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Australian Competition and Consumer Commission

The Agreement is thAgreement betwedghe Government of Australia ar
the Government of New Zealand for the establishment of a joint schel
the regulation of therapeutic productSigned on 10 December 20C
(Sometimes referred to as the Tréaty

Australian Health MinistesAdvisory Council

Australia n He al t hAdWonnGountil &Vorkirdy Party. The
AHMAC Working Party reported to the Australian Health Minister
Advisory Counciland produced theeport, AHMAC Working Party
Response to the Nationabmpetition Policy Review of Drugs, Poisons a
Controlled Substances Legislation

Australian New Zealand Therapeutic Products Agenaytransitional
agency implementing the Agreement
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Medicines, Poisons and Therapeutic Goods Bill 2013
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Competition Principles Agreement1 April 1995 (as Amended to
13 April 2007)
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Department of Health (Western Atedfa)

National Competition Policy Review of Drugs, Poisons anat@ted

Substaces Legislation.This report is the first of the tweports referred tc
in the text

Final Report of the National Competition Policy Review of Drugs, Poi:
and Controlled Substances Legislatipesented to thAHMAC in 2001.
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The Agreement between the Government of Australia and the Gover
of New Zealand for the establishment of a joint scheme for the regulati
therapeutic productésigned on 10 December 2003)



EXECUTIVE SUMMARY , FINDINGS AND RECOMMENDATIONS

EXECUTIVE SUMMARY

1 The ParliamentarySecretaryrepresenting the Minister for Healtimtroducedthe
Medicines, Poisons and Therapeutic Goods Bill 2@iB)(in the Legislative Council
on 17 October 2013 The Bill proposes tapply the Therapeutic Goods Act 1989
(Cth) (Cth TGA 1989 to regulate and control the manufacture and supply of
medcines, poisons and therapeutic goods in Western Australia. Thel@@&s of
the Bill includetheregulation of medicines for animals.

2 The Committeewas advised that the Billvould close a loopholdgo regulatesole
tradersand that such a Bill is regqaed as there is no other regulatory mechariisiaio
so. The Committee does not agree with this contentiBrbstantial reforms under the
Australian Consumer LawWACL) and theFair Trading Act2010 (WA) appear to
coverthe field with regard to theeguldion of small traders.

3 The genesis for the review ofationaltherapeutic goods legislation is the National
Competition PolicyNCP) in 1995and the Competition Principles AgreeméapPA)
and amendedCPA in 2007 CPA 2007). Despite repeated requests, tés no
evidence of a signe€PA Agreement or a signed Intergovernmental Agreement
(IGA) thatspecifically addressdhe uniform legislation.The NCP was a significant
incentive to review therapeutic goods legislation. The Committee also notes that
recerily (November 2018 the Commonwealth Government announced a substantial
review of theNCP after20 year®operation.

4 It is apparent that there has been discussion at the Council of Australian Government
(COAG) andAustralianHe al t h  Mi ni AHMC) over s@ne yeardor d (
review of therapeutic goods legislation The Committee was informed that the
AHMC agreed to regulatory reforms an out-of-sessionprocess There are no
minutes of these discussions.

5 The Bill is the result of the work of th&ustralian Health Ministei@Advisory Council
(AHMAC) and the AHMAC Working Party AHMAC Working Party ) that
considered recommendations from thational Competition Policy Review of Drugs,
Poisons and Controlled Substances Legislat®@albally Review). Recmmendation
23 proposed that all Commonwealth, State and Terrjtoigdictionsagree that all
States and Territoriesdopt the Cth TGA 1989by reference into the relevant
legislation

6 COAG in anout-of-session proceg2005) agreed to all recommendat® proposed
by the AHMAC Working Partyesponse to the Galbally Reviewhe Department of
Health (Western Australip provided a letter from théormer Premier of Western
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Australia to the former Prime Ministeendorsing the AHMACWorking Party
Response anthe COAG proposal to publish theHMAC Working Party Response
with the FinalReport of the Galbally Review.

The Committee did not have access to the documentary evideneefasmal
Intergovernmental Agreement having been signed by Western Australiaifdioam
bill .

The (former) National Coordinating Committee on Therapeutic Godd€(TG)
reported to the AHMAC in 200@hat it will be unnecessary for the States and
Territories to adopt the new therapeutic products legislatidie administered by the
Authority as the Australian Government will be able to regulate all individuals who
supply (and/or manufacture for supply) therapeutic products only within a State or
Territory (sole traders), through the use of the external affairs powers of the Treaty
between Australia and New Zealand when that Treaty enters inta force

The Treaty allows for thestablishment of a single regulatory bdélyr therapeutic
goods) between Australia anfilew Zealand The Committee found that whilst a
Treaty was signed, it wasot ratified Thearrangementwith New Zealanchas been
variouslyreferred to as aAgreemenor a Treaty. Thetransitional agency overseeing
the implementation of theingle regulatory bodyis the Australia New Zealand
Therapeutic Products AgencjNZTP A). The transitionprocess once finalisedin
2016)will require the repeal dahe Cth TGA 198%nd regulations Part 6 of he Bill
before the Committeappliesthe Cth TGA 1989Commonwealth regulations, orders
and manufacturing principles into Westefustralian law as part ofherapeutic
Goods LawWA).

Neither he Second Reading Speector Explanatory Memorandaédentified the

establishment of ANZTPAor thelikelihood of the repeal of th&herapeutic Goods
Act 1989 (Cth) as part of theprocess of mplementing thenew Australian New
Zealandregulatorymocel by 2016.

The Committee considered the provisiamsler Part ®f the Bill and found that there
were few mechanisms in this Bill to scrutinise future Commonwealth amendtoents
the Therapeutic Goasl Law The Committee formed the view that treck of
Parliamentary oversight in the operation of the Clauses under Pafttite Bill
challengé the law making powers of the WA Parliament.

FINDINGS AND RECOMMENDATIONS

12

Findings and ecommendations are grped as they appear in the text at the page
number indicated:
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Paged

Finding 1. The Committee findsthat the review of medicines, poisons and therapeutic
goods legislation had its genesis with the Nathal Competition Policy and the
Competition Principles Agreement.

Pagel4

Finding 2: The Committee finds that recommendation 23 (of the Galbally Review) is a
key driver for Therapeutic Goods Law, however documentary evidence of a signed
IGA (Competition Principles Agreemeptould not be located.

Pagel4

Finding 3: The Committee finds that the letter to the then Prime Minister Rt Hon.
John Howard from the then Premier of Western Australia, Dr Geoff Gallop (dated
2004) agreed with theecommendations of and thepublication of the AHMAC
Working Party response to the Galbally Review.

Pagel5

Finding 4. The Committee finds that COAG approved therecommendations of the
Galbally Review in an outof-session procesby an exchange of letters

Pagel5

Finding 5: The Committee finds that COAG did not draft an Intergovernmental
Agreement for uniform legislation on the Therapeutic Goods Law

Pagel9

Finding 6: The Committee finds that substantial discussions have occurred between
the Commonwealth and New 2alandfor the implementation of a joint Australian New
Zealand Therapeutic Products Agencyy 2016.

Page20

Finding 7: The Committee finds that the adoption and ratification of the ANZTPA
Treaty would require significant amendment to the Mediines, Poisons and
Therapeutic Goods Act (the current Bill) to the extent of removing any reference to the
Therapeutic Goods Act 198@th) and the repeal of Part 6
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Page20

Finding 8: The Committee finds that if and when the ANZTPA treaty is rdified and
the Commonwealth decides to evoke its external affairs powers with the States and
Territories, it is likely to also result in considerable amendment to th@ herapeutic
Goods Act 1989Cth) i specifically section 6AAA which acknowledges the (prest)
authority of the States andT erritories to regulate in this area.

Page?0

Finding 9: The Committee finds that the Second Reading Speech and Explanatory
Memoranda did not fully inform the Legislative Councilof the history of negotiations
to establish a single Australian New Zealand regulatory body, the creation of the
ANZTPA and the likely repeal of the Cth TGA 1989n 2016.

Page?0

Recommendationl: The Committee recommends that the Minister formally advise
the Legislative Councilon the implementation program of ANZTPA by 2016, Western
Australiads powers and functions under
legislation and report to the Legislative Councilwithin two months of the tabling of this
Report.

Page22

Finding 10: The Committee finds that Australian Consumer Law(WA) alsocovers the
regulation of sole traders.

Page?22

Recommendation2: The Committee recommends thathe Minister advise the
Legislative Council whether the ACL will render the majority of the Bill invalid when
it is passed into law

Page?25

Finding 11: The Committee finds that there has been insufficient attention or
explanation provided to theLegislative Councilon the current proposalsin the
Therapeutic Goods Amendment (2013 Measures No. 1) Bill 20f@Bamendthe Cth TGA
1989introduced to the Federal Parliament in December 2013.

Page25

Recommendation3: The Committee recommends that the Minister confirm with the
Commonwealth what the policy position of the current Government is, and if
applicable, when it will be implemented and advise theegislative Councilaccordingly
during consideration of the Bill.




EIGHTY-FOURTH REPORT Executive Summary, Findings and Recommendations

Page25

Recommendation4: The Committee reemmends that the Minister advise the
Legislative Councilon the amendments to the Therapeutic Goods Amendment (2013
Measures No.1) Bill 2013.

Page?27

Recommendation5: The Committee recommends thathe responsible Minister
confirm with the Legislative Councilthat the repeal of theWhite Phosphorous Matches
Prohibition Act 1912will not create a gap in regulation.

Page32

Recommendation6: The Committee recommends thathe State Minister seek
information and report to the Legislative Councilon the Commonwealh 6 s pr o g
proposed amendments to th&herapeutic Goods Act 1988nd the transition
arrangementsfollowing ANZ TPAGs i mpl @oh@ nt at i on i n

Page34

Finding 12 The Committee finds thatthere isan absence of opportunity for the
Western Australian Minister for Health or the Western Australian Parliament to
influence or amend Part 6 of the Billand does not give sufficient regard to the
sovereignty of the StatdParliament.

Page35

Finding 13 The Committee finds that there no legislative impediments to the
operation of the ACL (WA) to regulate sole traderssupplying or manufacturing
therapeutic goods.

Page36

Finding 14 The Committee finds that Clause 77 excludes the Western Australian
Parliament from monitoring and oversight of Commonwealth Executive functions in
Part 6 of the Bill.

Page38

Finding 15: The Committee finds that if the Treaty with New Zealand is ratified, the
State Minister for Health will not have a role in the new scheme to amend legislation,
regulations or manufacturing principles, notices and orders.
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Page39

Recommendation7: The Committee recommends that clause 78(1)(b) be amended to
readial I regul ations, orders and etreunderac

t hat This may be effected in the following manner:

7

Page57,line8t o i nsert bet weenattheftimer ced and 6

Page40

Finding 16: The Committee finds that Clause 78 does not provide adequate scrutiny b
the Western Australian Parliament of regulations, orders and manufacturing
principles introduced by the Commonwealthand is inconsistent with State Sovereignty

Paged0

Finding 17: The Committee finds that Clause 78(4) is a Henry VIl clausand
constitutionally invalid .

Paged0

Recommendation8: The Committee recommends tha Clause 7&4) be deleted.

Pagedl

Finding 18 The Committee finds that Western Australian administrative law does not
have an oversight function for Part 6 of the Bill.

vi
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Paged?2

Recommendation9: The Standing Committee recommends the insertion of a new
c |l aus e QCeramdhstrdmerits to be published, and may be disallowed by
Parliamen® under Part 6, Division 2. This clauseshall list all the Commonwealth
regulations, orders and manufacturing principlesrelating to this section and the
requirement to place notices in theGovernment Gazette This may be effected in the
following manner:

Page 97, after line 5to insert-

regulations made under theTherapeutic Goods Act 198 ommonwealth);

manufacturing principles made under the Therapeutic Goods Act 198
(Commonwealth);

order made under theTherapeutic Goods Act 198 ommonwealth);

declarations of the Secretary made under the Therapeutic Goods Act 198
(Commonwealth).

Paged3

Recommendationl10: The Committeerecommends thatclause 82(1)(b) beleleted and
a new subsection be insertedrhis may be effectedn the following manner:

Page 59, lines 13 to 14to delete the lines and insert

(b) Any provision of a Commonwealth administrative law applying because ofhis
section that purports to confer jurisdiction on a federal court is taken not to have that
effect.

Pagebl

Recommendationll: The Committee recommends that Clause 148(1) of the Bill be
amended to irclude the wordsin force at the time This may be effected in the following
manner

Page 96,line6t o i nser tiimférceatthefimdct o

Vii
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Pageb3

Finding 19 The Committee finds that Clause 152 limits the ability of the Western
Australia Parliament to review the operation and impact of Part 6 of the Bill (if
passed).

Pageb6

Recommendationl2: The Committee recommends the Medicines, Poisons and
Therapeutic Goods Bill 2013 be withdrawn for the following reasons:

1. A formalised IGA for the introduction of Therapeutic Goods Law does

not exist. The introduction of a uniform scheme is based on genere
provisions of the National Competition Principles Agreement. The
Committee did not receive a signed copy of this Agreement.

The Treaty/Agreement for the ANZTPA provides that the new
Australia New Zealand regulatory body will commence in 2016 and will
require the repeal of theCth TGA 1989

The repeal of theCth TGA 1989will impact Part 6 of the Bill (if passed).

The Legislative Council was nd informed of the new regulatory body
(ANZTPA) and its likely impact on sole traders inWestern Australia.

Part 6 of the Bill impacts the sovereignty and law making powers of the
Western Australian Parliament.

The Western Australian Minister for Health d oes not have a review
function in relation to the operation of Part 6 of the Bill.

The Commonwealth is currently amending key provisions (16
Schedules)of the Cth TGA 1989that includes amendments to the term
@herapeutic gooch The Committee was not abldo consider theimpact
of the new amendmentson this Bill.

viii



CHAPTER 1
INQUIRY REFERENCE AND PROCEDURE

11

1.2

1.3

On 17 October 2013, the Medicines, Poisons and Therapeutic Goods BillED)3 (
was refered to the Standing Committee on Uniform Legislation and StaReggew
(Committee)." On 19 November 2013, th€ommittee requested theegislative
Council pass a motion to extend the date by which the Committee is to report on the
Bill from 3 December @13 to 18 February 2014The Legislative Councilagreed to
the Committeeds request.

The Committeeds function is to consider
Order 126. For the purposes of the Standing Orders,

€ aUniform Legislation Bill is &Bill that i

a) ratifies or gives effect to a bilateral or multilateral
intergovernmental agreement to which the Government of the State is
a party; or

b) by reason of its subject matter, introduces a uniform scheme or
uniform law throughouthe Commonwéth.?

The Parliamentary Secretary representing the Minister for Hé#diin Alyssa Hayden
MLC tabled theSecond Reading Speeahd the EplanatoryMemorand.

The present regulatory regime for medicines, poisons and therapeutic
goods in Western Australiatlee Poisons Act 1964 and its associated
Poisons Regulations 1965. This legislationusdated, confusing and
lacks the flexibility to address emerging trends and issues in the
regulation, control and access to medicines and related therapeutic
agents aswell as domestic, agricultural and veterinary and some
industrial poisons

é

Smilarly there is inadequate regulatory support for new initiatives to
reduce diversion and misuse of drugs of addiction

Hon Alyssa Hayden MLC Parliamentary Secretary representing the Minister for Health, Hon Kim Hames
MLA, introduced the Bill into the Legislative Council and nominated the Bill as a Uniform Legislation
Bill pursuant to Standing Order 126(1). The Bill accordingly stood referred to the Committee pursuant to
Standing Order 126 (4).

Western Australia Legislative @acil, Standing OrdersStanding Order 126.

Hon Alyssa Hayden MLC, Parliamentary Secretary, Western Australia Legislative Council,
Parliamentary Debates (HansgrdL7 October 2013, pp5137RL38a.
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1.6

1.7

1.8

The Bill comprises 209 clauses that propose refommoisons scheduling, medicines
(prescriptions, authorities), regulatiof leealth professionals and activities relating to
therapeutic goods. The Commonwealth and State powers and functions in relation to
the monitoring, compliance and enforcement ofcdjweregulatory activities warrants
analysis.

The Second Reading Speesthted

At present, there is no regulatory framework preventing an individual
from promoting an untested, ineffective or unsafe good for medical
purposes within Australia. Part 6 of the Bill seeks to adopt as
Western Australian law th€ommonwealth legislation in this area.
This will ensure that Australian consumers will have protection from
substandard therapeutic goods equal to that anywhere else in
Australia?

The Committee confied its inquiry to the examination of specific clauses that may
impact on the sovereignty or law making powers of the Western Australian
Parliament.

The Committee is aware of the delicate balance of ensuring the State Parliament has
adequate opportunityo scrutiniseuniform legislation with the need tointroduce
nationallegislaton that provides importasaifeguardso protect the public.

Uniform Schemes and resulting legislation by their very nature have

the capacity to erode or undermine the soversigf the Western

Australian State Parliament. As elected representatives of the people

of Western Australia to the State Parliament we have an obligation to

protect the sovereignty of the Western Australian State Parliament.
Legislation that impingesro t he St ateds sovereignty
by the Parliament only when, on balance, it is in the best interests of

Western Australians to do §o.

The Commonwealttsigned a Agreemenbn 10 Decembe2003 with New Zealand
called theAgreement between the @omment of Australia and the Government of
New Zealand for theEstablishment of a aint Scheme for theRegulation of
Therapeutic Products  This Agreement commonly referred to as thé@reaty,

Hon Alyssa Hayden MLC, Parliamentary Secretary, Wasté&ustralia Legislative Council,
Parliamentary Debates (HansardL7 October 2013, pp5137R8L38a.

Western Australia Legislative Counciitanding OrdergUpdated December 2013), Schedule The
matters raised in the submission from Dr Richard ChoomgtrAlian Medical Association (WA) were
outside the Committeeds terms of reference.

Western Australia Parliamentanding Committee on Uniform Legislation and Statutes Review
Personal Property Securities (Commonwealth Laws) Bill 2011 and Personalef@rofecurities
(Consequential Repeals and Amendments Bill 208.1

s ho
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1.9

1.10

establishes an agreememith New Zealand for the creation ofsingle regulatory
body in therapeutic goadregulation(ANZTPA). In 2007 discussions witiNew
Zealandon ANZTPA were suspendedonly to be resumednd agreed tin 2011
ANZTPA is overseeing the introduction of the Australia New Zealand therapeutic
goods scheme by 2016. The Committee ndteallikely repealof the Cth TGA 1989
with the establishment of the new regulatory body.

The Committee inquéd into thestatus of the Treaty withoththe State Minister for
Health and the Commonwealth Minister foeadth.

On 4 February 2014he Committee received a letter from the Assistant Minister for
Health (Commonwealth)Senatorthe Hon Fiona Nash providing supplementary
information on thélherapeutidcGoodsLaw (Appendix 1).

Inquiry Procedure

1.11

1.12

1.13

The Committee exaimed:

I The form (clauses) of thentergovernmental Agreemenand evidence of
discussions between the Commonwealththedtate on uniform legislation;

1 The drafting of keylausesunder Part &f the Bill and how it impacts othe
Par | i ssomeraigntndlaw making powers

1 Thestatus of theTransTasmanAgreementor Treatywith New Zealand for
the establishment o&n Australian New Zealandegulatay body (ANZTPA)
for therapeutic goodls

1 The progress of thEransTasman agency overseeing the implemgomeof a
single regultory body for therapeutic goods;

1 The current Commonwealth legislative reform peogrto amendthe Cth
TGA 1989 and

1 OtherCommonwealth and Western Australi@gislation that mayover the
field.

Appendix 2 lists the letters and subssions received by the Committee.
The Committee considered the following documentation:
1 National Competition Polic¢gNCP) andthe NCPagreement.

1 National Competition Policy Review of Drugs, Poisons and Controlled
Substances Legislatiqfirst Galbally Report).
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1 Final Report of the National Competition Poli®eview of Drugs, Poisons
and Controlled Substances Legislatigiinal Galbally Report) 2001.

T Australian Health Ministers Advisory Col
the Galbally Revievdated April 203.

1 National Competition Policy Review of Drugs, Poisons and Controlled
Substances Legislation A° Report to the Australian
Conferenceon Implementation of the Review Recommendations (as endorsed
by the Council of Australian Governmeéentsy the National Coordinating
Committeeon Therapeutic Goods July 200éhplementation Report).

1 ANZTPA Treaty and correspondente

1 Letter from the Prime Minister to the Premier of Western ralist (dated 10
September 2004).

T The Review of Australia New Zeald Trade and Investment Relations
(Parliament of the Commonwealth of Australiirade Sub Committee, Joint
Standing Committee on Foreign Affairs Defence and Trade.

1.14 The Committee notes the considerable attention givénetoegulation oftterapeutic
goodsand the work undertaken by this State to consult with the Commonwealth on
key reforms.

Intergovernmental Agreements

1.15 Decisions on uniform legislation agreed BYDAG membersare formalised inan
Intergovernmental AgreemenfiGA). IGAs formalise the powerstights and
obligations of the parties particularly in relation to the referral of powers from the
State to the Commonwealth. Section 61 of@eenmonwealtifConstitution provides:

Theexecutivepower of the Commonwealth is vested in the Queen and
is exergsable by the GoverneGeneral as the Queen's representative,
and extends to the execution and maintenavfcthis Constitution,
and of the laws of the Commonwealth

1.16 The scope of the power includes the power to enter into contracts and commercial
arrangemats without the sanction of the Parliament.

There is however uncertainty about its application to agreements to
subjects beyond those for which the Commonwealth has a head of
substantive legislative power, which parallels the more familiar

Australia New Zealand Therapeutic Products Agem@bsite, http://www.anztpa.orgkiéwed on3
February 2014).
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problems of the=xtent to which the Commonwealth can engage in
executive schemes and enter into government confracts.

1.17 The Committee emphasises the need for a formal IGA between the
Commonwealth, States and Territories that establishes the basis for the heads of
power, duties and obligations of parties and formalises the validity andegal
effect of the Agreement. This is particularly so, when theStates and Territories
are asked to agree to reforms of large and complex regulatory systems that
propose to incorporate subsintial legislative provisions and future amendments
(as those contained in th€th TGA 1989 into State law.

1.18 Generally, IGAshaveagreed recitals covering the
§ Constitutional authority for the agreemént,
9 Overarching principles,
1 Powers of the Parties,
1 Réerral of powers (if any) to the Commonwealth or the State/ Territories,
91 Policy objectives,
1 Obligations and rights of each Party,
1 Review and appeal mechanisms in relatio@lausef the IGA
1 Mechanisms t@valuate the legislatigoroposed
1 Sunsetlauses

1 Clauses specifying mechanisms such as a Memoranda of Understanding
between enforceméand administration functions,

1 Mechanisms that allow for the withdrawal oParty to the Agreement,
9 Provisions that allow uniform legislatida be amended, and
9 Signatures of the Parties.

1.19 In the main, IGAs are the result @f process of negotiation whereby the legal
framework, outcomes, process and policy are clearly specified and agreed to by the

C Saunders|ntergovernmental Agreements and the Executive PoRlc Law Review, 2005, 16,
p301.

Agreements must be consistent with the text and structure of the Constitution, refer C Saunders,
Intergovernmental Agreements and the Executive Pddudalic Law Review, 2005, 16, p312.
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1.20

1.21

1.22

1.23

State and Territories IGAs consider and apply constitutional/legehrheworks to
uniform legislation having regard for the sovereignty of State and Territory
Parliaments.Of importance is the requirement for the IGA to be signethéRarties.

The Committee is of the view that there must be open and accountable prededure
the COAG and Ministerial Councils drawing intergovernmental agreements.
Decisions made inut-of-sessiorarrangements should be formalised in the IGA.

As the Standing Committee dmiform Legislation and General Purposes pointed out
in its Reportl9:

It is observed that the Executive is, in effect, exercising supremacy
over a State Parliament when it enters into agreements that, in
practical terms, bind a State Parliament to enact legislation to give
effect to national uniform schemes or an intagrnmental
agreement.

Where a State Parliament is not informed of the negotiations prior to
entering the agreement and is pressured to pass uniform bills by the
actions of the Executive, its superiority to the Executive can be
undermined?

Whilst some Sts have implemented the Therapeutic Goods Law, the Committee is
cognisant of thed pr essur e not to amend or reject
national unity**

The Committeenotesthatin recent times, amendment Acteferencethe applicable
IGA. For example, the IGAbetween the States and Territories the Australian
Consumer Lawis citedin s17 ofthe Fair Trading Act 201QWA)).

10

11

Legislative Council, Standing Canittee on Uniform Legislation and General Purposes, Report 19,
Uniform Legislation and Supporting Documents, 27 August 2004, p11.

Legislative Council, Standing Committee on Uniform Legislation and General Purposes, Report 19,
Uniform Legislation and Sygorting Documents27 August 2004, pll. Refer also to the Human
Technology Amendment Bill 2007. This Uniform Bill was not passed by the Legislative Council,
http://www.parliament.wa.gov.au/parliament/bills.nsf/BillProgressPopup?openForm&ParentUNID=FES8
EB995A9A54CB1C82572AC0011ED67
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CHAPTER 2
BACKGROUND TO THE MEDICINES, POISONS AND
THERAPEUTIC GOODSBILL 2013

Background

2.1

2.2

2.3

24

The BiIll is part of anational legitative programthat regulate and contrad the
manufacture and supply of medicines, poisons and therapeutic goods in Western
Australia. These provisions include redida of medicines for animals.

The Committee requested from the Department of Healthps of the signed IGA in
relation to the Bill and was directed®O A G &greement to Implement the National
Competition Policy and Related Reforofsll April 1995 NCP Agreemen). The
NCP Agreement is derived from the National Competition Polisf{CP). COAG
Ministerssigned theCompetition Principles Agreementll April 1995 (as Amended
to 13 April 2007JCPA 2007."* The NCP Agreementprovided thebasis for the
Governmentto undertake a review of legislatian drugs, poisons and controlled
substance

The NCPAgreementprovided for a series (tranche) of competition payments to the
States beginning in 1997. These payments were foadequarterly basis on a range

of reforms relating to road transport, gas, and electricity arrangements. A Conduct
Code Agreement formalised the basis for extending coverage dfotineer) Trade
Practices Actl974(Cth).

The Department of HealtfWA) directed the Committee to Clause 5 of the
Competition Pinciples Agreement

Clause 1)

The guiding principle is thaegislation (including Acts, enactments,
Ordinances or regulations) should not restrict competition unless it
can be demonstrated that:

(&) The benefits of the restriction to the community as a
whole outweigh the costs; and

12

Letter from the Minister for Health, Hon Kim Hames MLA, Attachment 3 entit®dmpetiton
Principles Agreemerttl April 1995 &s Amended to 13 April 200,720 November 2013, p6.
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(b) The objectives of the legislationrcanly be achieved by
restricting competitiort®

2.5 This means that any Bill, Act or item of delegated legislation must be compliant with
the NCP.

2.6  The Departmentf Health*referred the Committee to Clause 5 (3), (6) and (7).

Legislative Review

7

é
Clause 5(3)

Subject to subclausd)( eachParty will develop a timetable by June
1996 for the review, and where appropriate, reform of existing
legislation that restricts competition by the year 2000.

Clause 5(6)

Once a Party has reviewed legislation that restrampetition under
the principles set out in sutlauses (3) and (5), th@arty will
systemically review the legislation at least once every ten.years

Clause 5 (7)

Where a review issue has a national dimension or effect on
competition (or both), the Partyesponsible for the review will
consider whether the review should be a national revihe Party
determines a national review is appropriate, before determining the
terms of reference for, and the appropriate body to conduct the
national review, itwill consult Parties that may have an interest in
those mattes™®

2.7 The Committe findsthat the review of medicines, poisons and therapeutic goods
legislation nationally had its genesis with the National Competition Paldy the

B Letter from the Minister for Health, Hon Kim Hames MLA, AttachmentCmpetition Principles
Agreement1 April 1995 (As amended to 13 April 2)020 November @13, p6.
14 Letter from the Chief Pharmacist, Department of Health (WA), Response to Questions of 29 October

2013, Attachment entitledzhronology of Materials Available Resulting in the Insertion of Partl 6,
November 2013, pp2.

15 Letter from the Miniger for Health, Hon Kim Hames MLA, 20 November 2013, Attachment 3,
Competition Principles Agreementl April 1995 (As amended to 13 April 20076.
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NCP agreement.The NCP povided funding incentives to the States to implement
competition reforms across a number of portfotfos

Finding 1. The Committee findsthat the review of medicines, poisons and therapeutic
goods legislation had its genesis with the Natal Competition Policy and the
Competition Principles Agreement.

National Competition Policy Review of Drugs, Poisons and Controlle8ubstances

2.8 In 1999, COAG instigated the National Competition Policy Review of Drugs, Poisons
and Controlled Substance3he review was faired byRhonda GalballyGalbally
Review) and found:

€ that |l egislation that restricts acce
poisons may be seen as reflecting judgements being made by

successive governments, at both the State and Commonvesaii |

and that it was inappropriate to rely on a free market for these

products. The Review confirmed that comprehensive legislation that

regulates drugs and poisons is still required and that the principal

objectives of the legislation were to promotel @mnotect public health

and safety by preventing accidental poisoning, deliberate poisoning,

medical misadventures and diversion for abuse or manufacture of

substances of abuse.

The Review recommends that State and Commonwealth legislation
needs to explitly incorporate these objectivés.

29 The Galbally Review produced two reports: tational Competition Policy Review
of Drugs, Poisons and Controlled Substances Legislattrst Galbally Report)
and theFinal Report of the National Competition Poli®evew of Drugs, Poisons
and Controlled Substances Legislatiinal Galbally Report).

2.10 TheFinal GalballyReportpresented in 200thade27 recommendationt:;

improve efficiency, uniformity in regulation, reducing the level of
control where possible, and proving the net benefit to the

16 On 4 December 2013, Hon Bruce Billson, Federal Minister for Small Business, announced a review of

the NCP after twenty years of operation. Refer to the media release at
http://bfb.ministers.treasury.gov.au/medéease/0142013/

et Galbally RhondaNational Competition Policy Rew of Drugs, Poisons and Controlled Substances

Legislation 2003, p6.

9
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2.11

2.12

2.13

2.14

2.15

community as a whole, of those controls which rely on professional
practice to be effectuaf

Recommendation 2@8roposed that States and Territoriedopt the Cth TGA989by
referencento the relevant State and Territonyrjsdiction®'® This would enable the
Therapeutic Goods AdministratioMGA) to regulate all activities and transactions of
therapeutic goodacross borders

Recommendation 24 specified the work of t&ional Coordinating Committee on
Therapeutic Goosl(NCCTG) to provide advice to the AHMC through the AHMAC
and to develop model legislation

that includes provisiondor all matters refting to the supply of
medicines for therapeutic purposes and to domestic supply of
household chemicas®

In March 2001the Commonwealth entered into discussions with New Zealand on the
development of a joint medicines andréqgeutic goods regulatory body.

The AHMC established the AHMAC Working Pafty to consider the
recommendations of the Galbally Rew andassist theAHMC prepare comments on
the Galbally Review for CO&. The AHMAC Working Party finalised their
recommendations iApril 2003 in thé report AHMAC Working Party Response

the National Competition Policy Review of Drugs, Poisons and Controlled Substanc
Legislation(AHMAC Working Party Response).

The AHMAC Working PartyResponse identifiegssues around thenforcement of
thelegislation:

As well as putting in place complementary legislation, legislative
action is needed to ensure that all the provisican be enforced. If
the Commonwealth is to enforce the provisions of State and Territory

18

19

20

21

22

Letter from the Minister for Health, Hon Kim Hames MLA, Attachment 2, entifRebponse to
Questions (18 November 2013) November 2013, p2.

Submission 1, staff of the Departmearf Health (WA) at the Hearing on 28 October 20R8sponse to
Indicative Questions for the Standing Committee on Uniform Legislation and Statutes Review,
Attachment 2 entitledCouncil of Australian Governments Review, Review of Drugs, Poisons and
Controled Substances Legislation, Final Report Part A, January 2q0gxiii).

Letter from the Minister for Health, Hon. Kim Hames MLA, Attachmentehtitled Response to
Questions (18 November 20120 November 2013, p2. Recommendation 24 details thésmos in
full.

Letter from the Chief Pharmacist, Department of Health (WA), Attachment 1 enRésponse to
IndicativeQuestions, Chronology of Materials Available Resulting in the Insertion of PdarN@vember
2013, p2.

The AHMAC Working Partycomprised medical advisors from the Therapeutic Goods Administration,
the Department of Health (NSW) and the Chief Pharmacist from the Department of Health (WA).

10
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laws, all jurisdiction may need to enact provisions to deal with recent
High Court case Hughes. This case casts doubt about the
Commonweal t hds powérd underycertaito Statexaadr c i s e
Territory laws. The TGA has begun the legislative process to amend
the Therapeutic Goods Act to make it clear that Commonwealth
officers may take action under State or Territory provisions, but do
not have a duty to do s@.o demonstrate that no duty exists it must be
clear that other persons can take the action. If State or Territory laws
do not give enforcement powers to State officials, it is mostly likely
that those laws will require amending to insert provisions penmgi
those officials to exercise the powers and perform the functions under
State legislatiorf®

2.16 The AHMAC Working Party Response highlights thocus onattendng to the
constitutional constraints of the uniform legislatiofrecommendation 23 of the
Galbdly Review).

2.17 The AHMAC Working Party supported reforms on:
9 licensing of sellers,
1 medicine standards,
1 recording and reporting of drugs,
1 storage controls, handling controls,
1 effectiveness of labels and improving administrative efficiencies,
1 packaging,
i complementary therapeutic gapdnd
1 harmonising labels of medicines.

2.18 Professional standards were left to the States to amend their relevant professional
practice legislation.

2.19 The AHMAC Working Party also proposed a new model of administrative oversight
of standards and scheduling of medicines and poisoiifie model proposed
disbanding of the National Drugs and Poisons Scheduling Committee into two
committees: one would be responsible for medicines (Medicines Scheduling
Committee) and the other respdiisi for agricultural, veterinary and household

= Australian Health Mini st erResponsedovttieReview of BspPoisonsi | Wor ki n

and Controlled Substances Legislation (the Galbally Reyiépril 2003, p50.

11
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2.20

2.21

2.22

chemicals (Poisons Scheduling Committee). This was intended to expedite the entry
of new products onto the market. It further recommended restrictions on sample drugs
and medicinal stock with monitoring afformation and standards for drugs used by
humans.

The AHMAC Working Partyalsorecommendethat all State and Territory legislation
on advertising be repealed in support of the adoption ofCtheTGA 1989 as the
principal legislation that controls advisihg of medicines for human us&ection 51
(xx) of the Commonwealth Constitution does not provide for Commonwealth
legislation in this area to capture all corate entities (sole trader®)confer a general
power of incorporation.

Total control overll advertising cannot be achieved by amendment

to the Commonwealth Therapeutic Goods Act alone. Section 6

l'imits the | egislationbs application t
person in interstate trade or by corporations. The constitutional

limitation of the Therapeutic Goods Act means that it does not cover

advertising by sole traders, such as individual pharmacists, who

trade only within State bordef8.

Power to legislate in respect of other corporate entities and sole traders falls within the
sole ambibf the State and therefore requires legislative amendment by the States

The AHMAC Working Party supported the current prohibition on advertising
Schedule 3, 4 and 8 drugs.

This will allow for Consumer Medicin@aformation to be published in

its entiretywithout embellishment and to allow for a eoi# press
release about the availability of a new medicine, all such exceptions
being subject to strict conditiori3.

The Path to Adopting Uniform Legislation

2.23

Initially, not all States agreed with the approszladoptuniform legislation:

Queensland, Northern Territory and Western Australia did not
support the use of model legislatibmachieve uniform legislation

24

25

Australian Health Ministers6 Advisory Council Working
and Controlled Substances Legislation (the Galbally Reyigpsil 2003, p6.

Australian Health Ministersé Advisory Council Wor ki ng
and Controlled Substances Legislation (the Galbally Reyigprjl 2003, p27.

12
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2.24

2.25

2.26

2.27

(and) have proposed alternative strategies to achieve the same
outcome?®

Queensland is not a paipantof the uniform legislatioprogram?’

Background to the Médines, Poisons and Therapeutic Goods Bill 2013

In July 2006, the (former) National Coordinating Committee on Therapeutic Goods
tabl ed the r epo rAtRepbroto theOMMISraia n tHietall @ dh Mi ni st

Conferenceon Implementation of the Review Recomtia¢ions (as endorsed by the
Council of Australian Governmenfs)mplementation Report).

The Implementation Reporpdatedthe AHMC on the progressof implemening
Recommendation 2(proposng uniform legislatioi. It concluded:

It will be unnecessaryor the States and Territories to adopt the new
therapeutic products legislation to be administered by the Authority
as the Australian Government will be able to regulate all individuals
who supply (and/or manufacture for supply) therapeutic products
only within a State or Territory (sole traders), through the use of the
external affairs powers of the Treaty between Australia and New
Zealand when that Treaty enters into faec®

The Departmentf Health (WA) eplained that:

The Committee at that stage appeto have believed with the advent

of the agreement being reached and discussion commencing on the
establishment of a joint agency, it was no longer necessary for States
and Territories to adopt staeased | egi sl ati on.

will be unnecesar yo woul d appear to have

understanding the intricacies of constitutional law and international
relations®

26

27

28

29

Australian Health Mini st gyRespongedovhe Reviewof ums, Roisonk

and Controlled Substances Legislation (the Galbally Revyigprjl 2003, p5.

Other State and Territory legislation that applies@tle TGA 198%tre as followsMedicines, Poisons
and Therapeutic Goods Act 28 (ACT) Poisons and Therapeutic Goods Act 1906SW) Therapeutic
Goods (Victoria) Act 2010 (VicYherapeutic Goods and Cosmetics Act (NPBrt 2A of the Controlled
Substances Act 1984 (SA) (as amended by the Controlled Substances (TherapeuticnGdtiera
Matters) Amendment Act 2011 (SA)

Commonwealth, National Coordinating Committee on Therapeutic Goods Répdrgport to the
Australian Heal t h Mi ni stersd Conference on
endorsed by the Council 8lustralian Governmentsjuly 2006 p45.

The as
been

Wor ki n

I mpl eme

Letter from the Minister for Health, Hon Kim Hames MLA, Department of Health, Attachment 2 entitled,

Response to Questions (18 November 2BNovember 2013, p3.
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Supporting Documentation on the Uniform Legislation

2.28

The Committedinds that recommendation 48f theGalbally Reviewis a ke driver

for Therapeutic Goods Lawolwever documentary evidence of a sig@mmpetition
Principles Agreemerttould not be located. The Committee was not provided with a
60st-alnaln e 6 The@peuti€ Goods Law

Finding 2: The Committee finds that recommendation 23 (of the Galbally Review) is a
key driver for Therapeutic Goods Law, however documentary evidence of a signed
IGA (Competition Principles Agreemeptould not be located.

2.29

The Department of HealtiWA) provided the Commiiée with a copy of a letter to
then Prime Minister Rt Hon John Howard, from thehen Premier of Western
Australia, Dr Geoff Gallop (dated 2004) that agreed with the publication of the
AHMAC Working Party response to the Galbally ReviggAppendix 3). Theletter
approes the release of the Working Party response with the release of the Final
Galbally Report.

Finding 3: The Committee finds that the letter to the then Prime Minister Rt Hon.
John Howard from the then Premier of Western Awstralia, Dr Geoff Gallop (dated
2004) agreed with theecommendations of and theublication of the AHMAC
Working Party response to the Galbally Review.

2.30

2.31

The Committee was advisdry the Minister for Health (WA}hat COAG approved
the recommendations ohé Galbally Review in arout of sessioprocess on 28 June
2005(for which there ar@o minutes.

The Committee received the response from the Assistant Minister for Health, Senator
Hon Fiona Nash who confirmed that:

The Department of Health has confineith the COAG secretariat
in the Department of the Prime Minister and Cabinet that the
Galbally Review Recommendations were agreed by COA@fout
session by an exchange of lett&rs.

30

31

Letter from the then Western Australian PiemHon Geoff Gallop to the then Prime Minister, Hon John
Howard, 13 September 2004, p1.

Letter from the Assistant Minister for Health (Cth), Hon Fiona Nash, received by the Committee on 4
February 2014, p1.

14
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Finding 4: The Committee finds that COAG approved therecommendations of the
Galbally Review in an outof-session procesby an exchange of letters

Finding 5: The Committee finds that COAG did not draft an Intergovernmental
Agreement for uniform legislation on the Therapeutic Goods Law

2.32 The Department of HealttWA) informed the Committee that ti&tateMinister for
Health approved (31 October 201t adoption by reference of tidh TGA 1989
into the Bill.*

The Treaty

2.33 Information on the Treaty and timational prgectto develop anew, single regulatory
body with New Zealantly 2016was not addressed in the Explanatory Memaaamd
the Second Reading Speech.

2.34 The Committee considerashether a Treaty had been ratified, and the operational
effect of the arrangemehetween the Comnmavealth and New Zealand on Australian
jurisdictions.

2.35 The Treatyis entitledThe Agreement between the Government of Australia and the
Government of New Zealand for the establishment of a joint scheme for the regulation
of therapeutic product§. The Treay is not ratified and is commonly referred to as
the TransTasman Treaty or simply, the Agreemerithe Treaty is available on the
internet® and is a substantial document containing 23 Articles

2.36 The Committegequested updatedformation on the estalsliment of theransitioral
agency ANZTPA.* The Commonwealth Ministereferred the Committee to the
ANZTPA website®*® The background to the ANZTPA on the website is contained in
Appendix 4.

2.37 The letter from the Assistant Ministdior Health (Cth)is an unhelpful and
unsatisfactory response and highlights the reluctance of the Commonwealth to provide

% Submission No 1 from staff of the Depagm of Health (WA) tabled at the Committee hearing, 28
October 2013, p2.

3 Australia New Zealand Therapeutic Products Agency websitp://www.anztpa.org/about/treaty.htm

viewed on 6 February 2014.

34 Australia New Zealand Therapeutic Products Agency wehsitp:;//www.anztpa.org/about/treaty.htm

viewed on 6 February 2014.

s Trans Tasman negotiations were suspended in 2007, and recommengédlin ANZTPA was

established to implement the agreement.

3% Letter from the Assistant Minister for Health (Cth), Hon Fiona Nash, 4 February 2014, p1.
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2.38

2.39

full and detailed information on the uniform schemmat the Western Australia
Parliament is required to accept

With regard to the Treaty and tlpmssibleexercise of external affairs powerdet
Committee was advisdtat

[WA] Departmental officers had no information that the

Commonwealth was or is intent on exercising its external affairs
powers in relation to regulating therapeutic goods for this small
group of traders/and or manufacturers in the near futlire.

The @mmittee wasdvisedthat

1. The State Minister is not privy to the recently elected

A

Commonweal th Governmentds program of

relation ta
1 the ANZTPA ceasing to be a transitioagency

1 what will occur in relation to reforming/amending the TGA,
and/or

I a commitment to pursuing a Treaty with New Zealand in
relation to therapeutic goods.

2. The Regulatory Gatekeeping Unit was not notified of the

Commonweal thos Go v e r reswablish dhe agreement

ANZTPA at the permission to print stage.he Commonwe al
intention to recommence discussions with New Zealand was
announced (in June 2011) prior to the issuing of the Compliance
Statement’

3. The drafters of the Bill were not (and remair)tioe view that the
recommencement of formal discussions between Australia and
New Zealand to proceed with the establishment of the ANZTPA
was not (and is not) likely to have a significant impact on the
Medicines, Poisons and Therapeutic Goods Bill 2813.

37

38

39

40

Letter from the Minister for Health, Hon Kim Hames MLA, Attachment 2 entifedponse to Questions
(18 November 201320 November 2013, p7.

Letter from the Minister for Health, Hon Kim Hames MLA, Attachment 1 enti®edponse to Questions
(11 December 201310 January 2014, p2.

Letter from the Minister for Health, Hon Kim Hames MLA, with Attackmh 1 entitiedResponse to
Questions (11 December 2013p January 2014, p3.

Letter from the Minister for Health, Hon Kim Hames MLA, with Attachment 1 entiBe$ponse to
Questions (11 December 2013p January 2014, p3.
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4. The intention to develop a Trans Tasman agreement has been
under discussion for 13 yealts.

5. The amending legislation associated with the Cth TGA 1989 had
not (and has not) been commenéed.

2.40 The Minister for Healtl{WA) advised that:

The most recent informat suggests that the joint agency will be
established and functioning by mid 2016. However, no legislative
drafting or discussion on the ratifying of the Treaty has occufted.

2.41 It is arguable that the Treaty is an Agreement. What is kriswhat theANZPTA
has been established (whether under an agreement or a*tremtirpnsition to a
single regulatory model. ANZTPA is now operationahs a transitional agency to
effect the changeby 2016 This will most likely require therepeal of theCth TGA
1989

2.42 Itis also arguable whetheatification is required.

So far as Australia is concerned, ratification of bilateral treaties is
the exception rather than the rule; signature alone is generally
sufficient, with ratification being used only in the case oaties
which are politically sensitive or which call from implementing
legislation.

s

e

In the case of Australia, the process of ratification may involve asking
the Houses of the Commonwealth Parliamerd @ p p rthe treaty.

But, because the Crown is cahgionally autonomous in treaty
making, parliamentary approval has no domestic or international
legal significance: ratification is an executive act and, where it is
required by the terms of a treaty, it is performed by the Minister for

4 Letter from the Ministerdr Health, Hon Kim Hames MLA, with Attachment 1 entitiB&sponse to

Questions (11 December 2013p January 2014, p3.

42 Letter from the Minister for Health, Hon Kim Hames MLA, with Attachment 1 entiBedponse to

Questions (11 December 2013p Janugy 2014, p3.

43 Letter from the Minister for Health, Hon Kim Hames MLA, with Attachment 2 entiBedponse to

Questions (18 November 2013 November 2013, p3.

a4 On 17 May 2006, Dr lan Watt, the former Secretary for the Department of Finance and shdidmi
wrote to the Commonwealth Parliament, Chairman of the Trade Sub Committee of the Joint Standing
Committee on Foreign Affairs, Defence and Trade looking into the Inquiry into Australia and New
Zealand Closer Economic Ties and reported thatdligralian and New Zealand governments signed a
Treaty to establish a joint scheme, and ANZTPA, will replace the Therapeutic Goods Administration
(TGA) in Australia and Medsafe in NZ, representing a unique approach to-Tasman regulatioh
This informatdn contrasts with the TGA website that refers to the Treaty as an Agreement.
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Foreign affairs, dter formal approval by the Federal Executive
Council.*®

2.43 The Committee notes that a Regulatory Impact Statement and National Interest
Analysis were prepared for the Treaty.

2.44  The Minister for Healtl{WA) advised:

Until the formal establishment and operatioha joint therapeutic
products agency with New Zealand and the evoking by the
Commonwealthof its powers under section 51 (xxix) of the
Constitution(Cth) Commonwealth Therapeutic Goods Law cannot
be applied to sole traders operating entirely within agin
jurisdiction®

2.45 The status of the Treaty beconresevant tothe Western AustralidParliamend s | a w
making powersf the Commonwealth decides to exercise its external affairs power to
implement the scheme in all Australigarisdictions. The Committegvas not
informed by the Department of Health (State or Commonweultigtherthe States

ar e still required t o agree to introduce
incorporation of applied law is indeed part of the transition to a single regulatory
body.

2.46 Sections 6AAAT AAE, 6B and 6C of theCth TGA 1989refer to Appendix 5)
provide for the adoption of Commonwealth law into the law of States and Territories
for the purposes outlined in Part 6 of the Bill.

2.47 The adoption of thelransTasman Treatyand its likely impact onthe Bill, was
describedin correspondence to the Committddoyember 2018in the following

terms
Adoption of a Trans Tasman Treaty wouddjuireamendment to the
Medicines Poisons and Therapeutic Goods Act (Bill) to the extent of
removing any reference to the Therapeutic Goods Act 1989 (Cth) and
the repeal of Part 6 of the Act/ Bill
é
If and/or when the Treaty is ratified, and the Commonwealth decides
to evoke its external affairs powers with the States and Territories, it
48 ND Campbell, Australian Treaty Practice and Proceduaternational Law in Australid 984, cited in , P
Hanks, F Gordon, G HillConstitutional Law in AustraligLexis Nexis,New South Wales, 2012, pp476
477.
46 Letter from the Minister for Health, Hon Kim Hames MLA, with Attachment 2 entiBe$ponse to

Questions (18 November 2013D November 2013, p4.
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is likely to also result in considerable amendment to the Therapeutic

Goods Act 19891 see section 6AAA which acknowledges the

(present) authority of the States and territories to regulate in this
47

area

2.48 However, in January 2014, the Committee was advised

The drafers of the Bill were not (and remain) of the view that the
recommencement of formal discussions between Australia and
New Zealand to proceed with the establishment of the ANZTPA
was not (and is not) likely to have a significant impact on the
Medicines, Paions and Therapeutic Goods Bill 20'#3.

2.49 Amending the Bill to the extent indicated in paragraply 2véll involve the removal
of the Cth TGA 1989regulations, manufacturing principles and orders from the Act
and the repeal of Part 6Tlhe Committee does nagree thathe amendments to the
Cth TGA 198%re not likely to have significantimpacton the Bill

2.50 If the Commonwealth were to validly legislate to implement the Treaty and there was
an inconsistency between that Commonwealth legislation and Sgikatien, then
the State legislation would be inoperative to the extent of the inconsistency in
accordance with section 109 of the Commonwealth Constitfition.

251 The Committee did not receive direct answersa taumber of questionput to the
Commonwealth Miister forHealth The Committee viewed the o mmonweal t hoé s
referral to the ANZTPA website for information on the Treaty as unhelpful.
Similarly, the lettereferringthe Committeg¢o the Commonwealth Parliamemébsite
for detail on the Therapeutic Goodsnendment (2013 Measures Np.did not
explain the reform prograrourrently amendinghe Cth TGA 1989 The approach
taken by the Assistant Mi ni ster for Heal tt
unsatisfactory. The Western Australia Parliament isifze asked to pass a Bill for
uniform legislation that will be impacted by current amendments before the
Commonwealth Parliament.

Finding 6: The Committee finds that substantial discussions have occurred between
the Commonwealth and New 2alandfor the implementation of a joint Australian New
Zealand Therapeutic Products Agencyy 2016.

a7 Letter from the Minister for Health, Hon Kim Hames MLA, Attachmenteititied, Response to

Questions (18 November 2013D November 2013, p6.

48 Letter from the Minister for Health, Hon Kim Hames MLA, with Attachment 1 entiedponse to

Questions (11 December 2013p January 2014, p3.

49 P.Hanks, F Gordon, G HilConstitutional Law in Australia3™ Edition, Lexis Nexis, News South Wales,
2012, p289.
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Finding 7. The Committee finds that the adoption and ratification of the ANZTPA
Treaty would require significant amendment to the Mediéines, Poisons and
Therapeutic Goods Act (the current Bill) to the extent of removing any reference to the
Therapeutic Goods Act 198@th) and the repeal of Part 6

Finding 8: The Committee finds that if and when the ANZTPA treaty is rdified and
the Commonwealth decides to evoke its external affairs powers with the States and
Territories, it is likely to also result in considerable amendment to th&herapeutic
Goods Act 1989Cth) i specifically section 6AAA which acknowledges the (prest)
authority of the States andT erritories to regulate in this area.

Finding 9: The Committee finds that the Second Reading Speech and Explanatory
Memoranda did not fully inform the Legislative Councilof the history of negotiations
to establish a single Australian New Zealand regulatory body, the creation of the
ANZTPA and the likely repeal of the Cth TGA 1989n 2016.

Recommendationl: The Committee recommends that the Minister formally advise
the Legislative Councilon the implementation program of ANZTPA by 2016, Western
Australiads powers and functions under
legislation and report to the Legislative Councilwithin two months of the tabling of this
Report.

Closing theSole TraderLoophole in Regulation

2.52 The Department of HealtljWVA) advised that He options available to Western
Australiato close the loopholén respect ofheregulation of sole tradérsvere:

9 leave this group of manufacturers and/ or suppliers unregdia

1 adopt the Commonwealth Therapeutic Gobdsv, as agreed to
under COAG; or

1 develop a regulatory regime and associated infrastructure and
expertise that mirrors the Therapeutic Goods Administration
(TGA)>®

2.53 The Committeealso identified a legislative ovelap of Australian Consumer Law
(WA) with the Therapeutic Goods LavDn 1 January 2011 the Australian Consumer

50 Letter from the Minister for Health, Hon Kim Hames MLA, Attachment 2 entifedponse to Questions

(18 November 201320 November 2013, p4.
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Law (ACL) commenced. The ACL is a cooperative reform of the Australian
Government and the States and Territories, through the Ministerial Caumnc
Consumer Affairs (MCCA).

The ACL replaced the following fair trading and consumer protection
laws in WA:

Fair Trading Act 1987 (WA)

Consumer Affairs Act 1971 (WA)

Door to Door Trading Act 1987 (WA)

Trade Practices Act 1974 (Cth): Parts IVA, \A §nd VC*

2.54 The ACL also covers product safety (health and cosmetic productsgstigating
potential chemical hazards in consumer produdtveloping bans and mandatory
standards where evidence shows a consumer produot basldcause injury, illness
or death.

2.55 The Departmentf Health(WA) explained:

o the Commonwealth Therapeutic Goddsny and theAustralian
Consumer Law already coexist and complement each,other

0 the Commowealth TherapeutiGoodsLaw:

A is prospective law, regulating goods before thedpi is
available to the consumer

A requires minimum compliance with a set standardsin
relation to raw material quality, manufacturinguallity,
labelling requirements;

A requires evidence of efficacy and safety for the claimed
therapeutiqurpose;

A requires an assessment of safety afiicacyfor prescription
medicinegrior to approval for marketing across Australia.

o the Consumer Law i% p ofactd complaints based law;

Therapeuticgoods are:

51 Australian Consumerdw, website

http://www.consumerlaw.gov.au/content/Content.aspx?doc=current_laws/wgibtmed on 6 February
2014).
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2.56

A not considered to be th@dinary itemsof commerce covered
by AustralianConsumer Law (WA)

A required to be included on a Register either through a
notification process or via an approval procéss.

The Committee notes the ACCC prosecutions in recent years relating to
unsubstantiated cancer cure claims and notes thiapwe the two regulatory bodies.
The submission by the ACCC to the AHMAC (for its inquiry looking at unregulated
health practitioners) details the comprehensive regulatory oversigtite ACCC

The ACCC sibmissionto the AHMAC inquiryis located aAppendix 6.

Finding 10: The Committee finds that Australian Consumer Law(WA) alsocovers the
regulation of sole traders.

Recommendation2: The Committee recommends thathe Minister advise the
Legislative Couwncil whether the ACL will render the majority of the Bill invalid when
it is passed into law

The Therapeutic Goods Administrationand its reform program

2.57

The Therapeutic Goods Administration is the principal agency regulating therapeutic
goods in Austria.

In addition to the TG Act and the Charges Act, the TGA is also
responsible for administering the Therapeutic Goods Regulations
1990, the Therapeutic Goods (Charges) Regulations 1990 and the
Therapeutic Goods (Medical Devices) Regulations 2002. Dedega
of the Minister or the Secretary within the TGA also from time to time
make or amend a range of legislative instruments, such as
Therapeutic Goods Orders which set out standards for therapeutic
goods, and Listing Notices which require that specifiestapeutic
goods be included in the part of the Australian Register of
Therapeutic Goods for listed goods.

52

53

Letter from the Minister for Health, Hon Kim Hames MLA, Attachment 2 enti®edponse to Questions
(18 November 201320 November 20134.

Therapeutic Goods Administratiohttp://www.tga.gov.au/about/tg@gqulatorychange03-delegated.htm
(viewed on 31 January 2014).
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2.58 There are a wideange of legislative instruments tramprise thél' herapeutic Goods

Law that diminishes the Western Australia parliamentary soyetgi

First, there is the primanAct [Cth TGA 1989] and secondly, there is
subordinate legislation that theoretically runs the risk of disallowance
in eitherchamberof the Parliament. Immediately beneath those two
levels, however are the guidelines #t the TGA itself has
promulgated; these are not legislative instruments subject to
disallowance in eitherHouse. Fourthly, there are international
standards that aim for an international harmonisation of standards,
and for recognition of testing processepursuant to mutual
recognition agreements with Europe, Switzerland, North America and
Singapore”’

2.59 The Committeanotes theprocess of amending Commonwealth regulations

Regulations, including regulations that amend other regulations, are
approved by the @ernorGeneral at a meeting of the Federal
Executive Council, and are tabled in Parliament.

Meetings of the Executive Council are scheduled throughout the year.
Proposed amendment regulations are prepared ahead of such
meetings, so that the amendment tetjon can be provided for the
GovernorGeneral's consideration and approval.

2.60 The Cth TGA 198%rovides for a range of legislative instrumetdsbe developed

(without recourse to thEommonwealttiParliament

€ that may be made by the Minister or Seangtor a respective
delegate), such as manufacturing principles or the Therapeutic Goods
Advertising Code.

Such instruments will, in most cases, be prepared by TGA officers,
once all of the necessary consultations, policy approvals and
regulatory impact asessments have been satisfactorily completed.
TGA officers will also prepare an Efexplanatory Statementjo
accompany the instrument, and a Statement of Compatibility with
Human Rights.

54

55

Aronson, M., Subordinate Legislan: Lively Scrutiny or Politics in SeclusionAustralasian
Parliamentary ReviewSpring, 2011, Vol. 26 (2), p7.

Therapeutic Goods Administratiohttp://www.tga.gov.aufout/tgarequlatorychange03-delegated.htm
(viewed on 31 January 2014).
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As with regulations, the TGA's legislative instruments must be
regidered on FRLI[Federal Register of Legislative Instruments]
have legal effect

2.61 This Bill is directly impacted by any amendmetdshe principal At, regulations and
legislative instruments passed by the CommonwealthParliament or the
CommonwealttExeautive.

2.62 The Therapeutic Goods Administration is implementingTt3& reforms: A blueprint
for TGA's future’

2.63 The Committee notes thd&ey provisions ofthe Cth TGA 1989 are undergoing
amendment The letter from the Assistant Ministéor Health(Cth) did not provide
sufficient detail on the amendments before the Federal Parliam@nar to the
Federal Parliament being proroguéad September 2013, the Senate Standing
Committee for the Scrutiny of Biff§ scrutinisedthe Therapeutic Goods Amendment
(2013 Meaures No. 1) Bill 2013.This Bill proposes to introduce 16 schedules into
the Act that includegoods that are not therapeutic gaodf a range of matterde
SenateStanding Committee considered the proposed new sectioni7éxcluding
goods for pubt policy reasons that would enable {@mmonwealthMinister to
determine by legislative instrument that specified products are not therapeutic goods
for the purposes of th€th TGA 1989or are not therapeutic goods when used,
advertised or presentedarspecified way

2.64 On 12 December 2013, théherapeutic Goods Amendment (2013 Measures No. 1)
Bill 2013*° wasagainintroduced into the House of Representativas the letter from
the Assistant Ministefor Health(Cth) did not provide any details on thmendments,
the Committee considered tihdinister for Health (Cth) Second Reading Speeih
December 2013 (refer #yppendix 7).

2.65 Amendments to theCth TGA 1989will impact Western Australia. The Bill does
not provide a mechanism for theWestern Australian Parliament to scrutinise or
disallow Commonwealth regulations before they are passed by the
Commonwealth. Insufficient attention is given to explaining the
Commonweal t hdéds meefacdritonthe pherapguti@Goods Law.The

%6 Therapeutic Goods Administratidmttp://www.tga.gov.au/about/tgagqulatorychange03-delegated.tm

(viewed on 31 January 2014).

57 Therapeutic  Goods  Administration, http://www.tga.gov.au/about/tg&formsblueprintprogress

130630.htm(viewed on 31 January 2014)

58 Commonwealth Parliament, Senate Standing Committee for the Scrutiny of Bills, Sixth Report of 2013,

19 June 2013, p236.

59 Commonwealth of Australia,

http://www.aph.gov.au/Parliamentary Business/Bills_Legislation/Bills_Search Results/Result?bld=r515
6 (viewed on 3 February 2014).
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State Parliament therdore is being asked to pass a law for the State when the
text of the law is not known.

Finding 11. The Committee finds that there has been insufficient attention or
explanation provided to thelLegislative Councilon the current proposalsin the
Therapeutic Goods Amendment (2013 Measures No. 1) Bill 20@Bamendthe Cth TGA
1989introduced to the Federal Parliament in December 2013.

Recommendation3: The Committee recommends that the Minister confirm with the
Commonwealth what the policy position of the current Government is, and if
applicable, when it will be implemented and advise theegislative Councilaccordingly
during consideration of the Bill.

Recommendation4: The Committee re@emmends that the Minister advise the
Legislative Councilon the amendments to the Therapeutic Goods Amendment (2013
Measures No.1) Bill 2013.
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CHAPTER 3
SUMMARY OF THE BILL

3.1

3.2

The Western Australian Bill comprisd® parts and proposes 209 clauseéSome
provisionscome under the authority of the Western Australian Minister for Health
(poisons schedules) and his/her delegates. Decisions made by the delegate may be
reviewable by the State Administrative Tribunal. Other provisions in the Bill (such as
Pars 6 and 7)cover the application of Commonwealth administrative laws to the
Therapeutic Goods Law, the powers of the Commonwealth Minister, the
Commonwealth Secretary and confer powers on Commonwealth officers and
authorities.

The Bill proposes to repeal tHeoisonsAct 1964 the White Phosphorus Matches
Prohibition Act 1912and Poisons Regulation§965 The Committee notes that a
Parliamentary Committee had considered the repeal &f/tliee Phosphorus Matches
Prohibition Act 1912.In 2009, theStanding CommitteenoUniform Legislation and
Statutes Reviewn their Report(Report No39) into the Statutes (Repeals and Minor
Amendments) Bill 2009ound that therewvere insufficient legislative safeguards to
protect the public if thewhite Phosphorus Matches Prohibitiokct 1912 was
repealed.The Committeés concerned witlthe repeal of the Act if Is likely toleave

a gap in regulation of thanufacture and sale of yellomtite phosphorus.

Recommendation5: The Committee recommends thathe responsible Minister
confirm with the Legislative Councilthat the repeal of theWhite Phosphorous Matches
Prohibition Act 1912will not create a gap in regulation.

3.3

3.4

Part1 of the Bill outlines the definitions and terms used. Clause 1 sets out ttie sho
title. This clause is a formality. Clause 2 of the Bill provides for sections 1 and 2 to
come into operation on the day whonah it
day or days fixed by proclamation and different days may be fixed for differe
provision® . Some Clauses of the Bill require thapplicationof Commonwealth
legislation, manufacturing principles and orders as it ekists time to time

Part 1 includes the classification afubstances apoisons under nine Schedules.
Clause 4 wmtes he Governor may on the recommendation of the Minister make
regulations classifying a substance as a poison included in the Schedule. The Minister
has proposed powers under PariClause4(2) to recommend that a substance be
identified in the regutions in any way the Minister thinks fiClause4(3) lists seven
considerations when classifying a substance.
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3.5

3.6

3.7

3.8

3.9

3.10

3.11

3.12

Definitions under Part include the scheduled controlled drugs and supply, the range
of professionals (authorised health professigngivesigators) and the interaction
with the Misuse of Drugs Act981 If a provision in the proposed Act is inconsistent
with a provision in theMisuse of Drugs Act981the provision of the Act (if passed)
prevails.

Part 2 sets out the offences and penaltysmns for manufacture and supply for
various scheduled drugs, licensing offences including third parties, recording and
reporting and restrictions on vending machines. There are a number of strict liability
offences and penalties. Regulations will qothe circumstances in which prescribed
poisons will be supplied from a vending machine and the premises where vending
machines can be located.

Parts3, 4 and 5 provide a high level framework of controls over medicines and

poisons designed to protect piclthealth and safety. The finer detail of the controls in

the manufacture, use, sale or supply of medicines and poisons will be developed in
subsidiary legislatio® These parts cover health professionals with authority to

prescribe and manufacture medes, as well as the grounds for suspension and
cancellation of the permit and théi€f Executive Officed s power s in rel ati
(Part5). These decisions will be reviewable and a notice must be published in the
GovernmenGazette

Part6 covers tie Application of Commonwealth Therapeutic Goods Law testarn
Australia and the application ofCommonwealth Administrative Law to the
Therapeutic Goods Law (WA).

Part7 deals with drugs of addiction, the oversupply of drugs and the recording and
disclosue of information. These clauses @ee s i gn e d doctor shopmngg r i ct 6
There are provisions for review of decisions by the State Administrative Tribunal.

Part8 deals with enforcement and investigations, evidentiary matters anfl ¢eaits
with regulations and the general power to make regulations.

Part 10 is headedMiscellaneouéand covers confidential information and the review

of the Act. There is a review provision (clause 152(1) and (2)) whereby the Minister
is to carry out a review of theperation and effectiveness of the Bill after fith
anniversary and the expiry of eafike yearly interval after that anniversarylhe
Minister is to prepare a report and cause it to be laid before each House of Parliament.

Part 11 deals with repda and transitional provisions and Pdr® deals with
consequential amendments.

60

Western Australian Parliament, Legislative Council, Hon Alyssa Hayden MLC Parliamentary Secretary
repregnting the Minister for Health, Medicines, Poison and Therapeutic Goods Bill 2013, Second
Reading Speech,17 October 2013, p2.
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3.13 The Second Reading speguiovided information othe control of substances:

The Bill retains the majority of the controls associated with the

present Act. Substances contrdllehrough the current Poisons

|l egislation are classified into a set o
included in a particular schedule based on its risk to human health

and need for expert oversight. These schedules are consistent with

the national aproach to regulating medicines and poisons under the

Standard for the Uniform Scheduling of Medicines and Poisons

(SUSMB. The controls that are applied to a particular substance are

related to the schedule it resides in. These controls vary,

commensurat with the risk posed. For example, some medicines are

avail able édover the counteré at phar mac
other medicines must be prescribed (Schedule 4). The new Bill will

retain these schedulés.

3.14 The Department informed the Committee

The Bill as a whole also handles veterinary medicines where they
contain a substance in the poison schedules. That would currently be
already handled under the Agvet Code, which is already adopted by
reference into agricultural legislatio?f

3.15 TheSecondReading speech stated:

The main controls for handling medicines and poisons will continue
to be through the authority afforded to defined groups of health
practitioners, the issuing of licences and permits to supply or use, and
controls on the labelling, gctkaging, storage ahrecording of such
substance.®®

3.16 The Committee notes that existing provisions that regulate therapeutic goods in WA
under State law will be removed:

ét he Heal t h Act 1911, wi || be amended
sectiors related to thergeutic goods that predate the enactment of

61 Western Australian Parliament, Legislative Council, Hon Alyssa Hajle@ Parliamentary Secretary,

Second Reading Speech, Meadés, Poisons and Therapeutic Goods Bill 2013, 17 October 2013, p2.

62 Ms Jane Carpenter, Manager, Legislation and Licensing Pharmaceutical Services Begractment of

Health, Transcript of Evideng 28 October 2013, p8.

&3 Western Australian Parliameritegislative Council, Hon Alyssa Hayd®&hLC Parliamentary Secretary,

Second Reading Speech, Medicines, Poisons and Therapeutic Goods Bill 2013, 17 October 2013, p2.
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3.17 TheDepartment of Health (WA) informed the Committee thataimendments are:

3.18

the Cth TGA. It also removed provisions that were more latterly
included in the Poisons Act 1964

A

Part VIl A i s h e a esg disinféctantsu g s ,
pesticide
ng with
vided in

therapeutic substances and

amendments replace this headi
Pesticidesodo. The Part is di

Division 5 headed fADrugso wi
this division were largely superseded by the Poisons Act (and
not amended at that tinie1964). The provisions deal with
the mixing, sale and labelling of substances.

Di vi si on 6 headed fiMedi ci nes

deleted. The contents of this divesn were largely by the
Poisons Act, the CommonwealilherapeuticGoods Act in
that it deals with sales and false statements in publications
and trade.

Division7 headed fAManufacture of
be deleted. This division has been supersedég the
Commonwealth Therapeutic Goods Act for corporations.
Retention of this Division as a substitute for the adoption of
the Commonwealth law would nfite] adequateand has
never been used to regulate the actions of natural person
manufacturing or suplying therapeutic goods within the
State.

medi ci

[ be de

and di

t herape!

Division 9 headed ARegul ationso wil

division becomes redundant with the removal of most of the
divisions associated with this Part. Pesticides which is the
remaining division in the Part hassibwn regulation making
provision®

It is apparent that the proposed amendments are intended to update and consolidate the

legislation.

64

65

Letter from Chief Pharmacist, Department of Health (WA), Attachment 1 enRéésgonséo Questions
of 29 October 20134 November 2013, p5.

Letter from Chief Pharmacist, Department of Health (WA), Attachment 1 enRfééespgonse to Questions
of 29 October 20134 November 2013, p6.
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CHAPTER 4
SPECIFIC PROVISIONS OF THE BILL

4.1

4.2

4.3

4.4

The Committeeconsidered a number aflauses in the Bill that challenged the

sovereipt y and | aw making powers of this Parl

with severaklausesf the Bill ae outlined below.
Clause 2 is reads as:
Clause 2ZCommencement
This Actcomes into operatioas followsd

(a) sectionsl and2d on the day on which thi&ct receives
the Royal Assent;

(b) the rest of the Add on a day fixed by proclamation and
different days may be fixed for different provisions.

This clausemeans that there is no certainty when different Parts of the Act will have
effect. The Bill hasa number of Parts covering different provisions that are decided
by the State Minister oExecutive officers of either the Commonwealth or the State
Departments This is a sulelegation of legislative power from the Western
Australian Parliament to thexEcutive and the Commonwealth and hence directly
impacts on the law making powers of the Western Australian Parliament.

The impact of different commencement mechanisms for specific clauses on the
Parliamentdés | aw making power is raised

The poclamation method of commencement involves a Minister
exercising the ultimate discretion, that is, whether or not to prepare a
proclamation for consideration by the Executive.

The proclamation method mean the Parliament gives the Executive
discretion to imefinitely suspend the operation of laws passed by the
Parliament.

€ where unfettered control is given to the Executive to decide the
commencement of particular Act, this can usurp the power that lies at
the heart of the role of the Western Australian Rankent®®

66

Western Australian Parliament, Legislative Counctarsing Committee on Uniform Legislation and
Statutes Review, Report 3¥ational Gas Access (WA) Bill 200B) March, 2009, p22.
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4.5 The Veterinary Surgeonso®6 Board of Western
and stakeholders to receive sufficient notice and explanation of some provisions
before they are passedThe Committee holds the view that tipeblic requires
sufficient notice to be informed about the new agements proposed in the Bill.

4.6 It is clearthat a policy decision supporttke CommonwealtliExecutive to exercise
considerable powers in the regulationToferapeutic Lawuntil 2016. After that date,
the Committee is unclear as to whether there is a mechanism by which the State
Minister, the Executive or the Parliament of Western Australia will be able to
scrutinise proposedr future amendments tmanufacturing orders, notices other
legislative instrurantsbefore they are passeg the CommonwealtRarliament or the
Commonwealth Executive

Recommendation6: The Committee recommends thathe State Minister seek
information and report to the Legislative Councilon the Commonwealh 6 s pr o g
proposed amendments to th&@herapeutic Goods Act 1988nd the transition
arrangementsfollowing ANZ TP AGs | mpl @@ nt at i on i n

Part61 Therapeutic Goods Law

4.7 The Bill proposes tdclose a loophole in the |&%” Theapplication & the text of Cth
TGA 1989 and regulations is proposed as a solution to potentially regulate the
activities ofthree to fourWestern Australian individuals and/or sole traders a year.
The Cth TGA 1989 text is approximately 577 pageof principal legislation and
delegatedegislation (plus executive ordesind manufacturing principlis

At present there is no regulatory framework preventing an individual
from promoting an untested, ineffective or unsafe good for medical
purposes within Western AustraliaThe Bill, at Part Six seeks to
adopt as Western Australian law the Commonwealth legislation in
this area. This will ensure that Western Australian consumers will
have equal protection from substandard therapeutic goods, compared
to anywhere else in Australfa.

4.8 The Committee des not agrewith this contention.In 2013, the Western Australian
Parliament passed legislation that incorpor&eltedulesf the Australian Consumer
Law into the Western Australialair Trading Act 2010 This Act coverssole traders
who providegoods and servicemnd does not specifically exclude therapeutic goods
or services. The Australian Comg#ion and Consumer CommissioAQCC), the

&7 Department of Health (WA)[ranscript of Evideng 28 October 2013, p3.

&8 Hon Alyssa Hayden MLC, Parliamentary Secret&gcond Reading Speech, 2013, 17 October 2013, p4.
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Australian Securities and Investment Commission and State and Territory consumer
agencies enforce¢hACL. There is overlap between the two legislative regfthes

4.9 Part6 (Division 1) of the Bill deals with the pplicationof Commonwealth law text
(Therapeutic Goods Law). This will ensure that natural persomeanufactuers
trading therapeutic goodsxclusively within this jurisdiction are subject to the same
regulatory framework as corporations.

Sections 6AARAE, 6B and 6C of the Cth TGA provide for the
adoption of the Commonwealth law into the law of States and
Territories for the purposes outkd in Part 6. Section 7A provides
for the Secretary (of the Commonwealth department) to authorise
officers of a Department of State to exercise powers under the Clth
TGA™

4.10 As raisedat paragrapi2.20 the AHMAC Working Party Response identified the
consttutional challenges posed by the High CoRrtv Hughescasein relation to the
States adoptinginiform legislation. The Department of Health (WA) advised the
Committeethat

éprovi sions wi t hi-AAE)tthatenaké aldwarfcest 6 AAAA
for the States tadopt the TGA and importantly at sec 6AAE(1) & (2)

provides for the authority of the corresponding State law to
fioverridédo the TGA.

4.11 The Committee notes however, that the lawR v Hughesis still unsettled? The
Committeeholds the viewthat the operabin of sections 6AAAAAE, 6B and 6 Cof
the Cth TGA 1989acks a mechanism by which the Parliament of Western Australia is
able to scrutinise new regulations or subsequent amendments passed by the
Commaonwealth.

4.12 The Western Australian Minister for Health ha® powers or direct functions in
relation to Part 6 of the Bilf The Committee notes thathere matters are currently

69 The ACCC and the TGA jointly developed consumer safety alerts on the therapeutic and non therapeutic

uses of some goods. Refer A@cCounti A Report of the Australian Competition and Consumer
Commissiae/ s and Australian Energy Regu,lCantmonwéathoActi viti e:
Australia, 2013.

n Submission No 1,Response to Indicative Questipn3epartment of Health (WA), tabled at the

Commi tteeds Hearing, 28 October 2013, p 4.

n Letter flom the Minister for Health, Hon Kim Hames MLA, Attachment entifRsbponse to Questions

(11 December 2013)0 January 2014, p5.

2 The majority judges said that where there is an imposition by federal law upon Commonwealth officers

of duties to performunctions or exercise powers created and conferred by State law, the Federal law
must be supported by a head of poviRxr Hughes(2000), 171 ALR, 155 at 164.

& Submission No 1, Department of Health (WRgsponse to Indicative Questiotabled at the Haing,

28 October 2013, p4.
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regulated under State law, the text of the provision will reflect the Commonwealth
provisions. Some State laws will be repealed ardGbmmonwealth assumes the
functions and powers under Part the Commonwealth provisions delegate powers
to Commonwealth officersState Officers may be authorised officers underGtte
TGA 19890 carry out functions under Part 6.

4.13 The Commonwealthdministrative law framework will apply for all matters where
the Commonwealth has a function. The administrative framework will have the
general characteristics of Commonwealth rather than State laws.

4.14 Executive officers of the Commonwealth Government Vo able to exercise
substantial discretion in the creation of regulatiamsl legislative and procedural
instrumentswithout any input from the State

Finding 12 The Committee finds thatthere isan absence of opportunity for the
Westan Australian Minister for Health or the Western Australian Parliament to
influence or amend Part 6 of the Billand does not give sufficient regard to the
sovereignty of the StatdParliament.

Proportionality

4.15 The Bill will regulate the activities of a sthanumber of traders a year.The
Department said:

the failing of this national law within an individual state means that
Western Australians are potentially not protected from harmful
therapeutic goods. Each year, thefare] a small number of
therapeutt goods identified and produced within WA that make
unsubstantiated claims. The government and the department have no
specific powers to make a supplier rescind misleading claims or to
cease trading of a dangerous good. These are usually traditional or
complementary medicines that contain scheduled poisons or
unscheduled chemical substanées

4.16 The Committeeconsideredexistingd | e g i redinedto regelatesole traders The
question in the Committeebds mind piios one of
of over 577 pages dfth TGA1989is a necessargr only protectionavailable. The
Department illustrated the neddr such legislationby referring to the lack of
legislative protectionso regulatesole traders (natural persons) who promoteaies
cancer cures or treatments.

" Department of Health (WA)[ranscript of Evideng 28 October 2013, pp2.

34



EIGHTY-FOURTH REPORT Specific Provisions of the Bill

4.17 As stated earliein the report anét paragraph.8, the Western Australian Parliament
passed amendmefitso theFair Trading Act2010(WA) incorporaing the legislative
reforms of the @mmonwealthAustralian Consumer Lawas @rt of WA law. These
amendmentsprovide a mechanism to prosecutele traders who make false or
misleading representations in relation to (manufactured) goods or services to the
public. The Committee notes thatrior to the enactment of the ACL, teCCC
prosecuted companiemaking claims in relationto cancer treatment curés.
Witnesses for the Department of HealWA) were unable to fully explain the
operation of theACL (WA) to regulate sole traders who manufge goods or
provided services. The Conmittee notes thesubmission to theAHMAC (at
Appendix 6) identifying the regulatoryvork of theACCC.’

Finding 13 The Committee finds that there no legislative impediments to the
operation of the ACL (WA) to regulate sole traderssupplying or manufacturing
therapeutic goods.

Clause 77Terms Used
4.18 Clause 77 reads as:
77. Terms used
In this Partd
Commonwealth administrative lawsmeansd
(@) the following Act®

0] the Admuistrative Appeals Tribunal Act
1975 (Commonwealth);

(i) the Freedom of Information Actl9&
(Commonwealth);

(iii) the Ombudsman A&B76 (Commonwealth);

(iv) the Privacy Actl983 (Commonwealth);

» Fair Trading Amendment A@013

6 (Refer http://www.accc.gov.au/mediglease/acetakescriminatproceedingsgainstdiscredited
cancettherapis}, viewed on 13 November 2013.

" Australian Competition and Consumer Commi ssionds Sub
regulation of unregistered Health Practitioners 2011 details the role of the ACCC in investigations, refer
to http://www.ahmagov.au/cms_documents/pdf/N0%20150%20
%20Australian%20Competition%20and%20Consumer%20Commission.pdf
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and
(b) theregulatiors in force under those Acts;

Commonwealth authorityhas the meaning given in tAderapetic
Goods At1989 (Commonwealth) sectid

Commonwealth Ministermeans the Minister under thEherapeutic
Goods Actl98 (Commonwealth);

Commonwealth officerhas the meaning given in thEherapeutic
Goods Actl989 (Commonwealth) sectid

Commonwealth Secretarynears the Secretary as defined in the
Therapeutic Goods AG98 (Commonwealth) sectid

conferincludes impose.

4.19 The Commonwealth’Acts Interpretation Act 190{efer toClause 80) apsfor the
purposes of interpreting Pastof the Bill only. The Interpretation Act1984 (WA)
therefore has no application to ttlausedn Part 6of the Bill.

4.20 Clause77 effectively excludes the Western Australia Parliament from monitoring and
oversight ofCommonwealtiExecutive functions in Part 6. Bearing in mind t8tdte
Public Sector employees will be implementing the provisions, the arrangements will
provide two masters the Commonwealth and the State. Thastitutional ambiguity
this creates is unacceptable. It also raises a further quéstidrich Ministeris
accountable to which Parliament and for what functions?

Finding 14: The Committee finds that Clause 77 excludes the Western Australian
Parliament from monitoring and oversight of Commonwealth Executive functions in
Part 6 of the Bill.

4.21 The Departmental witnesses expressed the view that disallowance provisio
contained in Clause & the Bill.

Clause 78Application of Therapeutic Goods Law
422  Clause 78 reahs follows:
78. Application of Therapeutic Goods Law

(2) For the purposesf this sectionthe Therapeutic Goods Law
(Commonwealth) text consistsdof

36



EIGHTY-FOURTH REPORT Specific Provisions of the Bill

4.23

4.24

(a) the Therapeutic Goods At®&® (Commonwealth);
and

(b) all regulatiors, orders and manufacturing principles
in force under that Act.

(2) The Therapeutic Goods Law (Commonwaltext, as in
force from time to time and as modified under Brast 6

@) applies as a law of this jurisdiction; and

(b) as so applying may be referred to as Theerapeutic
Goods Law (WA); and

(© as so applying, is padf this Act

3) The Therapetic Goods Law (Commonwealth) text so applies
as if it extended té

€) things done or omitted to be done by persons who are
not corporations; and

(b) things done or omitted to be done in the course of
trade or commerce within the limits of Western
Austrdia.

(4) Regulatios made under sectid®#8® may modify the
Therapeutic Goods Law (Commonwealth) text for the
purposef this section

The Committee considered the construction ofGlsise 78 as discussed below.

Clause 78(1)(b) includes akgulations,ordersand manufacturing principleis force

under that Act Regulations are subject to tabling and therefore subject to scrutiny and
disallowance provisions by Parliamentary committees. In this regard, the
Commonwealth Parliamemtas the power to sciotse Commonwealth regulations

not the Western AustralimParliament. Ordersand manufacturing principlesre
characterised as Executive decisions and are not instruments for scrutiny under
disallowance provisionS

78

79

Clause 148 refers to the general power of the Governor to make regulations.

However, Cl a u sregulaBo@s( d&rders and Imanwfacturiag priples n the Therapeutic
Goods Law (WAwhetter or not modified by the regulations, are to be taken to be regulations, orders or
manufacturing principles under@mmonwealth &. 6
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4.25 TheWestern Australian Parliameistdeniedoversight or scrutiny of angmendments
to Commonwealth regulationsydersor manufacturing principleslt also highlights
the accountability deficits inherent in the Bill.

4.26 When asked what role the State Minister for Healith have to amend Igislation,
regulations ordersor manufacturingrinciples(of a single Trandasman regulatory
model) the Department stated:

It is assumed that if the Commonwealth Government proceeded to
pursue (and ratify) a formal Treaty with New Zealand, the State
Minister for Health would have no role in the new Scheme to amend
legislation, regulations or manufacturinfprinciples] notices and
orders®

Finding 15: The Committee finds that if the Treaty with New Zealand is ratified, the
State Minister for Health will not have a role in the new scheme to amend legislation,
regulations or manufacturing principles, notices and orders.

4.27 Clause 78 (1) (b) and (2) specify the date of the regulations, orders and manufacturing
principles in forcdrom timeto time This would allow the Commonwealth Executive
to make amendments withailie views or input ofhe Western AustraliaParliament.

4.28 Currently, amendments tmanufacturing principleare made byhe delegate of the
Commonwealth Minister for Healtivho is authorised to make determinations and
publish these determinations relating to the Therapeutic Goods Manufacturing
Principles on the Therapeutic Goods Authority website. This means that a delegate of
the Commonwealth Executive or a delegate ofState may make determinations that
may impact this State without the Western AustralRarliament having any
mechanism to scrutinise future or proposed

4.29 The Committee holds the view thtite Western Australia Parliamet would have
greater scrutinyfiall instrumentsited in the provisiomadt h e wirnforakat thé
t i nbe éserted into theclause This approachis consistent with the general
approach orprotocols fordrafting legislation (as recommended by Pankatary
Counsel):

Western Australia has taken a policy decision that it will not
generally adopt the legislation of other jurisdictions as in force from
time to time (other jurisdictions make similar decisions on particular
legislative projects). When alpgd laws legislation used for national

80 Letter from the Minister for Health, Hon Kim Hames MLA, Attachmentdlrfrthe Department of Health

(WA), 10 January 2014, p2.
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uniform legislation, Western Australia (and those other jurisdictions)
will enact consistent legislation and keep it up to date by subsequent
amending legislation when the template legislation is amefided

4.30 Amending he Clausevould allow the Western Australian Parliament to consider new
Commonwealth amendmerdsthe time they are passed by the Commonwealth.

Recommendation7: The Committee recommends that clause 78(1)(b) be amended to
readiial | regul ations, orders and efmeunderac
t hat This may be effected in the following manner:

Page57,line8t o i nsert bet weennattheftime ced and 0

4.31 Under Clause 78(3), the Department informesl Committee:

the Bill confers powers to the extent it adopts the Cth TXS89] to
apply to things done or omitted to be done by persons who are not
corporations and things done or omitted to be done in the course of
trade or commerce within the limits Wfestern Australi&

4.32 This means the Commonwealth, Minister, Commonwealth Secretary or their delegates
will be empowered to undertake activities associatgtth the regulation b the
TherapeuticGoodsLaw in Western Australia.Again, the State Minister fadealth
will not have a function and the Western Australian Parliament will not be able to
scrutinise amendments before they are passed by the Commonwealth.

4.33 The Department identified Clause 78 (4) as a way modify the text of
Commonwealth law.

Sub claus&/8 (4) provides for the altering of the (actual) text of the
Cth TGA by regulation. This particular provision would be Western
Australiads Henry VIII c¢clause equival en

If disallowance were to occur, this would result in Commonwealth
law as the Therapeiat GoodsLaw (WA) being adopted in its original

form. Disallowance of Western Australian made regulations to
override Commonwealth law would appear to be counter intuitive to

81 Parl i amentary CodcPwiomlech Brafting Matromal Urtifene Legislatior2008, Third
Edition, p2.
82 Submission No 1, Department of Health (WAResponse to Indicative Questipnsibled at the

Commi tteeds Hearing, 28 October 2013, po9.
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the objectives of the Standi@mmittee on Uniform Legislation and

Statutes Reew.

In practical terms, in adopting the actual text in the first instance, the
relevant Sate Minister, on the authority of the Governor would
regulate to amend, modify or delete specific provision of the
Therapeutic Goods Law (WAJ.

4.34 Clause 78(4) is a Hey VIII clause. Henry VIII clauses are regulations that alter the

4.35

effect or modify the principal Act:

Henry VIII clause is a generic clause for a section in an Act of
Parliament that enabkethe Act or another Act to be amended by
subordinate legislatiomade by the Executive. It is the power given
to the executive to override the intention of parliament expressed in
an Act that causes consternation over the use of Henry VI
clauses”

This responsefrom the Department of Health (WA) infethat the Stag Minister
shouldsimply adopt the actual text eveniifis a Henry VIl clause. The Parliament
of Western Australia is opposed to thelusion of Henry VIII clauseswvhich extend,
narrow, amendr evade an Act. As a general premise, the Committee does
supportthe adoption oHenry VIII clauses

Finding 16: The Committee finds that Clause 78 does not provide adequate scrutiny b
the Western Australian Parliament of regulations, orders and manufacturing
principles introduced by the Commonwealthand is inconsistent with State Sovereignty

Finding 17 The Committee finds that Clause 78(4) is a Henry VIl clausand
constitutionally invalid .

Recommendation8: The Committee recommends tha Clause 7&4) be deleted.

83

84

Letter from the Chief Pharmacist, Department of Health (WA), Attachment 1 enRésponse to
Questions of 29 October 2018 November 2013, p2.

Western Australia, Standing Committee on Public Adstiation and Finance Report tabled March 2002
on thePlanning Appeals Amendment Bill 2001

40



EIGHTY-FOURTH REPORT

Specific Provisions of the Bill

Clause 7%xclusion of legislation of this jurisdiction

4.36 Clause 79xcludes the oversight function of key State legislation. The utility of
Commonwealth internal oversight isdoight into question.

4.37 Clause 79 reads as:

79. Exclusion of legislation of this jurisdiction

The following Acts of this jurisdiction do not apply to Teerapeutic
Goods Law (WA

@)
(b)
(©)
(d)
(e)
(f)
(9)

the Auditor General AQ006;

the Financial Management A2006;

the Freedom of Information A&992;

the Interpretation Actl984;

the Parliamentary Commissioner Ad71;
the Public Sector Management A&94;

the State Records A2000.

4.38 This provision effectively voids any scrutiny by, accountability to, monitoring or
oversight bythe Western Austilian Parliament. There is no effective mechanism in
this provisionin Part 6 for the Stateo scrutinise the operations of the Therapeutic
GoodsLaw. This provision directly undermines the sovereignty of the Western

Australian Parliament.

Finding 18 The Committee finds that Western Australian administrative law does not
have an oversight function for Part 6 of the Bill.

Clause 80nterpretation of Therapeutic Goods Law (WA)

439 Clause 80eads as:

80. Interpretation of Therapeutic Gods Law (WA)

The Actdnterpretation Actl90L (Commonwealth) applies as a law of
this jurisdiction in relation to the interpretation of the Therapeutic
Goods Law (WAnd for that purposé
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4.40

4.41

4.42

@) the statutory provisions in th@herapeutic Goods
Law (WA), wether or not modified by the
regulatiors, are to be taken to ba Commonwealth
Act; and

(b) theregulatiors, orders and manufacturing principles
in the Therapeutic Goods Law (WA), whether or not
modified by theregulatiors, are to be taken to be
regulations, orders or manufacturing principles
under a Commonwealth Act.

The Committee notes that orders and manufacturing principles are Executive
decisions and not ordinarily subject to procedures for scrutiny and disallowatite b
Commonwealth Parliament.

In accordance with the treatment taken to incorporate ACL law into Western
Australian law, the Committee further recommends certain legislative instruments be
cited in a new Clause in the Bill.

In this way, the Bill mayhave a mechanism to consider and disalinstruments
made by the Commonwealth.

Recommendation9: The Standing Committee recommends the insertion of a new
cl aus e QCedamdhstrdmerits to be published, and may be disallowed by
Parliamen® under Part 6, Division 2. This clauseshall list all the Commonwealth
regulations, orders and manufacturing principlesrelating to this section and the
requirement to place notices in theGovernment Gazette This may be effected in the
following manner:

Page 97, after line bto insert-

regulations made under theTherapeutic Goods Act 198 ommonwealth);

manufacturing principles made wunder the Therapeutic Goods Act 198

order made under theTherapeutic Goods Act 198 ommonwealth);

declarations of the Secretary made under the Therapeutic Goods Act 198

(Commonwealth);

(Commonwealth).
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Clause 82Application of Commonwealth Administrative Laws to the Therapeutic Goods Law

(WA)

4.43

4.44

Clause 82 reads as:

82

(1)

()

Application of Commonwealth administrative laws in
relation to Therapeutic GoaoslLaw (WA)

The Commonwealth administrative laws apply as lawhisf
jurisdiction to any matter arising in relation to the
Therapeutic Goods Law (WAand for that purpose a matter
arising in relation to thérherapeutic Goods Law (WA)

€) is to be &ken to be a matter arising in relation to a
law of the Commonwealth in the same way as if the
Therapeutic Goods Law (WA) were a law of the
Commonwealth; and

(b) is to be taken not to be a matter arising in relation to
a law ofthis jurisdiction

Subsetion (1) has diect except as prescribed by the
regulatiors.

The wording of Clause 82(1)(b) is confusingThe Committee recommendseth
wordingas draftecby New South Waleat s33K4) of their Act

33 E Application of Commonwealth Administrative Law to

Applied provisions

(4) Any provision of a Commonwealth administrative law applying
because of this section that purports to confer jurisdiction on a
federal court is taken not to have that eff&ct.

Recommendation10: The Committeerecommends thatclause 82(1)(b) beleleted and
a new subsection be insertedrhis may be effectedn the following manner:

Page 59, lines 13 to 14to delete the lines and insert

(b) Any provision of a Commonwealth administrative law applying because othis
section that purports to confer jurisdiction on a federal court is taken not to have that
effect.

85

Refer to s33E of the NS\Roisons and Therapeutic Goods Act 1986W).
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Clause 83unctions and Powers conferred on Commonwealth officers and authorities
4.45 Clause 83 is read as

83 Functions and powers conferred on Commonwesal
officers and authorities

(1) A Commonwealth administrative law that confers on a
Commonwealth officer dommonwealtlauthority a function or
poweris to be taken taonfer on the officer or authority the same
function or poweilfor the purposes of matterarising in relation
to the Therapeutic Goods Law (WA).

(2) In performing a function or exercising a power conferred by
subsectior(l), the Commonwealth officer or authority must act as
nearly as practicable as the officer or authority would act in
performing @ exercising the same function or powfr the
purposes of a matter arising in relation to a Commonwealth Act.

4.46 Thisclausedelegates functions and powers to an officer or authority. The Committee
is unclear on the operation of the clause aoigs thathe State Ministewould not be
accountable for the delegated activities of Commonwealth officers and authorities.

Clause 86-unctions and Powers of Commonwealth Minister
4.47 Clause 86 reads as
86 Functions and powers o€ommonwealth Minister

The Commonwealt Minister has for the purposes of a
matter arising in relation tothe Therapeutic Goods Law
(WA) the same functions and powers as that Minister has
under theTherapeutic Goods Ad98 (Commonwealth) and
theregulatiors, orders and manufacturing prindgs in force
under that Act

4.48 The Committee noted thahd State Minister for Health does not have powers and
functions under Part 6 of the Bill

Clause 87unctions and Powers of Commonwealth Secretary
4.49 Clause 87 reads as:

87. Functions and powers of Comanwealth Secretary
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4.50

451

4.52

4.53

(1) The Commonwealth Secretahas for the purposes of a
matter arising in relation tothe Therapeutic Goods Law
(WA), the same functions and powers @t Secretary has
under the Therapeutic Goods A& (Commonwealth) and
theregulations, orders and manufacturing principles in force
under that Act

(2) Without limiting subsectiofi), the Commonwealth Secretary
has the function of including goods in the Australian Register
of Therapeutic Goods kept under fhieerapeutic Goods Law
(WA) and is authorised to cancel the inclusion of goods in the
Register in accordance with those provisions.

Clause 87 prescribes the function of the Commonwealth Secretasiudegoodsin
the Australian Register of Therapeutic GOodRTG) kept under tb Therapeutic
Goods Law (WA)

The Secretarys also authorised to cancel the inclusion of goods in the Register in
accordance with thesprovisions. The State Minister does not hathés function in

the Bill. The Commonwealth Secretary will be ablectmcel a good manufactured or
provided by a sole trader or a corporatioWestern Australia

Rights of review of ARTG decisions are made through the Commonweditte
Committee holds the view that the Western Australian Parliament would have
diminished sovereignty in relation to decisionsade regarding goods dhe ARTG.

The Committee was unable to identify a mechanism biglwthe State Minister for
Health could includ a product or good on the ARTG or apgider a good not to be
included on the RTG.

The Committee notes that the Therapeutic Goods Amendment (2013 Measures No. 1)
Bill 2013 proposes changes to t#h TGA 198%hat extends the powers of the
Commonwealth Secretary in relation to therapeutic goods on the ARTG.

Clause 88-unctions and Bwers of other persons

4.54

Clause 8&tates
88. Functions and powers of other persons
(@H) In this sectiord

authorised personhas the meaning given in the Therapeutic
Goods Actl98 (Commonwealth) sectidh
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2) An authorised persorhas for the purposes ol matter
arising in relation tothe Therapeutic Goods Law (WAhe
same functions and powers #ise person has under the
Therapeutic Goods Ad98 (Commonwealth) and the
regulatiors, orders and manufacturing principles in force
under that Act.

455 Clause 8&llows authorised persons to carry out functions. Clause 88(1) defines an
authorised persoas that describeid s3 ofCth TGA 1989

456 Section 3 of th&€th TGA 1989eads as:
s3
"authorised persohimeans:

(@) in relation to any provision of this Act, a rpen
authorised by theSecretaryto exercise powers under that
provision; or

(b) in relation to a provision of Part-8 a member of the
Australian Federal Police, or &ustoms officerexercising

powers in a Customs place (within the meaningsextion

183UA of the Customs Ac1901).

457 The effect of these provisions under Clause 88 mean<iivamonwealthofficers
have delegated authority to exercise specific powers to conduct investigations and
inspect premises.

458 The Committee is unclear on the rgieany) of Stateofficers carrying out specific
functions.

Clause 92onferral of functions on Commonwealth Director of Public Prosecutions
459 Clause 92eads as:

92. Conferral of functions on Commonwealth Director of
Public Prosecutions

The Director of Public Prsecutions for the Commonwealfthe
Commonwealth Director) mayd

@) institute prosecutions on indictment for indictable
offences under the Therapeutic Goods Law (WA)
and
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(b) carry on prosecutions of the kind referred to in
paragraph(a) (except prosecutins instituted by the
Attorney General or the Director of Public
Prosecutions ofthis jurisdictior), whether or not
instituted by the Commonwealth Director; and

(© if the Attorney General or the Director of Public
Prosecutions of the State requests then@onwealth
Director in writing to carry on a prosecution of the
kind referred to in paragrapfa) that was instituted
by the Attorney General or the Director of Public
Prosecutions ofthis jurisdiction 8 carry on the
prosecution; and

(d) institute proceedigs for the summary conviction of
persons in relation to offences under the Therapeutic
Goods Law (WA); and

(e) carry on proceedings of a kind referred to in
paragraph{d) (whether or not instituted by the
Commonwealth Director); and

® do anything incidetal or conducive to the
performance of any of the functions referred to in
paragraphg(a) to (e).

4.60 Clause 92 empowers and prescribes a process by widocBommonwealth Director
of Public ProsecutionsCth DPP) may institute prosecution of individuals undire
Therapeutic Gooddaw (WA). The State Attorney General or State Director of
Public Prosecutionsiay on written requesb the Gh DPP carry o prosecution.

4.61 The Committee noted thahis is a legislative drafting option that is intended to
maintan the Constitutional powers of the Stateut still allows referral to the
Commonwealth to prosecute

Clause 9Relationship with other State laws
4.62 Clause 93 reads as:
93. Relationship with other State laws

(2) Despite any other provisioof this Partor the Therapeutic
Goods Law (WA), theegulatiors may providé
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@) that a specified enactment has effect despite the
Therapeutic Goods Law (WA), or a specified
provision of the Therapeutic Goods Law (WA); or

(b) thatthe Therapeutic Goods Law (WA), ospecified
provision of the Therapeutic Goods Law (WA),
applies as a law of Western Australia with
modifications prescribed by thiegulatiors; or

(c) that a specified provision of the Therapeutic Goods
Law (WA) that would otherwise apply by virtue of
Division 2 does not apply as a law of Western
Australia.

2) Subject to subsectidB), regulatiors under subsectiofi) (b)
or (c) may, if theregulatiors so provide, have retrospective
effect on or from the day on which the relevant provision of
the Therapeiut Goods Law (WA) applied (or would
otherwise have applied) as a lawtbis jurisdiction

3 To the extent thakegulatiors take effect under subsecti@)
on or from a date that is earlier than the date of their
publication in the Gazette, thregulations do not operate so
asd

@) to affect, in a manner prejudicial to any person (other
than the State or an authority of the State), the rights
of that person existing before the date of publication;
or

(b) to impose liabilities on any person (other thtdre
State or an authority of the State) in relation to
anything done or omitted to be done before the dat
of publication.

4.63 The Explanatory Memoraatf states tha€Clause 93 provides that the Statay
make regulations that may counter or modify the impacipplication of the
Therapeutic Goods Law (WA). This aHenry MIl Clause

4.64 As identified earlier at paragraph 4.3#enry VIII clauses affect the
sovereignty and function of parliament to legislate and to scrutinise
legislation.

8 Explanatory Memoranda, 17 October 2013,p29.
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€ A Henry VIl claug is the term given to a provision in a primary
Act which gives the power for secondary legislation (regulations) to
include provisions which amend, repeal or are inconsistent with the
primary legislation. The effect of a Henry VIl clause is that whoever
makes the regulations has been delegated legislative power by the
Parliament. In other words, the executive arm of government would
have the power to make regulations which can modify the application
of the primary statut&’

4.65 TheCommitteealsoexpresse@oncern as to whethdrne regulationgat Clause 93(2)
would authorise the making of delegated legislation by the Commonwealth that over
rides or alters the scope or application of the primary legislatidiiis is an
unsatisfactory position and one tiehot supported by the Committee.

4.66 The Departmentf Health (WA)identified Clause 93(2) as applying retrospectivity:

The only application of retrospectivity in the Bill occursGiause
93(2) and (4). These two salauses provide for the State to
retrospectively modifyamend or delete certain provisions within the
Therapeutic Goods Law (WA) by way of regulation in order to
modify, minimise or eliminate the impact on natural persons
manufacturing®

4.67 The Committee is opposed to any provision that introsluesv to be applied
retrospectively.

468 TheDepar t me n alfosreated coniusion about the drafting of the Bitid
whether a sub clause wamdvertentlyleft out as theBill does not contairClause 3

(4).

4.69 The Committee notes that Claug#3)(a) and(b) is aboiler plateprovision expressed
similar to that found in other legislation previously before the House.

Clause 148&eneral power to make regulations

4.70 Clause 148 reads:as

148  General power to make regulations

87 Rule of Lawinstitute of Australiahttp://Isa.net.au/wcb

content/uploads/Isalfiles/2011/Henry%20VI11%20clausesviElfred on 22 October 2013.

88 Letter from the Chief Pharmacist, Department of HedlMA\), Attachment 2Response to Question$

29 October 20134 November 2013, p5.
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4.71

4.72

4.73

4.74

4.75

4.76

Q) The Governor may makegulatiors 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 purposafsthis
Act

(2) The regulations mag

(a) provide that a contravention of a regulation @&
offence; and

(b) prescribe for such an offence a penalty not exceeding
a fine of $15,000.

The intent of the provision is to make regulations that targive effect to the
purposes of the Act

The Committee considered tipeinciples and conventions of &itory interpretation
on the use of different wordaich agprovideandprescribein Clause 148 t@onvey
different meanings.

The wvwoviddd 6 s not def i ne dActs Intergretaion A&LtG@AMmo nwe al t F
The ordinary meaning dprovidesuggests avider ambit than doeérescribé By

way of contrast, undethe Interpretation Act 1984WA) all Stateregulations are

disallowable instruments. The use of the tépmescribéwill usuallyguarantee that

any State delegated legislation subsequently magnder the provision will be a

disallowable instrument and come before theesW¥rn AustraliaJoint Standing

Committee on Delegfed Legislation for scrutiny. This process of scrutiny and
disallowance is not triggered if the regulations are Commonweajthatéons and if

there is no mechanism in the Bill to allow scrutiny of every new amendorent

instrument passed lige Commonwealth.

The Department of Heali{WWA) confirmed:

The Western Australian Parliament is unable to directly disallow a
regulation regarding therapeutic goods law made by the
Commonwealtf®

To strengthen the mechanism for this Parliament to scrutinise and disallow regulations
in the Bill when the regulation is first made and tabled, the Committee recommends
t h e wroforak at thé thedbe included in Clause 148.

It is proposed thatlause 148(1)s amended toead as

89

Letter from the Chief Pharmacist, Department of Health (WA), Attachment 1 enRiésponse to
Questions of 29 October 2018 November 2013, p3.
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The Governor may make regulations prescribing all matters that are
required or permitted by this Act to be prescribed or convenient to be
prescribed for effect to thauposes of the Aéh force at the time

4.77 This amendment magssist scrutiny of regulations made for provisions outside Part 6

of the BiIll.

Recommendationll: The Committee recommends that Clause 148(1) of the Bill be
amended to irclude the wordsin force at the time This may be effected in the following
manner

Page 96,line6t o i nser tiimférceatthefimect o

Clause 152 Review of the Act
478 Clausel52 reads as:
152  Review of Act

1) The Minister is to carry out a reaw of the operation and
effectivenessf this Actas soon as is practicable aftér

€) the fifth anniversary of its commencement; and

(b) the expiry of each 5 vyearly interval after that
anniversary.

(2) The Minister is to prepare a report based on theige and,
as soon as is practicable after the report is prepared, cause it
to be laid before each House of Parliament.

4.79 The Explanatory Memorandarovided to theCommitteestated:Review of the Adt
Self explanatory® The Committeefound this comment unhgful and of limited
utility to explainthe operation othe reviewclause.

4.80 Review clausesare a mechanism foragiamentary accountability. Important
consequences of a review clause are:

éparliament is not permitted to

é i t s dob atempt to speculate on the years ahead on the likely
state of affairs’*

% Explanatory Memoranda,7 October 2013,p43.
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4.81

4.82

4.83

The Committee is unclear, however on the parameters of the review given the
different dates of proclamation and commencement of some sections of th&Hzll.
Committee requésd information from the Department on:

1 what clauses or mvisions of the Bill would be reviewable by the
State Minister,

1 whether the State Minister had access to Commonwealth Secretary
held information on therapeutic goods activities in WA, and

1 the proess by which the State Minister or the Commonwealth
Secretary is able to report to their respective jurisdictions on matters
that are scoped in the entire Bill.

The Department stated:

The practical application of this provision, with regard to Part 6
woud be the evaluation of the effectiveness of the Therapeutic
GoodsLaw (WA) in regulating the actions of this small group of
individuds and in protecting vulnerable consumers. In undertaking
this review, the assistance of the Commonwealth may be sought,
however the Therapeutic Goods Administration could not be
compelled to assist.

The report would be laid before each House of the West Australian
Parliament®?

The Committee notes that ti&ate Minister can only report on mattafsout which

he or she hasgwers or functions. The State Minister does not have powers to report
on Commonwealth activities even though they are occurring within this State if the
information is not provided to the State Minister. The Commonwealth Minister is not
compelled to do & but may provide information that the State Minister may
incorporate in his report. This is an unsatisfactory situation. The Committee finds
that the provision limits the ability for the Parliamentrézeive information orhe
operation and impact ¢tart 6of the Bill. In the absence of an IGA, there isather
mechanism to discuss any form of review of specifiovigions in the uniform
scheme.

91

92

Thornton, GCLegislative Drafting,4th Edition, (1996), Butterworths, London2p6.

Letter from the Chief Pharmacist, Department of Health (WA), Attachment 1 enRiésponse to
Questions of 29 October 2018 November 2013,
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Finding 19: The Committee finds that Clause 152 limits the ability of the Western
Australia Parliament to review the operation and impact of Part 6 of the Bill (if
passed).

Clause 163Vlinister may exempt certain therapeutic goods from requirements of Therapeutic
Goods Law (WA)

484 Clause 163eads as:

163 Minister may exempt certain therapeot goods from
requirements of Therapeutic Goods Law (WA)

Q) The Minister may, by notice published in thazette exempt
a therapeutic good from a requirement of thikerapeutic
Goods Law (WAIf the Minister is satisfied that

€) the therapeutic goodvas being manufactured in
Western Australia before commencement day; and

(b) the continued manufacture and use of the therapeutic
good will not pose a risk to theealth, safety and
welfare ofa person or othe public

2 A notice under subsectigfh) mustd

@) describe with reasonable particularity the therapeutic
good to which it applies; and

(b) specify the requirements of théherapeutic Goods
Law (WA) that do not apply in respect of the
therapeutic good; and

(©) specify the period for which the ewption applies;
and

(d) specify any conditions to be complied with in respect
of the manufacture, supply or ueéthe therapeutic
good.

4.85 This provision is a saving and transitional provision and has no application in terms of
modifying regulations relatingp Part 6 of the Bill. This provisioapplies to goods
manufactured in WA before commencement dayand where the continued
manufacture and use of the therapeutic good will not pose a risk to, lzeddity or
welfare of a person or of the public.
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4.86 The Committee holds the view thahis provision does not modify the operation of the
Commonwealth Therapeutic Goods Law and any future amendnintshe
Commonwealtlshould the Bill be passed.

Other Matters Raised in Submissions

4.87 The Committee received asubmissi f rom t he Vet erraisigry Sur ge
concernsin relation to Clause 143 Whilst this submission fell outsidé¢he
Co mmi t trmmseobReferdnee, the Committee notes the concerns expressed by the
Board. Appendix 8 considers the issues of avermelauses.

CONCLUSION
4.88 The Committee addressed a number of threshold issues:

1. Whether the State of Western Australia entered into and signed an
Intergovernmental Agreement for the Bill;

2. Whether the Intergovernmental Agreement spexifie powers
and functims of the State in relation to Therape@@icodsLaw;

3. The extent to whicltlauses of the Intergovernmental Agreement
are reflected in the Bill

4. The extent to whiclthe Explanatory Memoramadand the Second
Reading Speech provide sufficient explanation aethitito the
House and the Committee tine Theapeutic Goods Lawnd the
Bill ;

5. The extent to whiclether regulatory schemes cover the field,;

6. Whether clauses of the Bill impact the sovereignty and law
making powers of the Parliameand,

7. Whether therera sufficient protections andf mechanisms in the
Bill to allow for the Westrn Australian Parliament to scrutinise
future amendmentsroposedy the Commonwealth

4.89 The Committee did not receive documentary evidence of a sfgmedl IGA for this
Bill. This is an unsatisfactory finding of thequiry. Discussionsccurred at COAG
and AHMC to adopt Therapeutic Goods Law in an-ofisessionprocess COAG
also endorsedthe development of a Traifasman Treaty or Agreemenith New
Zealand for a single retptory body (ANZTPA).

490 At the time the Bill was tabledhé¢ House was not informed of the considerable work
to establish ANZTPA. The Second Reading Speech and Explanatory Memoranda
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were silent on the ANZTPA and the substantial reforms of Gtle TGA 1989
currently underway. Thisaiseda concern for the Committee.

4.91 The current timetablér the ANTZPAimplementation i2016 (and if the Treaty is
ratified) will mostly likely requirethe repeal of th€th TGA1989 It is insufficient to
say that the Tregtis not ratifiedi thereby implying that no action is being takérhe
arrangement for a joint regulatory body with New Zealand is well underway.

4.92 The Commonwealth has a legislative reform program foiCineTGA 198%hat has
not been fully explainedotthe Committee.The repeal of th€th TGA1989in two
yearshasimplications for the currerill being proposed.

493 As it stands, tte Bill proposes that the Commonwealth Minister and delegailes
have responsibility for the Therapeu@GmodsLaw. The Sate Minister will not have
any powers orfunctions under Part t scruthise amendments to regulations, orders
and manufacturing principles (and other legislative instrumentshpade by the
CommonwealtiMinister or their delegate.

4.94 The Committeeonsiderednatters ofproportionalityand whether the applied law was
necessary as other legislatigdCL (WA)) appears tocover the field. The
incorporation of over 577 pages G6th TGA1989 (including regulations, orders and
manufacturing principleshto WesternAustralianlaw is a disproportionateemedyto
the protection sought for consumdrem the activities of &andful of sole traders.

4.95 The Committee found there wassufficient explanation given the interaction of the
Australian Consumer Law with the@roposed Therapeuti€GGoods Law. The
Committee holds the view that tieeis no impediment to the operation of th€L
(WA) to regulatesole traders.The Committee is satisfied thidithe Bill is not passed
that the ACL (WA) operates as aufficient reglatory mechanismto cover sole
traders.

496 Western Australiavill have little oversight, scrutiny or parliamentary review of any of
the administrative matters in Part 6Bearing in mind that State Public Sector
employees will be implementing the provisiotise arrangements will provide two
masterd the Commonwealth and the State. The constitutional ambiguity this creates
is unacceptable.

4,97 The review function of the State Minister to report to the Western Australian
Parliament is limited and does not cofart 6 of the Bill.

498 Itist he Co mmi thatprevidiens contaged iRart 6 of the Bill challenge the
law making powers and sovereignty of thesérn Australia Parliament There are
few mechanisms within Part 6 of the Bill that enablis fParliament to scrutinise a
range of legislative instruments
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499 The Committee therefore proposes amendments to strengthen opportunities for the
Western Australia Parliament to scrutinise Commonwealth amendments.

4.100 Without a formal IGA, the State is not bound tmarporate alclauses of the Bill.
There is scope to amend the Bill without triggering a breach of the terms of an IGA.

4.101 The Committee is of the view thdte Bill does not do what it purports to dthat the
only way to achieve the stated aims of Bik is for the Bill to be withdrawn fothe
purpose ohmendment.

Recommendationl2: The Committee recommends the Medicines, Poisons and
Therapeutic Goods Bill 2013 be withdrawn for the following reasons:

1. A formalised IGA for the introduction of Therapeutic Goods Law does
not exist. The introduction of a uniform scheme is based on genere
provisions of the National Competition Principles Agreement. The
Committee did not receive a signed copy of this Agreement.

2. The Treaty/Agreement for the ANZTPA provides that the new
Australia New Zealand regulatory body will commence in 2016 and will
require the repeal of theCth TGA 1989

3. The repeal of theCth TGA 1989will impact Part 6 of the Bill (if passed).

4. The Legislative Council was nd informed of the new regulatory body
(ANZTPA) and its likely impact on sole traders inWestern Australia.

5. Part 6 of the Bill impacts the sovereignty and law making powers of the
Western Australian Parliament.

6. The Western Australian Minister for Health d oes not have a review
function in relation to the operation of Part 6 of the Bill.

7. The Commonwealth is currently amending key provisions (16
Schedules)of the Cth TGA 1989that includes amendments to the term
dherapeutic goodd The Committee was not abldo consider theimpact
of the newamendmentson this Bill.
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YN\

Hon Kate Doust MLC
Chair
18 February 2014
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APPENDIX 1
LETTER FROM COMMONWEALTH ASSISTANT MINISTER FOR
HEALTH 4/2/2014

©)

o5

Senator the Hor Fiona Nash
Asslytant Minister for Health
Senator for New South Wales

Deputy Leader of the Nationals in the Senate

Ref No: M13014514

The Hon Kate Doust MLC

Chair

Standing Committee on Uniform Lagislation and Statutes Review
Parliament Mouse

PERTH WA 8000

Deaar Chair

Thank you for your correspondance of 11 Dacember 2013 to the Minister for Health
and Minister for Sport, the Hon Peter Dutton MP, regarding the Medicines, Poisons
and Therapeutic Goods Bill 2013 and the implementation of the Agreemant batween
the Government of Australia and the Govemment of New Zealand for the
Establishment of a Joint Scheme for the Regulation of Therapeutic Products. Your
letter has been refarred fo me as Assistant Minister for Health with portfclio
responsibility for this matter.

The Nationai Compstition Policy Review of Drugs, Polsons ang Controiled
Substances Legislation {or the ‘Galbally Review') and subsaquent 2006 Report fo
the Australian Health Ministers’ Confarence on Implementation of the Review
Recommendalions was one of a number of reviews underiaken under the Natlonal
Competition Agreement to which all states and terrilories and the Australian
Government are parties. The Council of Austraiian Governments (COAG) asked the
Review to examine state and temitory legislation that imposed controls in Australia
on the supply and use of drugs, poisong and controlled substances.

The outcome of the Review, after discussion between jurisdictions about the hest way
to implement the relavant Recommandation (Recommendation 23), was that the
Australian Heatth Ministers' Conference recommended to COAG that
Recommendation 23 of the Galbally Review be accapted. The Depariment of Health
has confirmed with the COAG Secretariat in the Depariment of the Prime Minister and
Cabinet that the Galbally Review Recommencdations were agreed by COAG out-of-
session by an exchange of ietiers.

In relation to your queries on a Trans-Tasman scheme, you may access further

information on the TGA's intemational activities at
http:fiwww tge. goy. wlinterna l-activities.him.

Paciamem Howse Canberrn ACT 2000 Trdophons: (02} 6277 7540
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You also inquired about the Therapeutic Goods Amendment (2013 Measures No.1)
Bill 2013 (the Bill) which was introduced into the House of Representatives on

12 December 2013. A copy of the Bill, including the Explanatory Memorandum and
first and second reading speeches explaining each of the amendments is available
on www.aph.gov.au.

I trust this information is of assistance.

Yours sincerely

T

FIONA NASH
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APPENDIX 2
L IST OF SUBMISSIONS

No Name Date

1 Letter fromthe Minister for Health, Hon Kim Hames, MLA 4 September 2013
Submission 1Staff from theDepartment of HealtfiwA)

2 tabled at th&€ 0 mmi theaeng 6ns28 October 2013. 28 October 2013

3 Letter from the Chief Pharmacist, Department of Health 4 Novenber 2013

4 Letter from the Veterinary| 7November2013
Letter from Dr Richard Choong, President, Australian Medi

5 Association, Western Australia 12 November 2013

6 Letter from the Minister for Health, Hon Kim Hames, MLA | 18 Novanber 2013

7 Letter from the Minister for Health, Hon Kim Hames, MLA | 20 November 2013

8 Letter from the Minister for Health, Hon Kim Hames, MLA | 21 November 2013

9 Letter from the Minister for Health, Hon Kim Hames, MLA 10 January 2014
Letter from theAssistant Minister for Health (Cth), Hon Fion

10 Nash 4 February 2014
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APPENDIX 3
LETTER TO THE PRIME MINISTER 13/9/2004

Premier of Western Australia

e

o

- NH3799.

Qur Ref: 200408647

The Hon John Howard MP S
Prime Minister of Australia

House of Representatives

Parliament House

CANBERRA ACT 2600

Dear Prime Minister

RESPONSE TQO THE GALBALLY REVIEW - ENDORSEMENT BY COAG OUT OF
SESSION

Thank you for your letter dated 10 July 2004, seeking out of session endorsement by the
Council of Australian Governments {COAG), of the Australian Health Ministers’
Conference working party response to the Galbally review of drugs, poisons and
controlied substances legislation.

| endorse the working party response and your proposat to publish the response along
with the final report of the Galbally Review.

| note that the area of drugs. poisons and controlled substances legislation was included
in the Commonwealth Treasurer's 2003 competition payments suspension pool for
outstanding review and reform obligations, nat only for Western Austratia but alsa for aff
States and Territories except New South Wales.

It is expected that the current delay in COAG consideration of the working party's
response fo the Galbally review will mean that the issue will not be included as a
competition payments penalty in the Commonwealth Treasurer's decisions on
compelition payments for 2004.

Yows sincerely

W'ﬂ/

DR GEOFF GALLOP MLA
PREMIER

1% SEP 2004
167 St Geprge's Terrace, Perth, Western Australia 6000

Telephone {0B} 9222 9888 Facsimite (08) 9322 1213 Email: wa-government@dpc.wa.gov.au
WWW. premier, wa.gov. au







APPENDIX 4
AUSTRALIA NEW ZEALAND THERAPEUTIC PRODUCTS
AGENCY (ANZTPA)

Extract from the ANZTPA websit&.

THE ANZTPA PROJECT
About the trans Tasman th erapeutic products agency project

Related information

Milestones of the ANZTPA project

On 10 December 2003, the Australian and New Zealand Governments signed an
agreement to establish a joint regulatory scheme for therapeutic products.

The joint scheme wil | regulate medicines (including complementary medicines) and
medical devices and is expected to come into force on the passage of legislation and
ratification of the treaty.
On this page

I What is the project about?
Why are we establishing a trans Tasman the rapeutic products agency?

What will form the basis of the new agency?

What will the agency do?

= = =4 =4

What are the advantages of having a trans Tasman therapeutic products
agency?

==

How will the agency be set up?
 Stakeholder consultation

What is the project about?

The trans Tasman therapeutic products agency project has involved New Zealand and
Australia giving consideration to establishing a joint agency to regulate therapeutic
products (medicines, medical devices and complementary medicines/dietary
supplements tha t have therapeutic uses) in both countries.

The decisions of the Australian and New Zealand Governments to establish a trans
Tasman agency to regulate therapeutic products have moved the project into a new
phase. This phase of the project sees the developm ent of the final details of the
regulatory framework and the legislation underpinning the joint agency, the treaty
between Australia and New Zealand, and the transitional arrangements to create a
new agency.

% ANZTPA website http://www.anztpa.org/about/anztpa_project.lftiewed on 13 February 2013).
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 Text of the treaty: Agreement between the Govern ment of Australia and the
Government of New Zealand for the establishment of a joint scheme for the
regulation of therapeutic products

1 Other documents relating to the treaty

Why are we establishing a trans Tasman therapeutic products
agency?

The key object ives in establishing the Agency are to:

 Establish a trans Tasman regulatory scheme for therapeutic products that will
safeguard public health and safety in Australia and New Zealand by regulating
therapeutic products and maintain an effective and sustainab le regulatory
capacity in both countries; and

 Resolve the special exemption for therapeutic products under the Trans
Tasman Mutual Recognition Arrangement (TTMRA) in a manner that facilitates
trans Tasman trade and enhances Closer Economic Relations betwee n Australia
and New Zealand.

The establishment of a trans Tasman agency is also likely to lead to closer cooperation
between countries and regulators in the Asia - Pacific region.

1.1.1. Trans Tasman Mutual Recognition Arrangement

The TTMRA is an arrangement betwee n the Australian Commonwealth, State and
Territory governments and the government of New Zealand. The TTMRA seeks to
remove regulatory barriers and facilitate trade between Australia and New Zealand.

The differences between the New Zealand and Australian s ystems for regulating
therapeutic products were sufficient to necessitate a special exemption to the TTMRA
that allowed officials time to assess options to resolve the need for a special

exemption.

The options identified for resolving the special exemption were mutual recognition,
permanent exemption and harmonisation of regulatory systems.

Australian and New Zealand Health Ministers agreed that harmonisation of regulatory
systems was likely to be the best option. The establishment of a trans Tasman
therape utic products agency will deliver a harmonised approach with the flow on
benefits of lowering trade barriers between Australia and New Zealand and enhancing
CER.

1.1.2. Regulatory capacity

Regulatory Impact Assessments undertaken by the New Zealand Institute of E conomic
Research (NZIER) in 2000 and 2002 confirmed that New Zealand's current system for

regulating therapeutic products is not sustainable. New Zealand does not have

sufficient capacity in terms of technical expertise to continue to evaluate the risks an d
benefits of increasingly complex high risk products (such as medicines of biological

origin). Such expertise is in demand internationally and is scarce in some disciplines.

Australia may face a similar challenge to its regulatory capacity in the longer t erm.

 National Interest Analysis on the Agreement Between the Government of
Australia and the Government of New Zealand for the Establishment of a Joint
Scheme for the Regulation of Therapeutic Products (March 2004)
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1 New Zealand Regulatory Impact Statement (September 2003)
1 New Zealand Regulatory Impact Statement on a proposal for a trans Tasman
agency to regulate therapeutic products (November 2002)
9 Assessment of regulatory options for therapeutic products - report to the trans -

Tasman working group  (October 2 002)

What will form the basis of the new agency?

The new Agency will replace the Australian Therapeutic Goods Administration (TGA)

and the New Zealand Medicines and Medical Devices Safety Authority (Medsafe), and

be accountable to the Australian and New Ze aland Governments. It will be recognised
in law in both Australia and New Zealand and assume responsibility for the regulatory
functions currently undertaken in both countries.

What will the agency do?

The role of the Agency will be to safeguard public hea Ith and safety through regulation
of the quality, safety and efficacy or performance of therapeutic products in both

Australia and New Zealand.

The regulatory activities of the agency will include:

pre - market evaluation and assessment;

product licensing;

controls on manufacture;

=A =4 =4 =4

post - market monitoring and surveillance; and
9 setting standards.

A risk -based approach will be taken so that the level of regulation is commensurate
with the level of risk associated with the products.

What are the advantages of havi ng a trans Tasman therapeutic
products agency?

The Agency has a number of benefits for both countries. The Agency will:
9 assist in creation of a single market for therapeutic products;

9 facilitate trade and reduce compliance costs by replacing dual regulator y
processes with harmonised regulatory requirements;

9 strengthen each country's regulatory capacity to meet a new wave of
innovative therapeutic products which are being driven by emerging
technologies and globalisation; and

9 ensure consumers have early acce ss to new products entering the market,
while maintaining confidence in public health and safety.

How will the agency be set up?

The Agency will:
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have a distinct legal identity and be recognised in the legislation of both
countries;

 be established, and ope rate, in accordance with key principles set out in a
Treaty between the two countries;

9 be directly accountable to both Ministers and to both Parliaments;

 deliver common regulatory outcomes and have the authority to implement and
enforce laws in both countr ies;

I operate subject to the ability of either country to depart from the joint
regulatory scheme. This will apply in extraordinary circumstances, under
agreed criteria and within agreed timeframes and will include a process for the
future resolution of iss  ues that have led to a separate decision; and

 be subject to common regulatory review and appeal mechanisms that are
suitable for therapeutic products and provide access for industry in both
countries.

The Agency will be overseen by a two -member Ministerial  Council comprising the New
Zealand Minister of Health and the Australian Health Minister. The Agency will also

have a five member Board. A Treaty will establish the Ministerial Council and the

Board of the agency. The Board will be responsible for the str ategic direction and
financial management of the Agency. One of the Board members, the Managing

Director, will be responsible for regulatory decisions about therapeutic products and

for the day to day management of the Agency. The Board and the Managing Di rector
will be appointed by the Ministerial Council.

The framework for the regulatory scheme administered by the Agency will be set up

under the Treaty and implemented through Acts of Parliament in both countries, a

single set of Rules made by the Minister ial Council, and technical Orders made by the
Managing Director.

1.1.3. Accountability arrangements

It has been agreed that a fundamental requirement for the joint agency must be that

the Agency has no lesser accountability to Ministers, Parliaments, industry and the
public than is currently the case for Medsafe and the TGA. Work continues on further

defining accountability requirements for the Agency, such as:

9 procedures for appropriate stakeholder input into, and parliamentary scrutiny
of, initial and subsequent legislation, including Rules and Orders;

review of regulatory decisions;
annual, corporate and financial planning;

access to official information;

= == =4 =2

privacy requirements; and
9 human rights/anti  -discrimination regimes.

Stakeholder consultation

Since 1998 ther e has been extensive consultation with industry, health professionals
and consumer groups on the proposal to establish a joint therapeutic products agency.
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Consultation will continue with key stakeholders, especially on the final proposals for
the establis hment and implementation of a joint regulatory scheme.

Discussion documents and other reports and documents designed to keep
stakeholders informed on developments towards the establishment of a joint agency
can be found on this website. Stakeholders should regularly check the website for new

information and updates on progress towards establishing the trans Tasman agency.

69






APPENDIX 5
EXTRACT FROM THE COMMONWEALTH THERAPEUTIC
GOODSACT 1989

6AAA Commonwealth consent to conferral of functions etc. on its officersnd
authorities by corresponding State laws

D A corresponding State law may confer functions or powers, or impose duties, on:
(a) a Commonwealth officer; or
(b) a Commonwealth authority.

(2) Subsection (1) does not authorise the conferral of a funatipower, or the
imposition of a duty, by a corresponding State law to the extent to which:

(a) the conferral or imposition, or the authorisation, would contravene any
constitutional doctrines restricting the duties that may be imposed on
Commonwealth officerer Commonwealth authorities; or

(b) the authorisation would otherwise exceed the legislative power of the
Commonwealth.

3) Subsection (1) does not extend to a function, power or duty of a kind specified in
regulations made for the purposes of this subsectio

(4) This Act is not intended to exclude or limit the operation of a corresponding State law
that confers any functions or powers, or imposes any duties, on a Commonwealth
officer or Commonwealth authority to the extent to which that law:

(a) is consignt with subsections (1) to (3); and

(b) is capable of operating concurrently with this Act.
6AAB When duty imposed
Application

D This section applies if a corresponding State law purports to impose a duty on a
Commonwealth officer or Commonwealth auiho

State legislative power sufficient to support duty

(2) The duty is taken not to be imposed by this Act (or any other law of the
Commonwealth) to the extent to which:

(a) imposing the duty is within the legislative powers of the State concerned; and
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Note:

(c) imposing the duty by the corresponding State law is consistent with the
constitutional doctrines restricting the duties that may be imposed on a
Commonwealth officer or Commonwealth authority.

If this subsection applies, the duty will be taken tanpgosed by force of the
corresponding State law (the Commonwealth having consented under section 6AAA
to the imposition of the duty by the corresponding State law).

Commonwealth legislative power sufficient to support duty but State legislative powers ar

not

®3)

(6)

(6)

()

If, to ensure the validity of the purported imposition of the duty, it is necessary that the
duty be imposed by a law of the Commonwealth (rather than by force of the
corresponding State law), the duty is taken to be imposed by this Act tatdm e
necessary to ensure that validity.

If, because of subsection (3), this Act is taken to impose the duty, it is the intention of
the Parliament to rely on all powers available to it under the Constitution to support
the imposition of the duty by thisch

The duty is taken to be imposed by this Act in accordance with subsection (3) only to
the extent to which imposing the duty:

(a) is within the legislative powers of the Commonwealth; and

(b) is consistent with the constitutional doctrines restrictirvgduties that may be
imposed on a Commonwealth officer or Commonwealth authority.

To avoid doubt, neither this Act (nor any other law of the Commonwealth) imposes a
duty on the Commonwealth officer or Commonwealth authority to the extent to which
imposing such a duty would:

(a) contravene any constitutional doctrine restricting the duties that may be imposed
on a Commonwealth officer or Commonwealth authority; or

(b) otherwise exceed the legislative power of the Commonwealth.

Subsections (1) to (&)o not limit section 6AAA.

6AAC Imposing duty under State law

(1)

)

This section:

(a) applies only for the purposes of the application of the provisions of this Act or
another law of the Commonwealth (with or without modification) as a law of a
State by a prosgion of a corresponding State law; and

(b) does not apply for those purposes if the corresponding State law otherwise
provides.

If the corresponding State law purports to impose a duty on a Commonwealth officer
or Commonwealth authority to do a particuiaing, the duty is taken to be imposed
by the corresponding State law to the extent to which imposing the duty:
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(3)

(4)

(a) is within the legislative powers of the State; and

(c) is consistent with the constitutional doctrines restricting the duties that may be
imposd on a Commonwealth officer or Commonwealth authority.

To avoid doubt, the corresponding State law does not impose the duty on the
Commonwealth officer or Commonwealth authority to the extent to which imposing
the duty would:

(a) contravene any constiiahal doctrine restricting the duties that may be imposed
on a Commonwealth officer or Commonwealth authority; or

(b) otherwise exceed the legislative powers of the State.

If imposing on the Commonwealth officer or Commonwealth authority the duty to d
that thing would:

(a) contravene any constitutional doctrine restricting the duties that may be imposed
on a Commonwealth officer or Commonwealth authority; or

(b) otherwise exceed the legislative powers of both the State and the Commonwealth;

the corresporidg State law is taken instead to confer on the officer or authority a
power to do that thing at the discretion of the officer or authority.

6AAD Conferral of jurisdiction on federal courts

If:

(a) a provision of a corresponding State law purports to appig\dagion of a law of
the Commonwealth (thapplied provision as a law of the State; and

(b) the applied provision purports to confer jurisdiction in relation to a matter on a
federal court;

the jurisdiction in relation to that matter is taken to be confeyreithe court by this
section.

6AAE Consequences of State law conferring duty, function or power on Commonwealth
officer or Commonwealth authority

(1)

(@)

If a corresponding State law confers on a Commonwealth officer or Commonwealth
authority:

(a) the functia of including goods in the Register; or
(b) the power to include goods in the Register;

the officer or authority may include the goods in the Register in accordance with the
corresponding State law.

If a corresponding State law authorises or req@r€®@mmonwealth officer or
Commonwealth authority to cancel the inclusion of goods in the Register, the officer
or authority may cancel the inclusion of the goods in the Register in accordance with
the corresponding State law.
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®3)

(4)

®)

(6)

The inclusion of goods ithe Register under subsection (1) does not subject any
person to any liability whatever under this Act, except a liability under Part 6

A Commonwealth officer or Commonwealth authority may make any notations in the
Register that the officer or ddrity considers necessary to identify entries that relate
to goods included in the Register under subsection (1).

Goods may be included in the Register under subsection (1) even though the same
goods have already been included in the Register undénex provision of this Act.

A reference in this section to the inclusion of goods in the Register is a reference to
the inclusion of the goods:

(a) in the part of the Register for goods known as registered goods; or
(b) in the part of the Registesrfgoods known as listed goods; or
(ba) in the part of the Register for biologicals included under P24t ®r

(c) in the part of the Register for medical devices included under Chapter 4.

6B Review of certain decisions under State laws

(1)

)

®3)

Application may be made to the Administrative Appeals Tribunal for review of a
reviewable State decision.

A decision made by the Secretary in the performance of a function, or the exercise of a
power, conferred by a corresponding State law is a reviewable Stemddor the
purpose of this section if:

(a) the law under which the decision was made provides for review by the
Administrative Appeals Tribunal; and

(b) the decision is declared by the regulations to be a reviewable decision for the
purposes of this séon.

For the purposes of subsection (1), Atkninistrative Appeals Tribunal Act 19A&as
effect as if a corresponding State law were an enactment.

6C Fees payable to Commonwealth under State laws

(1)

)

This section applies to fees payable to the @omwvealth under a State law in respect
of the performance or exercise of functions or powers conferred by that law on the
Secretary.

The Secretary may make arrangements with the appropriate authority of a State, of
the Australian Capital Territory af the Northern Territory in relation to the payment
to the Commonwealth of fees to which this section applies.

7A Authorised persons

The Secretary may, in writing, authorise any of the following persons to exercise
powers under a specified provision oftict:

(a) an officer of the Department, of another Department or of an authority of the
Commonwealth;
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(b) an officer of:

(i) a Department of State of a State; or

(ii) a Department or administrative unit of the Public Service of a Territory; or
(iii) an authaity of a State or of a Territory;

being a Department, unit or authority that has functions relating to health matters or
law enforcement matters.
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APPENDIX 6
ACCC SuBMISSION TO AHMAC

ACCC submission to Australian Health Ministers’ Advisory Council's (AHMAC)
Consultation on options for regulation of unregistered health practitioners 2611

Executive Summary

While a fundamental tenet of AHMAC’s current consideration is the difference in
powers/ambit/toles of various regulators and private citizens when it comes to registered
health practitioners (RHP) and unregistered health practitioners (UHP), the ACCC dogs not
face similar constraints in exercising its enforcement powers under the Competition and
Consumer Act 2010 (the Act) (formerly the Trade Practices Act 1974 (TPA)) and the -
Australian Consumer Law (ACL) which is a schedule fo the Act.!

The ACCC has a long history of targeting those who could be considered ‘rogues” such as
those identified in the consultation paper as well as those practitioners who may be well-
intentioned but ultimately ill-informed, The ACCC has done so through its enforcement and
compliance powers in line with its policies and priorities, often resulting in vatuable health
messages being passed on to the Australian community,

This submission owtlines the functions of the ACCC, its role and experience with indusiry
codes of conduct and outlines its compliance and enforcement activities in the health sector,

Role of the ACCC

The ACCC is an independent statutory authority established to enforce and encourage
compliance with the Act. The purpose of the Act is to enhance the welfare of Australians by
promoting competition among businesses and fair trading by businesses and providing for the
protection of consumers in their dealings with business, including against misleading and
deceptive conduct and anti-competitive conduct.

In the administering the Aet, the ACCC has a dual role as:

+ anational enforcement agency, and;
& aprovider of education and information for business (including the professions) and
consymers in relation to compliance with the Act.

To achieve compliance with the Act the ACCC takes a flexible and integrated strategic
approach, from education and liaison work through to enforcement action. In deciding what
sort of action to take, the ACCC’s overarching consideration is what will provide the greatest
overall benefit to consumers and business — those suffering or likely to suffer harm as a result
of any offending conduet.

A large component of the ACCC’s work is directed towards preventing breaches from
cceurring, This is done by educating industry, the professions and consumers about their
rights and obligations under the Act, The ACCC’s education work can take the form of
publications, as well as speeches, presentations and submissions.

! See wiww.consumerlaw. gov.au and www.acce.gov.awacl for further information on the ACL.
1.
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For example, the ACCC has several publications directed towards the medical profession
including the Infokit for the medical profession 2004 which is currently under review and
Professional Associations and the Act and Industry Associations and fhe CC4 available on
the ACCC’s website; www.acce.gov.au

The ACCC’s education work also includes hosting a Heath Servicés Consultative Committee
(HSCC) to promote consultation and the exchange of information between the ACCC and
health professionals on matters relevant fo the effective administration of trade practices.

In cases, where the ACCC assesses potential risk flowing from conduct as low, the ACCC
may accept an administrative resolution. Depending on the circumstances, administrative
resolutions can range from a commitment by a business in correspondence to a signed
agreement between the ACCC and a business setting out detailed terms and conditions of the
resolution.

The ACCC also undertakes enforcement action where appropriate and necessary to underpin
‘its compliance objectives. The ACCC has vatied and extensive enforcement powers, recently
enhanced by amendments to the Act. These powers are detailed in the ACCC’s publication
Business snapshot: ACCC powers to issue notices and include powers to issue infringement,
substantiation and publi ing notices.

Legal action is taken where, having regard to all the circurnstances, the ACCC considers
litigation is the most appropriate way to achieve its enforcement and compliance objectives.
The ACCC is more likely to proceed to litigation in circumstances wheze the conduct is
particularly egregious, where there is reason te be concerned about future behaviour or where
the party involved is unwilling to provide a satisfactory resolution.

As the national enforcement agency tasked with ensuring compliance with and taking action
against breaches of the national competition and consumer laws, the ACCC is guided by its
Compliance and enforcement policy which takes account of such factors as widespread
consumer detriment, market failure and blatant disregard for the law in selecting which

. matiess to pursue and how.

Consumer protection issues
Misleading and deceptive conduct and misleading repre&enfaﬁom

Section 18 of the ACL requires that in operating a professional practice, health practitioners,
like other business people, have an obfigation not to make representations which mislead or
deceive consumers. This includes patients, as consumers of medxcal products and services,

Broadty speaking, conduct will be considered misleading if spec1ﬁc representations are
inaccurate, or the overall impression conveyed is likely to mislead the people at whom it is
directed. This may include intentionally misleading patients, leading them to a wrong
conclusion, creating a false impression, leaving out important information, hiding or omitting
to raise impottant information such as fine print disclaimers and making false or inaccurate -
claims.

As well as the general rule against misleading conduct, the ACL also creates obligations in
relation to representations practitionets make about their services and in respect of any goods
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they may sell as part of their medical practice. The ACL prohibits practitioners from falsely
representing, amongst other things:

e that services or goods are of a particular standard, quality, value, grade, compasition,
style or model, or have had a particular history or particular previous use

that a particular person has agreed to acquire services or goods .

testimonials by any person relating to goods or services

consumer guarantess applicable to the purchase of goods and services

that services or goods have sponsorship, approval, performance characteristics,
accessories, uses or benefits

that a company has sponsorship, approval or affiliation

the price or services or goods |

the need for any services or goods

The provisions of the ACL that relate to misleading and deceptive conduct are relevant to all
means of promoting medical services and products, including electronic and print media
advertising, information brochures, direct mail, internet promotions and outdoor advertising.
Care must be taken to ensure that all statements made are honest and accurate,

Companies which seek to make claims about the efficacy of their treatments must ensure that
they have a reasonable basis for making such claims. The ACCC will take appropriate
action, including legal action, against any company which make misleading and deceptive
medical claims,

The ACCC is particularly concerned that consumers with serious diseases and might be
immediately attracted to products and services that are advertised as a quick and effective
cure-all for a wide range of ailments or for an undiagnosed pain, It is a real risk that a
consumer may stop conventional medical treatment in place of products and services offering
cures of such diseases, when in fact those claims are false, irrelevant or misleading. -

ACCC messaging around potential health scams is consistent: if it sounds too good to be frue,
it probably is. The ACCC warns consumers to beware of such produets or treatments. Phrases
which may cause concern include “scientific breakthrough", "miraculous cure”, "exclusive
produet”, and "secret ingredient”, Further, consumers should be cautious of testimonials
claiming amazing results,

Last month (Merch 2011), proceedings initiated by the ACCC concluded when the court
found three companies and two individuals made false claims and misied consumers about
their ability to test for and treat allergies. Each claimed they could diagnose, treat and/or cure
allergics using "Nambudripad's allergy elimination technique" (NAET) or similar techniques.
A previous ACCC action in 2009 saw the Federal Court find Allergy Pathway Pty Ltd, had
misled consumers about their ability to identify and cure allergies,

"1n 2009, ACCC investigations revealed that some hypnotherapists and laser clinics were
making unproven and misleading claims about the success raté of their smoking addiction
treatments when hypnotherapists Angelo and Susan Sette, trading as Step Smoking in One
Hour, admitted they could not substantiate advertised claims that 100 per cent of smokers
successfully gave up after attending a maximum of four treatment sessions, A number of 'stop
smoking' laser therapy clinics around the country also amended their advertising after the
ACCC raised concerns about claims that the laser technology.,

8
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In 2006, the Menopause Institute of Australia admitted misleading and deceiving its patients
and potential customers about the safety and effectiveness of its Natural Hormane
Replacement Therapy Program for the treatment of menopause, as part of a court settiement.

These representations included that NHRT: reduced the risk of cancer, heart disease,
Alzheimer's disease and senility; was without dangerous, unwanted, reported or any side
effects; treated osteoporosis, premenstrual syndrome and loss of 1ibido; had a reduced risk of
breast cancer and stroke in comparison to conventional; was proving to be much safer than

- conventional HRT; and was just as effective as conventional HRT,

Testimonials

Testimontals are statements from previous customers about their experience with a product or
service. These can give consumers confidence in a product or service on the basis that
another person, particularly a celebrity or well-known person, is satisfied with the goods or

- services. It is unlawfut for a business to make a misleading testimonial.

I March 2010, misleading advertising claits about an alleged anti-snoring ring were
withdrawn by the manufucturer and supplier afier ACCC intervention. More than 200,000
consumers worldwide are understood to have sought relief from the Anti Snore Therapeutic
Ring, The company's website claimed the ring had a ‘proven history of successful drug free
treatment of snoring' and was Tested and recommended by a Physician', The ACCC raised
concerns that these claims were likely to mislead consumers to believe that the product had
proven medical outcomes in treating snoting, sinus, restless sleep and insomnia when this
was not so.

In 2084, the ACCC instituted legal proceedings against Advanced Medical Institute Pty Ltd
(AMD), Mt Philip Somerset of Colby Co Media, and Mr fan Tuspie alleging misleading and
deceptive conduct in relation to the advertising and promotion of the nasal spray form of
treatments for erectile dysfunction (impotence), '

The ACCC alleged that AMI breached the TPA in an advertisement that represented

Mr Turpie had undertaken an interview during which he disclosed, in the presence of his
wife, that he was losing his sexual potency, and the AMI nasal delivery system had cuted
Mr Turpie of the effects of impotence or erectile dysfunction and improved his sexual

potency.
Consumer guarantees

The ACL imposes certain consumer guarantees upon suppliers of consumer goods (including
medical devices) and services (including health and wellbeing services) supplied to
consumers .

The consumer guarantees require that goods must be of acceptable quality, fit for any
disclosed putpose and match any description given, sample or demonsiration model shown to
the consumer priot to purchase. Repair facilities and spare parts must be reasonably available
for a reasonable time, and any exira warranty made about goods must be honoured.

Setvices must be provided with care and skill and achieve any purpose specified by the
consumer or the service provider. Services must also be provided within a reasonable
timeframe if the contract for services does not specify one.

4
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If a consumer guarantee is not met the consumer has a right to a remedy. The appropriate
remedy depends on whether the failure fo'comply with the guarantee is major or minor. A
major failure is one where the failure was so severe that a reasonable consamer would not
have purchased the goods or services had they known of the full exient of the problem, the
goods differ significantly from any description, sample-or demonstration medel, the goods
are not of acceptable quality because they are unsafe or the services create an unsafe
situation.

Where the failure to comply with the guarantee is major, or cannot be fixed in a reasonable
time, the consumer is entitled to choose the appropriate remedy. If the failure to comply
is minor, the supplier or service provider can choose to fix the problem.

Extensive further information on rights and remedies under the consutner guarantees regime
is available from the ACCC’s website at www.acce.gov.au/acl

" Uniconscionable conduct

The ACCC notes that a key aspect of modern medical practices is conducting business
transactions, negotiations and {ransactions which may be undertaken with larger and stronger
parties including suppliers for goods or services, Conversely, the inherent information
asymmetry between practitioner and patient leads to special concerns and responsibilities.

Unconscionable conduct involves the hargh or oppressive exploitation of a weaker party by a
stronger one that goes beyond normal hard commercial or professional dealings and offends
good conseience. The provisions contained in Part 2-2 of the Act relating to unconscionabie
conduct cover: commercial and professional dealings between business; and consumer
transactions

‘When deciding a case involving unconscionable conduct involving consumer transactions for
example, the court mey take into account a range of circumstances in determining whether a
health practitioner has been involved in unconscionable conduct. It may consider:

the relative bargaining strengths of the parties;
whether undue influence, pressure or unfair tactics were used;
whether there was the imposition of conditions not 1easonably necessary to protect the
doctors legitimate interests;
whether the consumer understood any documentation used

* how much the consumer would have had to pay and under what- cmcumstances, to buy
equivalent goods ot services from another doctor.

The judicial meaning of unconscionable conduct is dependent of the circumstances of the
case but the courts, in considering the issue, have described unconscionable conduct as:
something being clearly unfair and unreasonable; conduct which shows no regard for
conscience; and conduct which is itreconcilable with what is right or reasonable,

In December 2016, the ACCC commenced proceedings against AMI, AMI Australia
Holdings Pty Ltd, James Vandeleur, Jacov Vaisman and Brian Lonergan for alleged
unconscionable conduct in the promotion and supply of medical services and medications for
men suffering from erectile dysfunction. The case remains before the court.
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I 2007, the Federal Court declared that cancer cure and other claims promoted by several
NuFra companies under The RANA Systemn breached the TPA, The RANA System was
described as “an alternative approach fo cancer care which offers HOPE to cancer
syfferers". Representations of concern were fo the effect that the RANA System and/or the
NuFBra Products could cure cancer, or reverse, stop ot slow its progress.

It was of particular concern to the ACCC that the case involved unconscionable conduct
towards persons suffering from terminal cancer and that significant sums of money were
extracted from these persons and their families on the basis of false hopes that the sufferers
could be cured or their lives prolonged.

Competition issues

Industry codes of conduct

An association can make rules regarding the behaviour of individual practitioners and impose
sanctions if these standards are not met. Many professional bodies choose to do this by
requiting their members to comply with a code of conduct and/or ethics that is usually drafted
and enforced by that association.

The ACCC has considerable experience in the use of codes of conduct to regulate market
behaviour. Effective godes can potentially assist in achieving compliance with the Act;
deliver increased consumer protection and reduce regulatory burdens for business. In
contrast, ineffective codes may place compliance burdens on business without any realisable
benefits and potentially make signatories to it less competitive. :

Effective voluntary codes of conduct must be well designed, effectively implemented,
administered and propetly enforced. The ACCC publication Guidelines for developing

effective voluntary codes of conduc provides guidance to assist industries and professional
_ associations develop and implement effective voluntary codes of conduct.

Codes of conduct developed by professional associations can benefit members not only by
assisting with broader compliance but also by giving their sexrvices added credibility through
acereditation and an affiliation with the association. The regulation and enforcement of
standards also ensures that the profession’s reputation remains intact and creates greater
confidence in the services provided by members of that profession. For example, it is
common for association rules to regulate the dealings of professionals with their clients
where their conduct may reflect on the profession (and association) more broadly.
Associations also provide benefits to consumers by providing a trusted and reputable name
and an avenue for recourse in the first instance should a dispute arise with 2 member. The
ACCC is generally suppostive of professional association rules that can be shown to bave a
benefit to consumers, i

However, professional associations should ensure that the rales are transparent, that they do
not relate to pricing policies and that any disciplinary procedures are not exclusionaty in any
way (such as restricting and reducing competition in an industry). Associations should not
make rules that contravene the Act, and the ACCC has previously taken action against
professional bodies that do so.

1t should be noted that while the ACCC is pleased to provide gunidance and assist professional
associations in developing codes of conduet, it does not have powers to endorse or otherwise
sign off on the effectiveness of a particular code, The ACCC is unable to provide preseriptive

6
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comment on the status of the code or prescribe elements of the code. Associations are
encouraged to seek professional advice about possible competition or consumer law issues
arising out of their codes’ operation as the ACCC is unable to provide legal advice,

Availability of limited innmurity from ACCC action

The ACCC may authorise or allow notifications of proposed conduct to stand, where
businesses seek to engage in arrangements or conduct that would otherwise breach the
competition provisions of the Act when it is satisfied that the public benefit from the
arrangements or conduct outweighs any public detriment.

Auwthorisation

The ACCC may anthorise businesses to engage in certain arrangements or conduct that
would otherwise breach the competition provisions of the Act when it is satisfied that the
public benefit from the arrangements or conduet outweighs any public detriment,

The authorisation provides protection from legal action under the Act for the arrangement or
conduct. Authorisation can be sought for a range of conduct, including that which might
constitute cartel provisions, primary or secondary boycotts, and other forms of anti-
competitive agreement, exclusive dealing or resale price maintenance.

It is not uncommon for associations, or groups of professionals, to lodge applications for
authorisation or notification of collective bargaining arrangements, ot other conduct, with the
ACCC, In some cases, associations will engage in collective negotiations with relevant
suppliers or businesses on their members’ behalf.

An example of ACCC aunthorisation, with conditions, of an indusiry code of conduct is where
Medicines Austratia sought ACCC authorisation for a code of conduct to govern the activities
of drug companies when they promote presctiption medicines to doctors in 2007,

Notifications

Notification is a process through which parties proposing to engage in collective bargaining
or exclusive dealing conduct may, by lodging a notification with the ACCC, obtain protection
from legal action under the Act for the proposed conduct. The notification process differs
slightly according to the conduct being notified.

Further information on authorisations and notifications is available at www.acce.gov.au

Certified Trade Marks

It is worth noting the ACCC’s yole in approving Certification Trade Marks {CTMs). CTMs
exist under the Trade Marks Act 1995. Registration under the Trade Marks Act gives the

owner rights and protections, including the exclusive right to use and to aliow other parties to
use the CTM. CTMs indicate to consumers that a product or service mests a particular
standard and are usually licensed by a CTM owner for others to use in their promotions,

To be registered, CTMs require the ACCC’s approval, CTMs cannot be assigned and their
rules cannot be varied without ACCC approval, to stay properly registered under the Trade
Marks Act,
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A CTM may raise consumer protection concerns if it is apparent that the processes for testing .
whether goods or setvices meet the standards claimed are flawed. A CTM may raise a
competition concern if, for example, the accreditation is a valuable attribute in the

marketplace and it’s possible for its owners to deny, inappropriately, objectively eligible
parties a licence.

In addition to the CTM guide on the ACCC’s website information is also available at. IP
Australia’s website on its role in the CTM approval processz.

2 hitp://www.ipaustralia.gov.au/resources/forms_trademarks_certrules_govern.shtml
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CTH SECOND READING SPEECH ON THE THERAPEUTIC
GOODS AMENDMENT (2013MEASURESNO. 1) 2013

-'_)ﬂmméﬁ?

COMMONWEALTH OF AUSTRALLA

PARLIAMENTARY DEBATES

HOUSE OF REPRESENTATIVES
BILLS

Therapeutic Goods Amendment
(2013 Measures No. 1) Bill 2013

Second Reading
SPEECH

Thursday, 12 December 2013

BY AUTHORITY OF THE HOUSE OF REPRESENTATIVES
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