
 

 

1 

Introduction 

Purpose of the Report 

1.1 This Report contains advice to Parliament on the review by the Joint 
Standing Committee on Treaties of two proposed treaty actions tabled 
on 30 March 2004, specifically: 

� 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 (Wellington, 10 December 2003)  

� WHO Framework Convention on Tobacco Control.1 

Briefing documents 

1.2 The advice in this Report refers to the National Interest Analyses 
(NIAs) prepared for these proposed treaty actions. Copies of the NIAs 
are available from the Committee’s website at 
http://www.aph.gov.au/house/committee/jsct/index.htm or may 
be obtained from the Committee Secretariat. These documents were 
prepared by the Government agency (or agencies) responsible for the 
administration of Australia’s responsibilities under each treaty. 

 

1  Senate Journal, 30 March 2004, p. 3267 and House of Representatives Votes and Proceedings, 
30 March 2004, p. 1553. 
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1.3 Copies of treaty actions and NIAs can also be obtained from the 
Australian Treaties Library maintained on the internet by the 
Department of Foreign Affairs and Trade. The Australian Treaties 
Library is accessible through the Committee’s website or directly at 
http://www.austlii.edu.au/au/other/dfat. 

Conduct of the Committee’s review 

1.4 The Committee’s review of the treaty actions canvassed in this Report 
was advertised in the national press and on the Committee’s website.2 
In addition, letters inviting comment were sent to all State Premiers 
and Chief Ministers and to individuals who have expressed an 
interest in being kept informed of proposed treaty actions such as 
these. A list of submissions and their authors is at Appendix A.  

1.5 The Committee also took evidence at a public hearing held on 
10 May 2004. A list of witnesses who gave evidence at the public 
hearing is at Appendix B. A transcript of evidence from the public 
hearing can be obtained from the Committee Secretariat or accessed 
through the Committee’s internet site at 
http://www.aph.gov.au/house/committee/jsct/index.htm. 

 

2  The Committee’s review of the proposed treaty actions was advertised in The Australian 
on 28 April 2004. Members of the public were advised on how to obtain relevant 
information and invited to submit their views to the Committee. 



 

 

2 

Agreement with New Zealand Concerning 

the Establishment of a Joint Scheme for 

the Regulation of Therapeutic Products 

2.1 The proposed 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 (the Agreement) aims to safeguard 
public health and safety. It will achieve this through the establishment 
and maintenance of a joint regulatory scheme (the joint Scheme) 
between Australia and New Zealand for the regulation of the quality, 
safety and performance of therapeutic products, and the manufacture, 
supply, import, export and promotion of therapeutic goods.1 The joint 
Scheme will be administered by a single regulatory Agency.2 

Background 

2.2 The Agreement gives effect to the intention of the Trans Tasman 
Mutual Recognition Arrangement (TTMRA), namely, that Australia 
and New Zealand cooperate to resolve the special exemption for 
therapeutic products under the TTMRA.3 According to Mr Terry 
Slater of the Department of Health and Ageing (the Department):  

The agreement addresses Australia’s obligation under the 
TTMRA to work with New Zealand to develop a more 

 

1  Regulatory Impact Statement (RIS), p. 24. 
2  National Interest Analysis (NIA), para. 4. 
3  NIA, para. 5. 
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integrated trans-Tasman economy by removing regulatory 
impediments between the two countries, to enable goods to 
be traded freely between them. The agreement provides a 
framework for the joint regulatory scheme and also sets out 
the governance and accountability arrangements for the new 
regulatory agency.4 

2.3 The National Interest Analysis (NIA) states that the Agreement is in 
the national interest because it will: 

Continue the development of a more integrated trans-Tasman 
economy, an aim of the Australia New Zealand Closer 
Economic Relations Trade Agreement [ANZCERTA], whilst 
delivering public health benefits for Australia by providing 
Australia with an enhanced and sustainable regulatory 
capacity for therapeutic products.5 

2.4 The Committee understands that the objectives of the Agreement  
are to:  

� resolve the TTMRA special exemption for therapeutic 
products regulated under the Joint Scheme; 

� meet the overall objectives of the ANZCERTA by 
facilitating trans-Tasman trade; 

� ensure sustained capacity for the regulation of such 
products in Australia in the present and in the future; 

� reduce industry compliance costs by increasing regulatory 
cost efficiency; 

� benefit consumers by increasing the timely availability of 
therapeutic products potentially at a reduced cost; and 

� provide Australia, together with New Zealand, with 
greater capacity to influence international regulatory 
policy and standards.6 

2.5 Therapeutic products include medical devices, prescription 
medicines, over-the-counter medicines and complementary 
medicines.7  

 

4  Mr Terry Slater, Transcript of Evidence, 10 May 2004, p. 2. 
5  NIA, para. 5. 
6  RIS, p. 25. 
7  RIS, p. 24. 
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Benefits of the Agreement 

2.6 The NIA outlines the economic and consumer benefits that will flow 
to Australia and New Zealand as a result of the Agreement.  

2.7 Harmonisation under the Agreement is expected to reduce costs for 
firms wishing to export to the other country through the reduction or 
elimination of differences in regulatory standards.8 Further, the 
Agreement will eventually lead to consideration of Australia and 
New Zealand as a ‘single market’, contributing to the aims of the 
ANZCERTA.9 Additionally, the creation of a single regulatory agency 
for both countries will ensure that: 

Australia remains a regional centre of excellence for 
therapeutics regulation by maintaining regulatory capacity in 
the face of emerging technologies, and enabling Australia and 
New Zealand to better influence global and regional standard 
setting.10 

2.8 The Committee notes the support for harmonisation under the 
Agreement expressed by Australian industry groups. For example, 
ACIL Tasman, on behalf of the Australian Self-Medication Industry 
(ASMI) stated: 

the joint agency proposal affords Australia an opportunity to 
iron out minor but annoying idiosyncratic differences 
between the States and the Commonwealth, presenting 
industry with further market efficiencies.11 

2.9 Similarly, Medicines Australia noted that: 

The formation of the joint agency provides an excellent 
opportunity for evaluation processes to be improved so that 
approval timelines meet or exceed international best practice 
(6-8 months).12 

 

8  NIA, para. 8. 
9  NIA, para. 10. 
10  NIA, para. 10. 
11  Australian Self-Medication Industry, Submission, p. 2. 
12  Medicines Australia, Submission, p. 2. 
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2.10 The Department advised the Committee of the benefits to Australian 
consumers and the therapeutics industry as follows: 

The key benefit for Australian consumers will be an enhanced 
and sustainable specialist regulatory capacity through the 
establishment of the single agency. Our therapeutic products 
industry will benefit from reduced regulatory compliance 
costs due to the replacement of separate regulatory controls 
in both countries with a single set of controls under which 
products can be supplied in Australia and New Zealand. This 
means that a therapeutic product sponsor will need to apply 
only once for a product licence to supply a product in both 
countries and then will need to comply with only one set of 
pre- and post-market regulatory requirements to continue to 
be able to supply that product in both markets.13 

Key obligations 

2.11 As discussed in paragraph 2.1, the Parties will establish a ‘joint 
Scheme’ to regulate the quality, safety, efficacy and performance of 
therapeutic products, and particularly, for the regulation of the 
manufacture, supply, import, export and promotion of therapeutic 
products.14 Existing therapeutic product regulatory systems in both 
Australia and New Zealand will be integrated under the joint 
Scheme.15 

2.12 As part of its obligations under the Agreement, Australia will 
establish an Agency to administer the joint Scheme in both countries.16 
The Agency is to be established as a body corporate under Australian 
legislation. According to the Department:  

the new scheme will apply international best practice in the 
regulation of therapeutic products and will be based on the 
current regulatory scheme operated by the [Therapeutic 
Goods Administration] TGA. The agency will regulate the 
manufacture, supply, import, export and promotion of 
therapeutic products. Its activities will include: the setting of 

 

13  Mr Terry Slater, Transcript of Evidence, 10 May 2004, p. 2. 
14  NIA, para. 11. 
15  NIA, para. 11. 
16  NIA, para. 12. 
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standards with which all products must comply; pre-market 
activities, including the evaluation of products; controls over 
manufacturing, including licensing of manufacturers and 
auditing; post-market activities, including monitoring, 
surveillance and recalls; and enforcement activities17 

and, 

This new agency will be given the power to approve products 
on the markets of both countries, to set standards for both 
countries, to enforce those standards, to issue recall notices 
and to have review processes and governance commitments.18 

2.13 Mr Slater outlined for the Committee the administration 
arrangements for the new Agency: 

Once established, the new agency will replace the Australian 
Therapeutic Goods Administration—the TGA—that is within 
the Department of Health and Ageing and the New Zealand 
Medicines and Medical Devices Safety Authority within the 
New Zealand Ministry of Health. The agreement will 
establish a new ministerial council comprising the Australian 
and New Zealand health ministers to oversee the agency and 
ensure its accountability for the operation of the scheme to 
the Australian and New Zealand governments. The 
agreement will also establish a five-member board for the 
agency, which will be responsible for the governance of the 
agency.19 

2.14 The Ministerial Council will make Rules that will contain many of the 
regulatory requirements of the joint Scheme. The Agency’s Managing 
Director will make Orders for the more technical requirements.20 
Australia and New Zealand will both be obliged to legislate to give 
effect to parliamentary scrutiny of the Rules and Orders. If such Rules 
or Orders are disallowed by the parliament of either country, they 
will have no effect.21 The Agency will be accountable to the Parties for 
the performance of its functions.22 

 

17  Mr Terry Slater, Transcript of Evidence, 10 May 2004, p. 2. 
18  Mr Terry Slater, Transcript of Evidence, 10 May 2004, p. 10. 
19  Mr Terry Slater, Transcript of Evidence, 10 May 2004, p. 2. 
20  NIA, para. 14. 
21  NIA, para. 15. 
22  NIA, para. 16. 
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Key impacts of the Agreement 

Regulatory differences 

2.15 The Committee understands that currently there are similarities in the 
approaches of Australia and New Zealand to pharmaceutical 
regulation.23 For example, Mr Slater noted the similarity in approach 
to prescription medicines and over-the-counter medicines.24 However, 
according to the Regulation Impact Statement (RIS), there are ‘some 
significant differences in the scope and detailed operation of their 
current regulatory regimes’.25 These differences relate primarily to: 

� the limited coverage of New Zealand’s existing regulation 

� differences in regulatory processes.26 

2.16 A major divergence occurs in the regulation of complementary 
medicines and medical devices. The Committee is aware of the 
concerns of the Australian Medical Association (AMA) Therapeutics 
Committee over ‘the inadequate regulation of complementary 
therapies, substances and devices’.27 

2.17 In reference to complementary medicines, ASMI has expressed 
concern that all therapeutic products may not be covered by the 
Scheme as a result of differing views between Australia and New 
Zealand over the classification of some substances (such as dietary 
supplements in New Zealand) as food rather than medicines, despite 
the fact that they make therapeutic claims.28 The Committee 
understands that it is ASMI’s assertion that either the Rules or Orders 
will declare whether a substance is a therapeutic product or not.29 

2.18 Mr Slater advised the Committee that: 

New Zealand essentially do not regulate medical devices and 
have no regulatory scheme. In the area of complementary 
medicines, they do not regulate them as therapeutic goods. So 
the new scheme will need to introduce a regulatory 

 

23  RIS, p. 6. 
24  Mr Terry Slater, Transcript of Evidence, 10 May 2004, p. 7. 
25  RIS, p. 6. 
26  RIS, pp. 6-7. 
27  Australian Medical Association Therapeutics Committee, Submission, p. 4. 
28  Australian Self-Medication Industry, Submission, pp. 6-7. 
29  Australian Self-Medication Industry, Submission, p. 6. 
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framework for medical devices and complementary 
medicines.30  

2.19 The Committee was advised that the new regulatory framework will 
be based upon current Australian standards. 

Australia has adopted the global harmonisation 
recommendations on medical devices. So the current state of 
play is that New Zealand has agreed that those 
recommendations would be the framework for regulating 
medical devices. As Australia is leading in the area of 
complementary medicines, the Australian regulatory 
framework for complementary medicines would certainly be 
the regulation starting point for negotiations around what 
will be the regulatory framework.31 

2.20 The Committee is thus reassured that the Agreement will not result in 
a ‘diminution in standards’ in either Australia or New Zealand.32 

Dual country licences 

2.21 Under the Agency it is proposed that there will be only one 
application and licence necessary to cover a therapeutic product in 
both Australia and New Zealand (a ‘dual country licence’).33 The 
Committee is aware of concerns regarding how such licences would 
interact with differences in patent terms between the two countries: 

the granting of a dual country licence for a medicine that is 
off-patent in one country but still covered by a patent in the 
other country may re-open demands/opportunities for 
weakening of Australia's current Intellectual Property 
regime.34 

2.22 Medicines Australia submitted to the Committee that the granting of 
dual country licences could: 

 

30  Mr Terry Slater, Transcript of Evidence, 10 May 2004, p. 7. 
31  Mr Terry Slater, Transcript of Evidence, 10 May 2004, p. 7. 
32  Mr Terry Slater, Transcript of Evidence, 10 May 2004, p. 7. 
33  NIA, para. 10; RIS, pp. 16, 25. 
34  Medicines Australia, Submission, p. 2. 
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once again stimulate arguments to change the Australian 
legislation to permit manufacture in Australia for export of 
products that are protected by a current patent.35 

Further, 

The dual country licence may also exacerbate patent 
infringements that some of our members have experienced 
with products protected by patent being supplied by a 
generic company in contravention of the Patents Act.36  

2.23 Medicines Australia proposed that patent infringements could be 
prevented if a patented product’s sponsor was notified by the Agency 
when it received an application to register a generic product. The 
Committee understands that a similar measure was taken in the 
proposed Australia-United States Free Trade Agreement.37 

2.24 In response to a question from the Committee regarding the concerns 
of Medicines Australia, Mr Jeffrey Ibbotson from the Department 
stated: 

We are focusing our attention on the regulatory aspects of the 
quality, safety and efficacy of therapeutic products rather 
than on the patent aspects, but we think that some of the 
measures that we will have in place that will deal with the 
safety issues in particular will meet some of the needs and 
concerns of Medicines Australia. We are looking at it from the 
aspect of being able to trace products that are on the market 
in both countries. I think that will have the same effect of 
ensuring that medicines that are patented in Australia are still 
protected by patent law in Australia.38 

Parallel importation 

2.25 Medicines Australia also expressed concern that the issuing of dual 
country licences would increase the likelihood of parallel importation 
of products, particularly from New Zealand to Australia. Importation 
of cheaper New Zealand products would undermine the local 
Australian industry. Further, parallel importation would make it 

 

35  Medicines Australia, Submission, p. 3. 
36  Medicines Australia, Submission, p. 3. 
37  Medicines Australia, Submission, p. 3. 
38  Mr Jeffrey Ibbotson, Transcript of Evidence, 10 May 2004, pp. 3-4. 
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easier for counterfeit products or products that had not been properly 
stored to enter the market.39  

2.26 Medicines Australia proposes a solution to avoid the problems arising 
from parallel importation: 

The current provisions whereby the authority to supply a 
product is solely vested in the product's sponsor must 
continue to apply under the joint agency regime, so that only 
authorised and regulated export can occur. Any other 
legislation, such as the New Zealand legislation relating to 
wholesalers, must be amended to similarly prohibit parallel 
importation. 

In addition, we consider that sponsors must be permitted to 
have differently labelled products for supply in either 
country. The labelling would be required to comply with all 
regulatory requirements applicable under the joint agency, 
but additional elements that would differentiate product 
supplied in one country from the other should be permitted. 
We understand that such differential labelling is expressly 
prohibited in the European Union, which we do not support.40 

Freedom of Information 

2.27 The Committee notes Medicines Australia’s comments regarding the 
impact of the proposed treaty action on Freedom of Information 
(FOI). 41 Given that FOI legislation and standards differ between 
Australia and New Zealand, the Committee was concerned about the 
handling of FOI requests by the new joint Agency. 

2.28 The Committee was reassured to hear that: 

The freedom of information legislation in each country will be 
available. Each country has exemptions in place to protect 
business affairs including commercial-in-confidence 
information, and we are working through those arrangements 
at the moment to ensure that confidential information will be 

 

39  Medicines Australia, Submission, p. 3. 
40  Medicines Australia, Submission, p. 3. 
41  Medicines Australia, Submission, pp. 3-4. 
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protected in both countries and there will not be a divergence 
of outcomes.42 

Clinical trials process 

2.29 The Committee is aware of the differences in the processes for clinical 
trials for therapeutic products in Australia and New Zealand. 
According to Medicines Australia:  

Australia and NZ have 2 different mechanisms for approving 
the conduct of clinical trials. The industry in each country is 
strongly in favour of retaining their own current system … 
The Australian industry believes that the adoption of the NZ 
system (which has been canvassed by the TGA and NHMRC) 
will lead to a significant decrease in clinical R&D activity as 
approval timelines may increase. This would lead to 
Australia being excluded from international studies for new 
medicines, which will seriously disadvantage sick 
Australians. We are proposing that the separate mechanisms 
be retained.43 

2.30 In response to a question from the Committee on whether Australia 
would be maintaining its separate clinical trials process, Mr Slater 
stated: 

The clinical trials process for Australia is currently under 
review. That review incorporates New Zealand input. The 
desire is to produce a clinical trials regime for Australia and 
for New Zealand. That will be considered when the report 
comes to hand.44 

Merits review 

2.31 The NIA states that the Parties will be required to legislate to provide 
for the merits review of regulatory decisions of the Agency by an 
independent tribunal. Decisions of the Agency will be subject to 
review by the tribunal in either jurisdiction. For Australia, that 
tribunal will be the Administrative Appeals Tribunal (AAT). 45  

 

42  Mr Jeffrey Ibbotson, Transcript of Evidence, 10 May 2004, p. 4. 
43  Medicines Australia, Submission, p. 4. 
44  Mr Terry Slater, Transcript of Evidence, 10 May 2004, p. 4. 
45  NIA, para. 17. 
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2.32 The current appeal mechanism for regulatory decisions consists of 
three separate stages: an internal appeal within the Department of 
Health; application to the AAT for merits review of the decision of the 
Minister for Health; and finally, application for review of the AAT 
decision by the Federal Court.46  

2.33 With regard to the merits review of decisions made by the new 
Agency, the Committee understands the concerns of Medicines 
Australia over whether the option of appeal to the Federal Court will 
be maintained.47 In response to these concerns, the Committee sought 
clarification from the Department. When asked by the Committee 
whether merits review decisions by both the AAT and the Federal 
court will be retained, Mr Slater replied: 

Yes, they will. There will be a special merits review process 
set up to enable merits review in each country. There will be a 
panel from which a principal panellist will chair the merits 
review process in either country. In Australia, that is 
anticipated to be conducted by the AAT, and the principal 
panellist who will chair that tribunal will be the President of 
the AAT. The process will enable each tribunal to refer a 
matter for review in the other country if justice will be best 
served.48 

2.34 The Committee recognises that Mr Slater’s comments did not 
adequately outline the role of the Federal Court in the appeals 
process. 

Advertising 

2.35 Advertising of therapeutic goods is noted by the RIS as an area where 
Australian and New Zealand policy diverges.49 Currently, direct-to-
consumer advertising (DTCA) of prescription medicines is banned in 
Australia but is allowed in New Zealand. However, Australia does 
permit DTCA for non-prescription medicines.  

2.36 The Committee notes concerns that harmonisation of Australian and 
New Zealand practices may allow DTCA in Australia.50 When asked 

 

46  Medicines Australia, Submission, p. 4. 
47  Medicines Australia, Submission, p. 4. 
48  Mr Terry Slater, Transcript of Evidence, 10 May 2004, p. 4. 
49  RIS, p. 6. 
50  Australian Medical Association Therapeutics Committee, Submission, p. 3. 
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whether any provisions in the Agreement would permit DTCA in 
Australia, Mr Slater stated: 

That is an issue of difference between Australia and New 
Zealand. The New Zealand government is currently 
examining that issue. There has been a press release from the 
New Zealand Minister for Health which says that it is the 
intention of the New Zealand government to harmonise with 
Australia in this area.51 

Drugs and Poisons Scheduling Committee 

2.37 The National Drugs and Poisons Scheduling Committee (NDPSC) 
includes representatives of all States and Territories, the 
Commonwealth and New Zealand. The NDPSC’s policy making 
body, the National Coordinating Committee on Therapeutic Goods 
‘facilitates the harmonisation of legislative and administrative 
controls on therapeutic goods and poisons in both countries.’52  

2.38 The Department advised the Committee of the implications of the 
proposed treaty action for the scheduling process: 

The scheduling process will involve the new agency, as it 
involves the TGA at present. I should point out that drugs 
and poisons scheduling are given legislative effect through 
state and territory legislation and, in the case of the joint 
agency, through New Zealand legislation. New Zealand has 
its own legislative framework for regulating access to 
medicines by citizens. The new arrangements for the agency 
to adopt are being discussed at the moment with the states 
and territories and New Zealand. There is no intention to 
change the legislative means of effect for drugs and poisons 
scheduling. It will still be up to the Australian states and 
territories and the New Zealand government to implement 
the recommendations of the agency.53 

 

51  Mr Terry Slater, Transcript of Evidence, 10 May 2004, p. 9. 
52  ACT Government, Submission, p. 1. 
53  Mr Terry Slater, Transcript of Evidence, 10 May 2004, p. 9. 
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Entry into force 

2.39 The Agreement will enter into force upon the exchange of diplomatic 
notes confirming the passage of implementing legislation in each 
country. According to the NIA, this is scheduled to occur as soon as 
possible after both Australia and New Zealand have completed their 
parliamentary processes. The NIA states that 1 July 2005 has been 
identified as a target date for commencement of the joint regulatory 
Scheme.54 

Implementation 

2.40 The joint Scheme will be implemented by legislation in both Australia 
and New Zealand, and by the Rules and Orders. The NIA states that 
an exposure draft of the proposed Bill will be released for public 
consultation before its introduction into Parliament.55 It is anticipated 
that the legislation will provide for: 

� the establishment and corporate personality of the Agency 

� the Rules and Orders to have the force of law in Australia 

� Parliamentary scrutiny of the Rules and Orders 

� administrative and judicial review of Agency decisions 

� Agency functions and powers 

� securing compliance.56 

2.41 The implementation process was outlined to the Committee by 
Mr Slater: 

The treaty is the first step in setting up the scheme. It sets out 
the key elements of the scheme, including the governance 
arrangements and the intent between the parties. That will be 
translated into legislation to be introduced in both countries. 
That legislation will have wide consultation before it is 
introduced into the parliaments of both countries and will be 

 

54  NIA, para. 2. 
55  NIA, para. 21. 
56  NIA, para. 22. 
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debated and considered by the parliaments of both 
countries.57 

2.42 Under the Agreement, Australia will establish the Agency that will 
administer the joint Scheme in both countries. It is intended that 
Australia introduce the parts of the legislation that establish the 
Agency only with the Agreement of New Zealand, thus ensuring that 
New Zealand retains some control over the way the Agency is 
established, and that the Agency is established as intended by the 
Agreement. Any amendment to the establishment provisions must 
also follow this arrangement.58  

2.43 An interim Ministerial Council will be established prior to entry into 
force to facilitate establishment of the Agency and matters relating to 
the regulatory scheme.59 

Costs 

2.44 The Agency, like the current TGA, will operate on a full cost recovery 
basis for all activities undertaken in relation to the regulation of 
therapeutic products.60 The Australian Government has provided 
funding for the establishment and implementation of the Scheme. It is 
anticipated that most of the funding will be recovered from industry 
within five years of the commencement of the Scheme.61 New Zealand 
will also contribute to the financial requirements of the new Agency.62 

2.45 ASMI advised the Committee that there will be financial savings as a 
result of the establishment of the Agency 

the joint agency is expected to bring about cost savings 
because it will eliminate a lot of ‘double-doing’ in both 
Wellington and Canberra, when, in the past, the same 
product has been up for approval under both regimes.63 

2.46 However, industry members have also expressed some concerns over 
the maintenance of full cost recovery. In a submission to the 
Committee, ASMI took issue with the cost recovery principle: 

 

57  Mr Terry Slater, Transcript of Evidence, 10 May 2004, p. 10. 
58  NIA, para. 13. 
59  NIA, para. 24. 
60  NIA, para. 25; Mr Terry Slater, Transcript of Evidence, 10 May 2004, p. 2. 
61  NIA, para. 25. 
62  NIA, para. 26. 
63  Australian Self-Medication Industry, Submission, p. 2. 
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The Productivity Commission enquired extensively into 
Commonwealth agencies’ cost-recovery policies and 
preferred ‘fee for service’ rather than ‘whole of agency’ 
schemes. In our view, the TGA performs a variety of 
functions which are of a ‘policy’ or ‘public health’ nature and 
from which industry receives no direct benefit. Industry 
should not fund these activities which benefit all taxpayers.64 

2.47 Similarly, the AMA Therapeutics Committee stated: 

The AMA strongly advocates that there must be a ‘public 
policy’ component of post-harmonisation agency funding, 
with budgetary funding from both governments, as there 
should be now for the TGA … It is neither reasonable nor 
appropriate to expect self-funded participation for a 
government council established to discuss and recommend 
on vital issues of public policy.65 

2.48 The Committee notes that a Cost Recovery Impact Statement will be 
released prior to determination of the final level and structure of fees 
and charges. This Statement will address the impact of changes to cost 
recovery on the industry.66 

Consultation 

2.49 The NIA states that consultations were undertaken with Australian 
and New Zealand stakeholders including representatives from the 
medicines and medical device industries, healthcare professional 
associations, consumers and key government agencies.67 
Consultations consisted of two consultation papers (released in June 
2002) and numerous meetings.68 Forty submissions were received 
from Australian organisations, of which three opposed the joint 
Agency.69 

 

64  Australian Self-Medication Industry, Submission, p. 9. 
65  Australian Medical Association Therapeutics Committee, Submission, pp. 3-4. 
66  NIA, para. 27. 
67  NIA, para. 30. 
68  RIS, pp. 21, 41. 
69  RIS, p. 41. 
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State and Territory Governments 

2.50 The NIA states that State and Territory Governments were involved 
in consultations through the Standing Committee on Treaties (SCOT). 
Issues that were raised during this process include: 

� the capacity for the Agency instead of State and Territory 
authorities to regulate sole traders under the joint Scheme, and 

� the need for an exemption from the operation of the TTMRA for 
departures from the joint Scheme.70 

The NIA states that there was no significant concern raised in relation 
to these issues.71  

2.51 The Committee notes that State and Territory Governments did 
express concern over the possibility that the Agreement would allow 
the Commonwealth Government to use the external affairs power to 
eliminate the role of the States and Territories in the regulation of 
scheduled drugs and poisons.72 According to the NIA, the Agreement 
will not be used to vary the existing roles and responsibilities of States 
in this area.73 

2.52 ASMI notes with concern the statement in the NIA in relation to the 
above matter that ‘consultation will continue with States and 
Territories through the exposure draft of the legislation’:  

ASMI has strongly supported the joint agency at least in part 
because we expected its regulatory activities within Australia 
to "cover the field"... Any provision in that legislation that 
would extend to the States an entrenched discretion to vary 
scheduling decisions in often minor or subtle ways will be of 
serious concern to ASMI.74 

2.53 The Committee notes the support for the proposed Agreement by the 
ACT Government. 75 

 

70  NIA, para. 28. 
71  NIA, para. 28. 
72  RIS, p. 41. 
73  NIA, para. 29. 
74  Australian Self-Medication Industry, Submission, p. 8. 
75  ACT Government, Submission, p. 1. 
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Conclusion and recommendation 

2.54 The Committee considers that the proposed Agreement will enhance 
the protection of public health and safety. The Committee notes the 
role of the proposed Agreement in furthering trans-Tasman 
cooperation.  

 

Recommendation 1 

 The Committee supports 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 and recommends 
that binding treaty action be taken. 

 



 

 

3 

World Health Organization Framework 

Convention on Tobacco Control 

3.1 It is proposed that Australia ratify the WHO Framework Convention on 
Tobacco Control (FCTC of the Convention) which was established to 
address the growing global ‘tobacco epidemic’. As identified in 
Article 3 of the Convention, its objective is to protect present and 
future generations from the devastating health, social, environmental 
and economic consequences of tobacco consumption and exposure to 
tobacco smoke. Further, the Convention will provide a framework for 
tobacco control measures to be implemented by Parties at the 
national, regional and international level in order to reduce the 
prevalence of tobacco use and exposure to tobacco smoke.  

Background 

3.2 The WHO estimates that tobacco use kills 4.9 million people each 
year,1 and that current levels of tobacco use will kill 10 million people 
annually by 2030.2 

3.3 The National Interest Analysis (NIA) states that in Australia, the 
current smoking prevalence rate is approximately 20 per cent or 

 

1  World Health Organization, ‘WHO Framework Convention on Tobacco Control now 
signed by 100 countries’, 
http://www.who.int/mediacentre/releases/2004/pr21/en/print.html, viewed on 
31/03/04 

2  National Interest Analysis (NIA), para. 6. 
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3.6 million people aged 14 and over.3 Furthermore, tobacco use 
continues to be identified as the single greatest behavioural cause of 
death and disease. The Cancer Council Australia and the Heart 
Foundation advised the Committee that tobacco kills over 
19,000 Australians each year, and in 1998-99 cost the community over 
$21 billion.4  

3.4 The Committee is aware of the importance of the Convention as the 
first international public health treaty.5 Mr Klaus Klaucke from the 
Department of Health and Ageing advised the Committee that ‘it is 
the first time that the WHO has exercised its powers to develop a 
global public health convention’.6 

Obligations 

3.5 The NIA states that Australia will acquire a range of obligations 
under the Convention which aim to support measures that reduce the 
supply and demand for tobacco and promote the exchange between 
Parties of tobacco related research and surveillance information.7 The 
key obligations of the Convention, as identified in the NIA, include: 

� provisions to establish or reinforce and finance a national 
coordinating mechanism for tobacco control, and the protection of 
public health policies from commercial and other vested interests 
of the tobacco industry (Article 5) 

� price and tax measures to reduce the demand for tobacco 
(Article 6) 

� non-price measures to reduce the demand for tobacco and to 
coordinate their implementation through international bodies 
(Article 7) 

 

3  NIA, para. 6. 
4  The Cancer Council Australia and Heart Foundation, Submission, p. 3. The submission is 

supported and endorsed by the following organisations: Action on Smoking and Health; 
Australian Consumers Association; Clinical Oncological Society of Australia; Quit SA; 
Quit Victoria; The Australian Council on Smoking and Health; The Pharmacy Guild of 
Australia; Thoracic Society of Australia and New Zealand; Public Health Association of 
Australia; VicHealth Centre for Tobacco Control; Western Australian Clinical Oncology 
Group. 

5  The Cancer Council Australia and Heart Foundation, Submission, p. 2. 
6  Mr Klaus Klaucke, Transcript of Evidence, 10 May 2004, p. 12. 
7  NIA, para. 8. 
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� measures providing protection from exposure to tobacco smoke 
(Article 8) 

� regulation of the contents and emissions of tobacco products 
(Article 9) 

� regulation of tobacco product disclosures (Article 10) 

� measures concerning the packaging and labelling of tobacco 
products (Article 11) 

� a comprehensive ban on tobacco advertising, promotion and 
sponsorship (Article 13) 

� measures concerning the illicit trade in tobacco products 
(Article 15) 

� measures prohibiting the sales of tobacco products to minors 
(Article 16) 

� implementation of and cooperation in relation to research, 
surveillance and exchange of information (Article 20).8 

3.6 In addition, Parties to the Convention would become a member of the 
Convention’s Conference of Parties. Pursuant to Article 23 the 
Conference will regularly review the implementation of the 
Convention and make decisions to promote its effective 
implementation.9 

3.7 Article 2 encourages Parties to implement measures beyond those 
required by the Convention and any future protocols to it. The NIA 
states that such measures would be subject to normal domestic 
decision making processes.10 

3.8 The Committee understands that the obligations Australia would 
adopt under the Convention are consistent with existing policy 
frameworks, international agreements and Commonwealth, State and 
Territory legislation.11  

 

8  NIA, paras 9-19. 
9  NIA, para. 20. 
10  NIA, para. 20. 
11  NIA, para. 8 and Mr Klaus Klaucke, Transcript of Evidence, 10 May 2004, p. 12. 
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Benefits and importance of the Convention 

3.9 The Cancer Council Australia and the Heart Foundation strongly 
support ratification of the FCTC:  

ratification of the FCTC is clearly in Australia’s national 
interest, both in terms of its potential effect on public health 
within Australia, and on the leadership role Australia has 
played, and can continue to play in tobacco control, 
internationally, and in our region in particular.12  

3.10 The Cancer Council Australia and the Heart Foundation recognise the 
benefits of ratification for Australia to be: 

� strong international cooperation and regulatory measures in other 
countries, are required to reinforce Australia’s tobacco control 
measures, as Australia’s capacity to achieve its domestic tobacco 
objectives can be compromised by weaker measures overseas  

� to provide the Commonwealth with additional powers to legislate 
and regulate tobacco and the tobacco industry 

� to provide a valuable resource for the sharing of information 
between parties 

� to enable Australia to become a member of the Conference of 
Parties and take part in its deliberations.13 

Effects of tobacco advertising bans 

3.11 The Committee was interested to gain a greater understanding in the 
relationship between advertising restrictions and tobacco 
consumption. The Department of Health and Ageing advised the 
Committee that in 1999, the World Bank reported: 

that since 1972, most high-income countries have introduced 
stronger restrictions on tobacco advertising across more 
media and on various forms of sponsorship. A recent study of 
22 high-income countries based on data from 1970 - 1992 
concluded that comprehensive bans on cigarette advertising 
and promotion can reduce smoking, but more limited partial 
bans have little or no effect. This has been reflected in our 

 

12  The Cancer Council Australia and Heart Foundation, Submission, p. 2.  
13  The Cancer Council Australia and Heart Foundation, Submission, p. 4, and NIA - 

Consultations Attachment 1, p. 2. 
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experience in Australia where there has been a continuous 
drop in prevalence since introduction of the ban in 1992, 
reflecting the combined effect of various tobacco control 
measures, including the advertising bans.14 

3.12 The Committee was interested in the Department’s following 
observation that ‘the consensus of public health experts is that 
comprehensive bans on tobacco advertising, as part of a 
comprehensive tobacco control program, reduce the consumption of 
cigarettes’ amongst youth.15 

Australia’s leadership role 

3.13 Australia is recognised as a world leader in its domestic efforts to 
reduce smoking and protect non-smokers from exposure to tobacco 
smoke, however, tobacco use continues to be a public health 
problem.16 Nevertheless tobacco use is a more significant problem in 
other parts of the world. The Committee noted that the prevalence of 
smoking is particularly high in the Asia-Pacific region, as identified in 
The Cancer Council Australia and Heart Foundation submission.17  

3.14 The Cancer Council Australia and Heart Foundation state that as a 
Party to the Convention, Australia would be able to share substantial 
regulatory, educational, scientific, legal and research experience and 
expertise that would be of benefit to other States.18 Mr Klaucke 
advised that: 

Any requests for assistance from developing countries on the 
issue will continue to be prioritised within the existing 
foreign aid structure, as they are now.19 

3.15 The Committee is aware Australia played a constructive and leading 
role in the negotiation of the FCTC. The Cancer Council Australia and 
Heart Foundation submission considers: 

The nature of its [Australia’s] participation throughout the 
negotiations indicated strong support for the FCTC, and a 
desire to see the development of a robust treaty that reflected 

 

14  Department of Health and Ageing, Submission, p. 1. 
15  Department of Health and Ageing, Submission, p. 1. 
16  NIA, para. 6. See also The Cancer Council Australia and Heart Foundation, Submission, 

p. 3. 
17  The Cancer Council Australia and Heart Foundation, Submission, p. 3. 
18  The Cancer Council Australia and Heart Foundation, Submission, p. 5. 
19  Mr Klaus Klaucke, Transcript of Evidence, 10 May 2004, p. 12. 
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the international evidence and experience regarding effective 
tobacco control measures.20 

3.16 The Committee is aware that Australia’s ratification of the 
Convention has the potential to ‘encourage the uptake of the kinds of 
best practice policies that we have within Australia’ and provide 
other countries with the impetus to ratify.21 

Consultation 

3.17 The Committee understands that throughout the negotiations for the 
Convention, the Australian Government consulted extensively with 
State and Territory Governments, peak health NGOs, and tobacco 
industry and retail groups.22 

3.18 State and Territory Government and peak health NGOs expressed 
support for the Convention during the consultation process.  

3.19 During the negotiation process, the Department of Health and Ageing 
received four submissions from the tobacco industry.23 The NIA states 
that industry supported the notion of the Convention but expressed 
reservations about some articles.24 For example, British American 
Tobacco Australia and Imperial Tobacco Australia Limited considered 
some of the Convention’s proposals: 

go beyond what is reasonable in the context of attempting to 
regulate tobacco in areas such as – implementing excessive 
price and tax measures that reduce the demand of tobacco, 
the justification and high level of regulation regarding 
exposure to second-hand smoke, ingredient disclosures on 
tobacco products, size and placement of health warnings on 
cigarette packages, a manufacturer’s right to communicate 
information about their brand to adult smokers, their 
trademark rights and inappropriate liability and 
compensation proposals.25 

 

20  The Cancer Council Australia and Heart Foundation, Submission, p. 2. 
21  Mr Klaus Klaucke, Transcript of Evidence, 10 May 2004, p. 17. 
22  NIA – Consultations Attachment 1 and The Cancer Council Australia and Heart 

Foundation, Submission, pp. 2-3. 
23  NIA – Consultations Attachment 1, p. 2. 
24  NIA, para. 24. 
25  NIA – Consultations Attachment 1, p. 2. 
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3.20 Mr Klaucke explained that some of these concerns could: 

relate to what they consider to be appropriate to include in an 
international convention on this matter. I believe they do 
have concerns about other countries adopting, for example, 
the kinds of restrictions on advertising that are provided for 
in the convention and that operate within Australia.26 

Implementation and costs 

3.21 No new legislation or administrative action would be required to give 
effect to the Convention, as Australia already has comprehensive 
tobacco control policies.27 

3.22 According to the NIA there will be no financial implications for 
Commonwealth or State and Territory Governments, business or 
industry associated with Australia becoming a Party to the 
Convention. However, there may be minor costs to the 
Commonwealth Government associated with participating in future 
Conference of Parties in Geneva. The Committee understands that 
these costs will be met within existing departmental funds.28 

Entry into force 

3.23 The Convention will enter into force on the 90th day following the 
deposit of the 40th instrument of ratification, acceptance, approval, 
formal confirmation or accession.29 As at 3 August 2004 there were 
168 Signatories and 25 Parties to the Convention.30 

3.24 Australia signed the Convention on 5 December 2003.31 Under 
Article 36, the Convention will enter into force for Australia on the 
90th day following the deposit of an instrument of ratification, 

 

26  Mr Klaus Klaucke, Transcript of Evidence, 10 May 2004, p. 14. 
27  NIA, para. 21. 
28  NIA, para. 22. 
29  NIA, para. 4.  
30  World Health Organization, Tobacco Free Initiative (TFI), ‘Updated status of the WHO 

Framework Convention on Tobacco Control’, 
http://www.who.int/tobacco/areas/framework/signing_ceremony/countrylist/en/ 
(viewed on  03/08/04).  

31  NIA, para. 3. 
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acceptance, approval, or accession with the Depositary (the Secretary-
General of the United Nations).32 

Conclusion and recommendation 

3.25 The Committee agrees with The Cancer Council Australia and Heart 
Foundation that the Convention is in Australia’s national interest. The 
FCTC will have a positive effect on public health within Australia, 
and enhance Australia’s leadership role in relation to tobacco control 
internationally. 

 

Recommendation 2 

 The Committee supports the WHO Framework Convention on Tobacco 
Control and recommends that binding treaty action be taken. 

 

 

 

 

 

 

Dr Andrew Southcott MP 
Committee Chairman 

 

32  NIA, para. 3 and Article 36. 
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