
under the Bill. A decision under this clause has the same: -

meaning as in the Administrative Appeals Tribunal Act 1975

(subclause 60(1)). An initial decision (which subclause 60(1)
defines as a decision of the Secretary under subclause -3(13},
7(1) or 14(6) or Part 3 oxr 4), may be reconsidered by the -
Minister at the written request of a person whose interests are
affected by that decision. The Minister may eithex confirm or
revoke the initial decision. Where a decision is revoked, the
Minister may also substitute another decision (see subclause:
60(3)). o e
Subclause .60(5) obliges the Minister to notify the applicant of
the decision and inform the applicant that.a further =
application may be made for a statement of reasons for the
Minister’s decision, and for the decision to be reviewed by the
AAT (subclauses 60(6) and (8)).
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Clause 61 - Release of‘informatiqnm

This clause allows the Secretary to release-information in ,
relation to therapeutic goods that came into the Department’s
possession while performing its functions, to other:overseas,
Commonwealth, State and local bodies~including'commltteesh'
having functions relating to therapeutic gons«J-Thg clause:
sets out the body or organisation to which information can be
released, the type of information cqncgrned,'qndlthe purpose
served by the release of such informatlop. Spec;fled types of
therapeutic goods- information may accordlngly be:released t9; 

The Director-General of the World Health Oxganisatiéh
(paragraph 61 (2)(a)) R S

The head of. an authority of the Commonwealth, a State or'a
Territory having functionswxelating'toVthe;apeutlc~g09ds'
(subclause 61(3)) ' : o

The‘head of a haﬁibnal regulatory authqrity:of §notﬁer~h_
country which has national responsibility relating to
therapeutic goods (subclause 51(4)) AR

The head of an international organisation or a national
regulatory authority with which the”Commqnweglthrhgs
cooperative arrangements relating. to'the assessment or
regulation of therapeutic goods (subclause 61(5)).

A person who requests information about goods:that are on
the Registexr (subclause 61(6)). The information to be
accessable in this case will be specified in the )
regulations and will comprise basic product’ informaticn
such as the name, form, description, content and sponsor
of the goods.. : : o -

.Information'may also be released to permit the safe use of a -
product and to give the reasons for withdraw1qg‘prnduct$ "
(subclause 61(7)). .- R - L .

Subclause 61(8) allows information obtained by the Department -
in relation to a particular matter such as, for example, ]
registration. of therapeutic goods, to:be usedwin‘cons;de;atxon
of other matters within its functions such as pharmaceutical
benefits and public health, and to be providedlbyﬁthg Secretary
to committees appointed to advise on those matters (xncludlng
comnittees of the Naticnal Health and Medical Research Council
(NHEMRC) . o o o ‘ e
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A generxal provision (subclause 61(9) exempts the Secretary from
civil proceedings in respects of any loss, damage or injury - -
suffered by a person as a result of the release.of information

in geod faith pursuant to this ¢lause.-: : e

Claﬁsé.Gl is.ekﬁressed to be. subject to the-provisionsiof=the?
Freedom of Information Act 1982 (section 61105y - L

Clause 62 - Consequential amendments

A schedule to this Bill updates thé;title of the TherapeuticJ
Goods Act where it is referred to in other legislation.

Clause 63 - Regulations

Subclause 63(1) provides that the Governor-General may make
regulations which are not inconsistent with the Bill. . The
regulations may prescribe matters required by the Bill or
matters necessary to give effect to the Bill (paragraph
63(1)(a) and (b)).  Regulations.may be made for particular
matters including: - ‘ e

o the establishment, functions and powers, and the
remunexation payable to members of committees to advise
the Minister or Secretary on-'matters relating to . .
therapeutic goods (paragraph 63(2)ta)). : e

the prescribing of reduiremehts for %he étorage,
transport, advertising, sampling and testing of
therapeutic goods. (paragraphs 63(2)(b) to (d).

. the prescribing of fees for the testing of therapeutic
goods, the inspection of manufacturing operations. and the
evaluation of data concerning therapeutic. goods by the
Department, otherwise than for the purposes of this Bill
(paragraph 63(2)(g)). This allows fees to be charged when
these functions are carried out at the request of another:
person or organisation or when supplementary evaluations
are carried out on registered goods, such as when
.evaluating data for the extension. of shelf life. '

.the prescribing of penalties for offences against the . -
regulations which do not exceed $1000 in the case of
natural persons and $5000 in the case of a body-corporate-
(paragraph 63(2)(j). Bl e .o

Subclause 63(3) provides for the reguiations to:

. set the levels of fees associated with the administration
of the Bill and to specify cirxcumstances in which they may
be refunded, reduced or waived (paragraphs 63(3){(a) and
(by. :

. specify the type of information to be provided annually by
a holder of a manufacturer’s licence (paragraph 63(3)(c}).
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Subclause 63(4) allows regulations to be: .framed in such a way:
that they refer to some aspect of anothexr document.  The
reference may be to a particular edition of that document ox to
the most recent edition as amended from time to time. An - -
example of this would be a requlation classifying goods f9r,a
particular purpose according to whether or not they were in a .
schedule of the NH&MRC's.Standard for the Uniform'Schednl;pg,qf
Drugs and Poisons (S.U.S.D.P.}. T . SO
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PART 7 - REPEAL, AND TRANSITIONAL PROVISIONS :.

Clause 64 ; Intergretation

The, phrase "former Act', when used in this Part of the ﬁiil,':-
refers to the Therapeutic Goods Act 1966. : : .

Clause 65 - Repeal

The Therapeutic Goods Act 1966 is repealed by this clause, as
ig intended to be replaced by the new Bill. :

Claugse 66 - Transitional arrangements for goods reguired to be
registered or listed _ ‘ . '

The transitional arrangements set out in this clause érelto
apply to goods which are already legally available in
Australia at the time of the commencement of the new-Bill.

Subclause 66(2) provides that provided the sponsox of goods
referred to in subclause 66(1) has not, to the Secretary’s
knowledge, imported the goods in contravention of the
Regulations to the Customs Act 1901, and has not been convicted
of an offence against Commonwealth or State/Territory law in
respect of those goods during the previous two years, the
sponsor will not be held to be liable to the offence of
importing, exporting, manufacturing -or supplying unregistered
or unlisted goods, and of not having the register number on
their label, in the first three months after the Bill comes
into operation. : . -

If the Sponsox of established goods appliés within three months
of the Bill’s commencement to have the goods registered or
listed under the new system, s/he may continue to supply the

-goods for six months (or a longer specified period) without -

being liable to an offence under subclause 20(1), and: is not
regquired to have the Register number on the label of the goods
uptil twelve months (or a longer specified period) aftexr the
Bill's commencement. This allows time for the applications to.
be made and processed, and then gives the sponsor extra time to
make necessary adjustments to the product labels to- include the
new Register number. : - '

Subclause 66(4) provides that a sponsor of established goods
who applies to have the goods registered ox listed in
accordance with subclause 66(3) will not be required to pay an
application fee (paragraph 66(4)(aj)). B
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Established goods will be registered without an.evaluation
being carried out, 50 no evaluation fee is payable at that time
(paragraph (b)). However, if the goods are evaluated at a
later stage as part of a review of their registration the
prescribed fee will be payable for that evaluation.

Subclause 66(5). The offence that relates to supply of
unregistered or unlisted goods by wholesalers will not -come
into operation until fifteen months (or a longer gspecified
period) after the Bill‘s commencement. This is because the - -
labelling of established goods will not be amended to display
the new Register numbexr for twelve months ox more after the -
Bill’s commencement. = Wholesalers will rely on the number
system to identify the Register status of the therapeutic goods
they are handling. ) . o L

Clause 67 - Trangitional provision for therapeu;ic qgoods for
export only : ‘ o o e o

Exporters of goods which are produced solely for an export
market will have six months after the Bill’s commencement in
which to. get these products listed on the Registexr. ~This
concession is included to avoid disruption of existing and -
ongoing export contracts. o o v

Clause 68 - Transitional arrangements for Part. 4"

The transitional arrangements set out in clause 68 afe to apply
to manufacturers of therapeutic goods who are already operating
at premises in Australia when the new Bill comes.intO‘effectﬂ*

An established manufacturer may continue to carry ocut the same
kind of manufacture of the same goods at the same premises for
four months after the Bill's commencement without being liable
to prosecution for not having a licence, providing the
manufacturer has not, to the Secretary’s knowledge, been ]
convicted of an offence against Commonwealth ox State/Territory
law in respect of those goods during the previous two years
{subclause 68(2). ) R ' ‘ E

Under subclause 68(3) ah established manufacturer who lodges an
application for a licence within four months of ‘the Bill’s
commencenment, may continue to operate as previously until the -
outcome of the application is decided. - :

Clause 69 - Continuation of standards-and'requiremenps

This clause provides foxr the continuation of standards and K
requirements that wexe in force under the Therapeutic Goods Act
1966. . -
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THE PARLIAMENT OF THE COMMONWEALTE OF AUSTRALIA
- HOUSE OF REPRESENTATIVES
THERAPEUTIC GOODS BILL 1989

SUPPLEMENTARY EXPLANATORY MEMORANDUM

Amendments and New Clauses to be Moved on Behalf of the Government

(Circulated by authority of the Honourable Dr Neal Blewett MP,
Minister for Community Services and Health}

NOTES ON AMENDMENTS

Amendments 1 te 4 alter clause 6 which deals with the
coverage of the 2ill. These changes delete the words "or in
relation to" from that clause.

S ‘ . Those words unnecessarily complicate the Constitutional
X : o T coverage of the Bill They also make mcre difficulit the

: - preparation of complementary State laws which are to be
prepared in order to £il11 the gaps in the Censtitutional
coverage of the Bill. Therefore it is proposed that those
words be deleted.

P

Amendment 5 deletes subclause 17(5) of the Bill, That
subclause has been left in the Bill as a result of a
drafting error. It was an integral part of an earlier draft
of the Bill but has no relevance as the Bill now stands.
Indeed, the Bill, in clauses 25 and 26, now covers the
ground that 17(5) was originally intended to cover,
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