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[bookmark: _Toc370121309][bookmark: _Toc370723864]Report by the Scheduling Review Panel September 2013
The Therapeutic Goods Act 1989 required the conduct of an independent review of the arrangements for the scheduling of substances (medicines and chemicals). Speciﬁcally the review was required to look into the operation of Part 6-3 of the Therapeutic Goods Act 1989 with particular reference to the amendments made by the Therapeutic Goods Amendment (2009 Measures No. 2) Act 2009. This report is the outcome of the review.
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[bookmark: _Toc370121310][bookmark: _Toc370723865]EXECUTIVE SUMMARY
The Scheduling Review Panel (the panel) conducted an independent review of arrangements for the scheduling of substances under Part 6-3 of the Therapeutic Goods Act 1989(TG Act) with particular reference to the changes introduced in the Therapeutic Goods Amendment (2009 Measures No.2) Act 2009 (the 2009 amendments).
The review examined the operation of Part 6-3, how this Part provides the basis for the system of access controls for scheduled substances, the outcomes of the administration of the system, the effect on industry and whether there are adequate avenues for review of decisions made under the system.
The review drew on 13 submissions: from the medicines and chemicals industry sector, peak bodies representing the medicines and chemicals supply and distribution sector, and government agencies.
In addition, the panel received information through stakeholder forums, one-on-one meetings with stakeholders and meetings with the advisory committees operating under Part 6-3 of the TG Act.
The review found that the new arrangements introduced by the 2009 amendments, provide for an effective and flexible process for the scheduling of substances. However, the review also found there is scope to make the operation of the scheduling arrangements more efficient and effective.
Greater transparency and timely access to information would enhance the confidence of stakeholders in the arrangements. It would also facilitate the implementation of scheduling decisions by states and territories, and industry.
Stakeholders are uncertain about who is responsible for on-going policy oversight of the scheduling framework. This is an issue that needs to be addressed.
While the panel made no recommendations for further changes to the scheduling regime, the panel made eight recommendations that it believes would support and improve the effectiveness and efficiency of the operation of Part 6-3 of the TG Act.
In doing so, the panel noted the arrangements for scheduling have been opera ting for three years. During this time, there has been on-going work to refine and streamline the processes. The review recognised this work, and highlights areas where the panel encouraged this work to continue.
[bookmark: _Toc370121311][bookmark: _Toc370723866]Recommendations
[bookmark: _Toc370121312][bookmark: _Toc370723867]Recommendation 1
Improve the level of detail, clarity and transparency of the information contained in public notices relating to scheduling proposals, interim decisions and final decisions.
[bookmark: _Toc370121313][bookmark: _Toc370723868]Recommendation 2
If the National Co-ordinating Committee on Therapeutic Goods (NCCTG) is disbanded, the state and territory regulators and the Secretary, through the Australian Health Ministers’ Advisory Council (AHMAC), should establish a mechanism for policy oversight. This should include the development and on-going maintenance of the SPF and other guidelines relevant under s52E(2) of the TG Act.
[bookmark: _Toc370121314][bookmark: _Toc370723869]Recommendation 3
Through the mechanism referred to in Recommendation 2, consider the findings of this report to:
a. determine the level of detail required in the SPF regarding the matters the Secretary must take into account when exercising powers
b. determine whether additional decision-making principles (outlining the public health focus of scheduling) should be included in the SPF
c. determine the utility of a more structured approach or framework for risk/benefit assessment (such as that which is currently available for medicines in the UK and under consideration in other countries)
d. consider extending the situations for delegate-only decisions. Consider circumstances where the Australian Pesticides and Veterinary Medicines Authority (APVMA) can provide scheduling recommendations for agricultural and veterinary chemicals directly to the Secretary or delegate. Consider circumstances in which the APVMA can decide not to refer agricultural or veterinary chemicals to the Secretary or delegate, if the recommendation would only be to confirm an existing schedule listing
e. develop a process to reject or defer consideration of applications which do not meet application requirements, or are deficient in data
f. clarify the scope of the term ‘amend’; to include the ability to ‘delete’; listed substances from the Poisons Standard.
[bookmark: _Toc370121315][bookmark: _Toc370723870]Recommendation 4
The secretariat should:
a. publish a document to clarify the application requirements (the ‘form approved by the Secretary’) for all application types
b. review the content and structure of the application template to make it more flexible and easier to use for different application types. In doing so, the secretariat should consider requiring applicants to provide certain information about their application that can be included in public notices.
[bookmark: _Toc370121316][bookmark: _Toc370723871]Recommendation 5
The Department of Health and Ageing (DoHA) should give priority to determining business functions and resources of the secretariat- to support a predictable, consistent, timely and effective administration of the scheduling framework.
[bookmark: _Toc370121317][bookmark: _Toc370723872]Recommendation 6
The DoHA should develop a document to describe the roles, responsibilities and relationships of the secretariat, delegates and advisory committee chairs and members, ensuring they closely align with the intent of the Regulations.
[bookmark: _Toc370121318][bookmark: _Toc370723873]Recommendation 7
The DoHA should proceed with the cost recovery project for scheduling, as soon as possible.
[bookmark: _Toc370121319][bookmark: _Toc370723874]Recommendation 8
No changes should be made in relation to avenues for review.


[bookmark: _Toc370121320][bookmark: _Toc370723875]Acronyms
ACCS- Advisory Committee on Chemicals Scheduling 
ACMS- Advisory Committee on Medicines Scheduling 
ADA- Australian Dental Association
ADJR Act - Administrative Decisions (Judicial Review) Act 1997
AHMAC- Australian Health Ministers’ Advisory Council
AHMC- Australian Health Ministers’ Conference
AICS- Australian Inventory of Chemical Substances
ALARP – ‘As Low As Reasonably Practicable’ principle of risk management
ANZTPA- Australia New Zealand Therapeutic Products Authority 
APVMA- Australian Pesticides and Veterinary Medicines Authority 
ASMI- Australian Self Medication Industry
COAG- Council of Australian Governments
DoHA- Department of Health and Ageing
IMAP -Inventory Multi-tiered Assessment and Prioritisation
LI Act- Legislative Instruments Act 2003
MCC- Medicines Classification Committee
NCCTG- National Co-ordinating Committee on Therapeutic Goods
NDPSC- National Drugs and Poisons Schedule Committee
NICNAS - National Industrial Chemicals Notification and Assessment Scheme
OBPR- Office of Best Practice Regulation
OTC- Over the counter
PBS- Pharmaceutical Benefits Scheme
PC report - Productivity Commission report
PGA- Pharmacy Guild of Australia
PSA- Pharmaceutical Society of Australia
RIS- Regulation Impact Statement
SPF- Scheduling Policy Framework for Medicines and Chemicals
TGA -Therapeutic Goods Administration
TG Act - Therapeutic Goods Act 1989


[bookmark: _Toc370121321][bookmark: _Toc370723876]Chapter 1
Scheduling of substances
The scheduling of substances is a system that assesses and classifies medicinal and chemical substances [footnoteRef:1] according to: [1:  The term ‘substance’ is defined in s52A of the TG Act. This document may use the terms ‘medicines and chemicals’ when referring to substances captured by the definition. References cited in this report may also use the terminology ‘medicines and poisons’ or ‘drugs and poisons’.] 

· the level of risk they pose to the public 
· how access should be controlled.
The primary purpose is to protect public health and safety.
The system recognises that these substances have legitimate purposes and focuses on controlling public access, labelling and packaging. The objective is to minimise the risks of accidental or deliberate poisonings and abuse, and to facilitate effective and safe use.
The scheduling of substances is given effect in state and territory drugs and poisons legislation. National uniformity in scheduling is promoted through Commonwealth law. Part 6-3 of the Therapeutic Goods Act 1989 (the TG Act) provides the framework for a uniform scheduling system.
The framework provides that the substances be assessed and classified on the basis of: their toxicity, the purpose of their use, benefits of their use, how they are presented, safety in their use, potential for abuse, and any other matters that are considered necessary for the protection of public health and safety.
Decisions about the scheduling of a substance are recorded in the Poisons Standard[footnoteRef:2] This is a legislative instrument established under the TG Act. The Poisons Standard also contains provisions for labelling, containers, storage and possession of scheduled substances. [2:  The current Poisons Standard is also known as the Standard for the Uniform Scheduling of Medicines and Poisons, which is a ‘legislative instrument’ for the purposes of the Legislative Instruments Act 2003.] 

Substances, identified as the raw material, may be listed in one of nine Schedules (see ‘Appendix l’ in this report)- according to the degree of control that the Poison Standard recommends is to be exercised over their availability to the public.
The decisions contained in the Poisons Standard are recommendations to states and territories for adoption and implementation, through relevant drugs and poisons legislation. States and territories can adopt the Poisons Standard in a variety of ways: either by reference or by specific stipulation in legislation. However, each jurisdiction reserves the right to implement a different scheduling decision from that included in the Poisons Standard, to accommodate local circumstances.
Scheduling is an integral part of the:
· registration of pharmaceuticals under the TG Act
· registration of agricultural and veterinary chemicals under the Agricultural and Veterinary Chemicals Code Act 1994
· assessment of chemicals under the Industrial Chemicals (Notification and Assessment) Act 1989.
The requirements for labelling, packaging and advertising in the Poisons Standard integrate with existing Regulations for therapeutic goods, and those for agricultural, veterinary, domestic and workplace chemicals.
[bookmark: _Toc370121322][bookmark: _Toc370723877]Recent reviews leading to new administrative arrangements for scheduling substances
The Therapeutic Goods Amendment (2009 Measures No.2) Act 2009 (the 2009 amendments), among other things, introduced new administrative arrangements for the scheduling of medicines and chemicals.
The 2009 amendments arose from a recommendation of the National Competition Policy ‘Review of Drugs, Poisons and Controlled Substances’ undertaken by Rhonda Galbally (the Galbally Review), The 2009 amendments also implemented a recommendation of the ‘Chemicals and Plastics Regulation Productivity Commission Research Report July 2008’ (the PC report).
[bookmark: _Toc370723878]The Galbally Review
The Galbally Review examined Australian, state and territory legislation regulating medicines and chemicals against national competition policy principles. The ‘Final Report of the National Competition Policy Review of Drugs, Poisons and Controlled Substances Legislation’ (Gal bally Report) was presented to the Australian Health Ministers’ Conference (AHMC) in January 2001.
The Galbally Report contained 27 recommendations to improve the uniformity and efficiency across the range of legislative controls and administrative processes for the regulation of drugs, poisons and controlled substances. Recommendation 7 of the report specifically dealt with the administrative arrangements for scheduling. Here the report recommended that among other things, the National Drugs and Poisons Schedule Committee (NDPSC) be replaced with two separate committees; one responsible for scheduling human medicines and the other responsible for scheduling agricultural, veterinary and household chemicals,
A response to the Galbally Report was prepared by a working party of the Australian Health Ministers’ Advisory Council (AHMAC). The working party, taking into account an agreement to establish a joint trans-Tasman regulatory regime for therapeutic products, recommended that the Galbally Report’s recommendations be implemented in a trans-Tasman context
The National Co-ordinating Committee on Therapeutic Goods (NCCTG) oversaw the implementation of the Galbally Report recommendations. This included a proposed model outlining trans-Tasman scheduling arrangements. However, further work on trans-Tasman scheduling arrangements ceased when negotiations for a joint regulatory regime for therapeutic goods were suspended in July 2007.
Thereafter, implementation of new administrative arrangements for scheduling, as recommended in the Galbally Report progressed in an Australian-only context - following a Productivity Commission research report on the regulation of chemicals and plastics.
[bookmark: _Toc370723879]The PC report
In 2006, the Council of Australian Governments (COAG) identified that the regulation of chemicals and plastics was a ‘regulatory hotspot’. The COAG agreed to the establishment of a ‘Ministerial Taskforce’ to develop a streamlined and harmonised, national system of regulation. The COAG also agreed that the Productivity Commission would undertake a study to assist the work of the Taskforce. The PC report was the culmination of the Commission’s study.
Chapter 5.1 of the PC report dealt with poisons scheduling and regulation. Among other things, it recommended that the AHMC proceed with its proposed reforms to separate the scheduling processes for medicines and chemicals. It also endorsed the proposal that scheduling decisions be made by the Secretary of the Department of Health and Ageing (DoHA) with advice from a relevant expert committee.
[bookmark: _Toc370723880]The 2009 amendments
The 2009 amendments made a series of changes to the TG Act, including new arrangements for the scheduling of medicines and chemicals. The 2009 amendments replaced the NDPSC (that was responsible for making scheduling decisions) with:
· the Secretary of the DoHA (to be responsible for scheduling decisions)[footnoteRef:3] [3:  In practice the Secretary has delegated the decision-making powers to other persons; this report will therefore refer to the ‘Secretary or delegate’ when discussing the roles and activities of the decision-maker. ] 

· a requirement to comply with guidelines of the AHMAC and its subcommittee (the NCCTG)
· two expert advisory committees to provide advice and make recommendations to the Secretary.
Under the 2009 amendments, when the Secretary or delegate makes a decision, it is incorporated into the Poisons Standard - which remains a single, complete reference for the scheduling classification of both medicines and chemicals.
The 2009 amendments also made changes to the definitions relating to the scheduling of substances and, in addition, enabled updates to certain instruments and documents to apply to the Poisons Standard. The legislative character of the Poisons Standard was not altered.
[bookmark: _Toc370121323][bookmark: _Toc370723881]The Poisons Standard
The Poisons Standard contains the decisions made in relation to the scheduling of substances and serves the following two purposes:
1. It contains the classification of medicines and chemicals in schedules that set the levels of control over the availability of these substances and forms recommendations to states and territories to adopt in their own legislation
2. It contains model provisions for labelling, containers, storage and possession of poisons in general.
The intent is that states and territories adopt and use these model provisions.
The Poisons Standard is a legislative instrument for the purposes of the Legislative Instruments Act 2003 (the LI Act). In order to ensure certainty in the continuing application of state and territory laws, the Poisons Standard is not a disallowable instrument.
[bookmark: _Toc370121324][bookmark: _Toc370723882]The NCCTG
The NCCTG was established as a committee of the AHMAC to develop, implement and maintain a uniform national approach to the Regulations and controls over therapeutic goods and chemicals used by the public This includes policy guidance.
The panel understands that the AHMAC, following a review of committees, has proposed replacing the NCCTG with short-term, ad hoc working group(s), rather than continue as a standing committee. At the time of writing the report the AHMAC has not yet announced a final decision about the future of the NCCTG or a mechanism to appoint working groups.
[bookmark: _Toc370121325][bookmark: _Toc370723883]The Scheduling Policy Framework for Medicines and Chemicals
The NCCTG developed a Scheduling Policy Framework for Medicines and Chemicals (SPF), to give effect to the guidelines of the AHMAC and the NCCTG. The SPF sets out the national system for applying access restrictions on all medicines for human therapeutic use and veterinary, agricultural, domestic and industrial chemicals, when there is a potential risk to public health and safety.
Key aspects of the agreed model under the SPF include:
· a single point of reference for scheduling policy through the NCCTG
· the Secretary or delegate of the DoHA is the decision-maker on the scheduling of medicines and chemicals and other changes to the Poisons Standard
· two separate committees to advise decision-makers: the Advisory Committee on Medicines Scheduling (ACMS),and the Advisory Committee on Chemicals Scheduling (ACCS)
· a single Poisons Standard as a Commonwealth legislative instrument
· a single scheduling secretariat to ensure ongoing consistency and cohesiveness of the process.

[bookmark: _Toc370121326][bookmark: _Toc370723884]Chapter 2
About this review
[bookmark: _Toc370121327][bookmark: _Toc370723885]What this review is about
The TG Act states that an independent review of the arrangements for the scheduling of substances must be conducted. Specifically, the review must look into the operation of 
Part 6-3 of the TG Act, with particular reference to the 2009 amendments. The review must start before 1 July 2013.
The terms of reference for the review are contained in section 52EC of Part 6-3 of the TG Act:
‘52EC Review of scheduling regime
(1)	The Minister must cause an independent review of the operation of this Part to be conducted, with particular reference to the amendments to this Part made by the Therapeutic Goods Amendment (2009Measures No.2) Act 2009 (the amendments).
(2)	The review must:
(a) start not later than 1 July 2013;and
(b) be completed within 6 months. 
(3)	The review must report on:
(a)	the system of access controls for goods containing scheduled substances established by this Part;
(b)	the outcomes of the administration of scheduled substances by the Secretary and by the committees established by this Part;
(c)	the effect of the amendments on the therapeutic goods industry and on individual parties within the industry;
(d)	whether there are adequate avenues for review of decisions made by the Secretary and by the committees established by this Part;
and may make recommendations for further changes to the scheduling regime.
(4)	The review must be conducted by a panel which must comprise not less than three, and not more than five, persons with relevant expertise.
(5)	As part of the review, the panel must invite and consider public submissions.
(6)	The panel must give the Minister a written report of the review.
(7)	The Minister must cause a copy of the report to be laid before each House of the Parliament within 15 sitting days of that House after the day on which the Minister receives the report.
[bookmark: _Toc370121328][bookmark: _Toc370723886]Review process
[bookmark: _Toc370723887]Appointment of the panel
The Minister for Health and Ageing, the Hon Tanya Plibersek MP, appointed a panel to conduct the review on 31 January 2013. The members of the review panel were:
· Dr Eva Bennet-Jenkins (Chair), former CEO of the Australian Pesticide and Veterinary Medicines Authority (APVMA)
· Ms Barbara Belcher AM, a former First Assistant Secretary of the Department of the Prime Minister and Cabinet
· Ms Jan Bowman PSM, former Assistant Director, Environmental Health of the Public Health Branch, Department of Health, Victoria
· Mr Chris Healey, former Director of the Drugs and Poisons Policy and Regulation Unit Queensland Health
· Ms Anne Trimmer, CEO of the Medical Technology Association of Australia.
The review formally commenced with the first meeting of the panel on 12 March 2013.
[bookmark: _Toc370723888]The consultation strategy
The panel’s consultation strategy comprised inviting written submissions, and holding stakeholder forums, face-to-face meetings and teleconferences.
The panel prepared a number of documents about the review of arrangements for scheduling substances under Part 6-3 of the TG Act, to assist stakeholders to engage with the review. These documents included:
· ‘Review of arrangements for scheduling substances, Part 6-3 of the Therapeutic Goods Act 1989 - Information for stakeholders: Part A- What this review is about’
· ‘Review of arrangements for scheduling substances, Part 6-3 of the Therapeutic Goods Act 1989 - Information for stakeholders: Part B- Background to the scheduling arrangements’
· A submission template.
[bookmark: _Toc370723889]Inviting public submissions
As required by the terms of reference for the review, the panel invited public submissions. The panel invited submissions through newspaper advertisements, through information disseminated via the regulatory agencies, and by making a direct email to over 80 addressees. The submission period commenced on 2 April 2013 and closed on 29 April 2013.
The panel provided a submission template to assist stakeholders in developing their submissions. The template included a series of questions to assist the panel to gather information it had identified as important to inform the review. The template and questions were developed, so as not to limit the scope of comments that stakeholders may have wanted to make against the terms of reference of the review.
The panel received 13 submissions. 12 of these submissions were published on the DoHA website, while one submission was provided in confidence.
The panel also invited submissions from, and conducted a survey of, the states’ and territories’ members of the advisory committees.
Parties participating in the panel’s review included regulatory and other government agencies, peak industry bodies, individual companies and individual persons. Industry representation was from the non-prescription medicines sector; peak bodies representing the supply and distribution of prescription and non-prescription medicines; the hygiene, cosmetic and speciality products industry; and the Chinese and complementary medicines industry.
While the panel invited the same such participation from the prescription medicines industry and the agricultural and veterinary chemicals industry, no members or bodies from these industries (other than the specialty products industry) participated in the review.
[bookmark: _Toc370723890]Stakeholder forums and meetings
The panel held three stakeholder forums - one each in Canberra, Sydney and Melbourne. The panel held eleven face-to-face meetings with respondents who had raised substantial issues in their submissions or at the forums.
The panel met with the chairs of each of the advisory committees and held a teleconference with each of the advisory committees.
For a complete list of participants at forums and face-to-face meetings, refer to ‘Appendix 2’ in this report.
[bookmark: _Toc370121329][bookmark: _Toc370723891]The panel’s review and this report
Section 52AA Overview of Part 6-3 of the TG Act states:
‘This Part provides the basis for a uniform system in Australia of access controls for goods containing scheduled substances.
The scheduling of substances allows restrictions to be placed on their supply to the public in the interest of public health and safety. This is aimed at minimising the risks of poisoning from, and the misuse and abuse of, scheduled substances.’
In setting the scope of the review, the panel determined that in reviewing the operation of Part 6-3 it would accept that the scheduling framework continued to be an effective and appropriate framework for access controls for medicines and chemicals. The panel formed its view, based on the conclusions of both the Galbally Review and the PC report.


The Galbally Review concluded:
‘The Review is satisfied that most of the current controls provide a net benefit to the community as a whole in relation to the use of substances that have the potential to cause harm. The recommendations for change are in the areas of increasing national uniformity, improved efficiency, reducing the level of control where possible, and improving the net benefit to the community as a whole of those controls which rely on professional practice to be effectual.’ (Galbally Review, p.10)
The PC report concluded:
‘Existing Regulations generally appear to be effective in achieving their public health goals, but some reforms are warranted to improve that effectiveness and to overcome inefficiencies.’ (PC report, p. 93)
During the conduct of the review, a number of matters relevant to the future effectiveness and administration of the scheduling framework were raised by respondents. These included the:
· role, profile and integration of scheduling with other parts of regulation, policy and processes 
· importance of consistency in state and territory medicine and chemicals controls 
· impact of the transition to the Australia New Zealand Therapeutic Products Agency (ANZTPA).
The panel did not specifically investigate, or make findings or recommendations on these matters, because they are broader than the current operation of Part 6-3. However, the panel made a number of observations, which are discussed in ‘Chapter 8 - Other matters’.
[bookmark: _Toc370121330][bookmark: _Toc370723892]Structure of the report
At the commencement of the review, the panel prepared documents to set out the parameters of its review and what it would report on. The structure of the report follows the same structure as the information documents provided to the public:
· Chapter 3 - Objectives of the 2009 amendments
· Chapter 4 - System of access controls
· Chapter 5 - Outcomes of administration
· Chapter 6 - Effects of the 2009 amendments on industry
· Chapter 7 - Avenues for review
· Chapter 8 - Other matters.


[bookmark: _Toc370121331][bookmark: _Toc370723893]Chapter 3
Objectives of the 2009 amendments
The objectives of the 2009 amendments were to provide for more flexible, efficient and effective arrangements for the scheduling of substances.
Several respondents noted that in general, the new arrangements (Secretary or delegate as the decision-maker, two expert advisory committees and a single Poisons Standard) have been positive, have delivered some improvements in efficiency and effectiveness, and have largely met the objectives. Respondents cited benefits, including that the Secretary-only decisions process has reduced the number of decisions requiring committee deliberations. The new arrangements also allow scheduling decisions to be completed ahead of registration and marketing.
In general, respondents gave broad support for the new arrangements - particularly for the separation of the processes for the scheduling of medicines and chemicals. Respondents noted that the new arrangements have increased the expertise available for chemicals scheduling. In discussions, the question was raised whether the separation of medicines and chemicals scheduling has occurred as intended and/or whether it should be further enhanced through separate secretariats and/or focus on minimising the number of joint advisory committee meetings.
Negative comments about the new arrangements included:
· lack of clarity about proposals, and uncertainty about how and when a decision is made
· lack of clarity about the roles, responsibilities and processes of the secretariat, advisory committees and delegates
· the impact and inefficiencies arising out of poor alignment with other regulatory processes.
Some respondents noted very few net benefits, or differences, with the new arrangements- noting that they were no worse than the previous arrangements.
The panel found general agreement among all respondents that there was scope to make the scheduling arrangements more efficient and effective.
Most commonly, respondents suggested that greater transparency and timely access to more detailed information would:
· enhance the capacity for the public to make relevant submissions in response to public notices for scheduling proposals (both at the initial and interim stages)
· enhance the capacity for the public to prepare quality applications (by understanding what is important to the advisory committee and decision-maker)
· enable the advisory committees to focus more expeditiously on the applications put to them 
· enable states and territories to implement decisions more efficiently and effectively.
Greater transparency and timely access to more detailed information, would also provide stakeholders with more confidence in the arrangements, and support expanding the circumstances or delegate-only decisions.
Most submissions - and many of the discussions at the forums and meetings - raised issues concerning the on-going policy oversight of the SPF. They also raised issues with other guidelines in need of review and further work.


[bookmark: _Toc370121332][bookmark: _Toc370723894]Chapter4
System of access controls
In relation to s52EC (3) (a) ‘the system of access controls for goods containing scheduled substances established by this Part’, the panel took the system to comprise the sections of the TG Act summarised here:
· s520 (2) and (3)- the powers of the Secretary or delegate to amend or prepare a new Poisons Standard on his or her own initiative, or following an application under s52EAA of the TG Act 
· s52E- the matters the Secretary must take into account in exercising powers; that is that in amending or replacing the current Poisons Standard the Secretary must:
· s52E (2) (a) and (b)- comply with any guidelines[footnoteRef:4] of the AHMAC and its subcommittee, the NCCTG [4:  Currently the SPF.] 

· s52E (3)- have regard to any recommendations or advice of the ACMS and the ACCS
· 52EAA- the process for applications for amendments to the Poisons Standard and the provisions relating to accessing additional information.
Overall, respondents generally supported the arrangement whereby the Secretary or delegate is responsible for the scheduling decision, and for the associated amendments to the Poisons Standard.
Three key themes emerged from issues raised by respondents regarding the system of access controls:
1. While public health should be the focus of scheduling, the regulatory impact and practical issues also need to be recognised in the decision-making process
2. There is a need for greater clarity and transparency of the process to amend the Poisons Standard
3. There is a great deal of uncertainty about who is responsible for on-going oversight the guidelines of the AHMAC and the NCCTG, currently given effect through the SPF.
[bookmark: _Toc370121333][bookmark: _Toc370723895]Regulatory impact and practical issues in the decision-making process
Respondents generally agreed that public health is, and should remain, the main driver for scheduling. They noted that the advisory committee membership and the Secretary or delegate require the expertise necessary to reflect this driver.
Most respondents agreed that the matters to which the Secretary or delegate must have regard when amending the Poisons Standard are appropriate. However, some respondents felt that other issues (including implementation issues) also need to be recognised in the decision-making process. For example, submissions suggested that:
· pharmacy practice issues should be taken into account
· costs and benefits of scheduling decisions should be taken into account, particularly for low risk products
· there should be a requirement for regulatory impact assessment (or similar) of scheduling decisions
· implementation issues (particularly timing) should be taken into consideration when making scheduling decisions.
The panel found that the Regulation 42ZCC (which sets out the constitution of the ACMS) includes the requirement that a committee member must have expertise in, among other areas, pharmacy practice. Therefore, it is to be expected that the Secretary or delegate would consider practice issues, and that these issues would be integral to committee deliberations and recommendations.
The panel’s view is that the arrangements, as they stand, provide scope for the Secretary or delegate to seek advice on practice issues as part of the decision-making process - the panel encourages that course.
In terms of cost/benefit assessments and/or a regulatory impact assessment of scheduling decisions, the panel notes that the Office of Best Practice Regulation (OBPR) has agreed that some types of amendments to the Poisons Standard occur on a regular basis and are minor or machinery in nature. The OBPR has agreed that it does not need to assess whether a Regulation Impact Statement (RIS) is required for these amendments. They are:
· adding new substances to the Poisons Standard 
· down-scheduling of substances
· correction of minor errors or inadvertent scheduling errors
· urgent scheduling when it relates to new substances or derivatives of existing Schedule 9 substances. This does not cover instances where urgent scheduling relates to up-scheduling of existing substances
· annual consolidation of the Poisons Standard.
It follows that any other type of amendments to the Poisons Standard would require the OBPR to assess whether a proposal triggers a RIS.
Some respondents commented that an implementation plan should be required as part of an application for scheduling, and that this plan should be part of the scheduling decision-making process. The panel noted feedback from the delegates that implementation issues are considered (including liaison with state and territory regulators as necessary), and are integral to advisor y committee deliberations and recommendations.
The panel found that delegates take account of regulatory impact and practical issues when making scheduling decisions. Therefore, respondents’ concerns might be addressed by greater clarity and transparency of the process followed by the Secretary or delegate.
[bookmark: _Toc370121334][bookmark: _Toc370723896]Clarity and transparency of process to amend the Poisons Standard
Respondents called for greater clarity, transparency and timely access to more detailed information about amendments to the Poisons Standard Respondents were particularly concerned about the following areas:
· Circumstances in which the Secretary or delegate can amend the Poisons Standard on his/her own initiative
· The scope and context of an application or initiative to amend the Poisons Standard
· Information considered by advisory committees and the Secretary or delegate
· Greater transparency of decisions when the Secretary or delegate’s decisions are different from committee recommendations, and when final decisions are different from interim decisions
· How the Secretary or delegate exercised his/her power (including how the advisory committees and the Secretary or delegate apply the SPF)
· How risk/benefit and risk management decisions are made.
The ability to make a decision at the Secretary or delegate’s initiative is a very broad power and allows for urgent and unexpected issues to be dealt with in a timely manner (see s4.5 of the SPF).The panel also understands that this is the mechanism whereby the Secretary or delegate considers scheduling proposals that arise out of regulator or agency-initiated existing chemical review processes, such as those of the APVMA or National Industrial Chemicals Notification and Assessment Scheme (NICNAS).
The panel considers that more information could be made available to stakeholders about the circumstances under which decisions to amend the Poisons Standard are made at the Secretary or delegate’s initiative.
In submissions and discussions at forums and meetings, respondents raised the issue that they need more information about the intent of an application or an initiative to amend the Poisons Standard. Respondents felt that there was insufficient information available to allow them to engage with the process in the most efficient and effective way. Some called for a process whereby stakeholders would have access to the complete application, including information on the purpose, rationale and evidence-base.
Some respondents were also concerned that evaluations are confidential - that this lack of transparency does not provide them with the opportunity to comment on the evidence considered, or whether relevant expertise and advice was sought and considered. The panel notes that the Regulations provide for the publication of submissions to a scheduling proposal, and that suitably redacted submissions are published on the Therapeutic Goods Administration (TGA) website. However, these provisions do not extend to evaluation reports, the range of expertise and advice provided to the Secretary or delegate, or the publication of minutes of the advisory committee meetings.
The panel agrees that clarity and transparency of a scheduling proposal and its evaluation are important. However, this must be balanced against both the need to protect the independence of the decision-making process, and the need to protect personal, professional and commercial business information.
All respondents stressed the need for greater transparency in how the Secretary or delegate exercised his/her power. Stakeholders are seeking more detail in the record of reasons that accompanies a notice of decisions. They are looking for a level of detail that allows them to understand:
· what has been considered and the approach taken
· how the advisory committees and Secretary or delegate applied the SPF.
Many respondents saw the need for more detail and greater transparency about a decision as particularly important if: the Secretary or delegate’s decision is different from a committee’s recommendation, or if the final decision is different from the interim decision.
The panel noted comments that under the NDPSC model, the record of reasons from the NDPSC meetings served as a comprehensive outline of matters considered for decisions proposed to, or made by, the committee. Under this model, detailed information (including the scheduling history and summaries of the application, evaluation, submissions and the decisions) was recorded- supporting transparency and assurance about decisions.
Under the new arrangements, delegate notices provide less detail on background and deliberations, focussing on the requirements provided for in the Therapeutic Goods Regulations 1990. One respondent commented that the loss in type and quantity of information in public notices has resulted in some loss of confidence by stakeholders in the new scheduling arrangements.
The panel understands that the secretariat is working with the delegates to reconsider the level of detail to be included in a notice of decision. In doing so, the secretariat and delegate should note that they could address many of the issues regarding clarity and transparency, by including more information in the public notices that outline scheduling proposals. Clearly, stakeholders would like more information at all stages of the process. This issue is discussed further in this report in ‘Chapter6 - Effects of the 2009 amendments on industry’.
Some respondents suggested that clarity and transparency of the scheduling decision-making process would benefit from a more structured approach or framework for ‘risk/benefit assessment. This issue is discussed in more detail following in this chapter, and further in ‘Chapter6 - Effects of the 2009 amendments on industry’.
[bookmark: _Toc370121335][bookmark: _Toc370723897]The SPF
Most respondents and many of the discussions at the forums and meetings raised issues concerning the guidelines of the AHMAC and the NCCTG (currently given effect through the SPF), as well as the need for more guidance and information in general. The issues fell into three main themes:
1. Policy oversight, review and development
2. The need for more guidance on specific scheduling issues
3. Streamlining the scheduling processes.
Concerns were also expressed about the implications arising out of the establishment of the ANZTPA, and how scheduling aligns with other policy areas (such as the National Medicines Policy and the Pharmaceutical Benefits Scheme). The issue of integration of scheduling with other regulation and policy is discussed in more detail in this report in ‘Chapter 8 - Other matters’.
[bookmark: _Toc370723898]Policy oversight, review and development
Respondents generally regarded the SPF as a useful articulation of the policy framework. However, they expressed an overwhelming concern about the uncertainty regarding the current status of the NCCTG. They held similar concerns about the process for managing the ongoing policy oversight, and review and reform of the Poisons Standard and scheduling framework.
For example, respondents noted the role of the appendices of the Poisons Standard in supporting and complementing the schedules. They stated that many of the appendices have been in place for decades, are out of date and in need of review. Respondents were also unclear about how the pol icy context for matters covered by Parts 1, 2 and 3 (Interpretation, Labels and Containers, and Miscellaneous Regulations respectively) of the Poisons Standard will be considered.
Respondents sought clarity regarding the updating of the NCCTG guidelines, particularly with respect to Appendix H. This covers Schedule 3 medicines (which are permitted to be advertised). The panel notes that the DoHA, through the TGA, released a consultation RIS ‘Regulating the advertising of therapeutic goods to the general public’ on 31 May 2012. This RIS deals with advertising of over-the-counter (OTC) medicines.
Furthermore, respondents considered that the SPF is in need of review, noting that there have been no amendments since 2010. They noted that the SPF should be updated to reflect current processes and experience in its application. They also noted that there are a number of policy gaps and areas where they need more guidance.
Respondents held different views about the level to which advisory committees can contribute to policy development, because committee members are selected largely for their technical expertise. Respondents were confused about how a review of aspects of the Poisons Standard might be initiated, or who should lead such work. One state raised concerns about the absence of a clear pathway for states and territories to refer and have scheduling matters considered. There was a strong view among respondents that there needs to be a clear and transparent mechanism for policy oversight of the scheduling framework, and that this mechanism should involve the states and territories at an appropriate level.
The panel notes that in s52E (2) of the TG Act, there is an expectation of the operation of inter-government policy oversight - because the scheduling decision-making is required to comply with guidance issued by an inter-governmental framework.
[bookmark: _Toc370723899]More guidance on scheduling issues
Overall, the respondents were of the view that there is a need for more background information and guidance to support the operation of Part 6-3, in areas such as:
· the ‘other matters’ provided for under s52E, that the Secretary or delegate considers necessary to protect public health
· a framework for decision-making criteria (such as risk/benefit of use and potential for abuse)
· overarching principles for decision-making
· criteria for excluding substances from scheduling
· a framework for the scheduling of combination products
· data and information requirements for requests or applications to re-consider a schedule entry, as a result of new information or other public health issues.
Respondents commented that the SPF provides guidance about the assessment of hazards and risk, but it does not provide guidance about the assessment of benefits, or even define what a public health benefit is. This is perceived by industry as leading to inadequate consideration of whether the availability of a product will be of benefit to the consumer.
Respondents were concerned about the lack of detailed explanation within the SPF about the matters the Secretary or delegate must consider, and the priority or weighting they must give to these matters. For example, the potential for misuse or abuse of a product needs to be weighed up against legitimate uses - in turn, this may impact the risk/benefit assessment. Respondents consider that the data required to assess risk/benefit (particularly in the medicines area) is not well articulated in the SPF. There is concern that this creates uncertainty, because there is little consistency or reliability in the types of data that the Secretary or delegate considers.
A few submissions suggested that greater clarity of the principles of decision-making (and what weight they are given or ought to be given) could provide guidance on the more subjective judgements. One suggestion was to use the ‘As Low As Reasonably Practicable’ (ALARP) principle to achieve an appropriate management of risk, rather than attempt to achieve ‘zero risk’.
The panel noted that the current SPF model for making decisions embodies a ‘cascading principle’. The model exemplifies the cautionary principle for public health and allows the best fit to be found using a systematic approach. It also facilitates the reclassification process for substances when new knowledge or practice emerges that materially alters the public health risk, or an application for rescheduling is received.
Several respondents would like to see criteria for excluding substances from scheduling, particularly for medicines. The panel noted the SPF describes these substances as not meeting any criteria for inclusion in any schedule; the decision is made by exclusion and listing in Appendix B. Several respondents considered more detail is required on how best to deal with ‘combination products’ if there is limited data about the risk profile of the combination. This is an area where respondents consider decisions to be subjective and inconsistent
Respondents commented on the lack of guidance for the types of applications that raise a scheduling issue or public health issue. This includes such issues as applications for amendments to the Poisons Standard raised by coroners, health professionals, consumer groups and individuals.
The panel notes that when developing guidelines such as the SPF, there is a need to reach an appropriate balance between a more prescriptive framework, with one that allows sufficient flexibility for professional judgement and expert opinion. Some respondents noted that the SPF should remain as a high-level guidance to the Secretary or delegate. However, respondents have commented that confidence in the scheduling arrangements is reduced if there is inconsistency in application or a lack of transparency in the process.
The panel has found that stakeholders have a need for more guidance on scheduling issues. The SPF need not necessarily incorporate all detail. More detailed background information, more explanation of process and more general guidance to stakeholders, could be provided in the form of information sheets or flow charts - similar to the current flow charts that outline the scheduling framework that are published on the TGA website.
[bookmark: _Toc370723900]Streamlining the scheduling processes
The panel found that there is general agreement among all stakeholders that there is scope to make the scheduling arrangements more efficient by streamlining processes. For example, submissions made the following suggestions:
· Provide greater flexibility for delegate only decisions and for purely administrative decisions
· Allow registration agencies to decide whether scheduling consideration is warranted, and allow them to make recommendations directly to the Secretary or delegate
· Clarify the process to enable rapid decisions when public protection is an imperative
· Provide the ability to reject or defer consideration of a matter, if an application does not meet application requirements or is deficient in da ta.
There were also a number of suggestions to improve efficiencies and reduce timelines, by streamlining processes with other regulatory registration approval processes. These are discussed in more detail in this report in ‘Chapter 6 - Effects of the 2009 amendments on industry’ and ‘Chapter 8 - Other matters’.
Respondents had mixed views about providing greater flexibility to the Secretary or delegate to determine whether a scheduling application needs to be considered by an advisory committee. The views ranged from those who considered that all scheduling decisions should go to committees, to those who considered that there should be more delegate-only decisions.
Some respondents considered that more Secretary or delegate only decisions, with appropriate public consultation, would streamline the process and increase efficiency. Industry respondents supported this as long as the appropriate expertise was available to the Secretary or delegate.
For an overview of the proportion of Secretary or delegate-only decisions over the period February 2001 to March 2013, see Figure 1.
Figure 1: Secretary or delegate-only decisions
Of the submissions considered by the Secretary or delegate from February 2011 to March 2013, Secretary or delegate-only decisions have accounted for:
· 33% of chemical considerations
· 53% of medicine considerations.

Registration agencies consider they are well placed to determine whether scheduling considerations were warranted - for example, veterinary medicine products for scheduling if there is an existing unqualified Schedule 4 entry - or whether recommendations should be made directly to the Secretary or delegates. The agencies agreed that the SPF should be amended to allow straightforward and routine decisions to be considered by the Secretary or delegate only, particularly for lower risk decisions.
Some states and territories were supportive of streamlining this process. However, others argued that the impact on implementation of scheduling decisions in their jurisdictions required advisory committee consideration.
A strong view among respondents was that procedures are required for rapid decisions to be made on scheduling of new substances in the event of a public health emergency.[footnoteRef:5] The panel was advised that the scheduling cycle is an 18-week process involving preparation of information as well as a public consultation process. This timeframe is incompatible with rapid decision-making, and respondents were of the view that the SPF needs to have criteria for emergency scheduling. [5:  There have only been two circumstances to date where this has occurred.] 

Other issues requiring elucidation in the SPF concerned processes to deal with applications when there is incomplete or deficient data, and applications when the advisory committees have not been able to provide advice to the Secretary or delegate. The panel was advised that neither the Regulations, nor the SPF, provide advice on deferral of decisions. Similarly, there is no advice on rejection of applications when there is no supporting data.
There was also a comment that further clarity is required for deleting a listed substance from the schedules, because currently there is no guidance in the SPF.
[bookmark: _Toc370121336][bookmark: _Toc370723901]Application for amendment of the Poisons Standard
Respondents raised several issues in relation to the application for amendment of the Poisons Standard: 
· Clarity on what constitutes the ‘form approved by the Secretary’
· Clarity and consistency on whether use of the application template is mandatory in all cases
· The need for a clearer and better-structured format for the application template.
Respondents noted that there are no clear guidelines on who may make an application to amend the Poisons Standard. There were concerns that application requirements for industry are different from those required of the public. Lack of clarity about the application requirements when there is no obvious sponsor (such as scheduling in response to public health and safety concerns), was also raised as an issue. The panel noted advice from the secretariat that only around 30% of applications for scheduling are in the form of the template, and that a greater use of the application template would increase efficiency and effectiveness of the scheduling process.
Respondents also identified issues relating to the clarity of the content of the application template and its ease of use. Respondents noted that not all aspects of the template are relevant for every scheduling application. Some suggested that there should be different templates or forms for medicine and non-medicine substances.
In terms of methods of lodging applications, four respondents supported lodgement in both electronic and hard copy formats. One of these qualified this support by saying that electronic lodgement should be through existing, commonly available software platforms.
The panel notes that better use could be made of the application template. For example, the template could include a requirement that the applicant provide a summary of the purpose, rationale and outline of the evidence base for the proposal (that would be published as part of the public notice requirements).
[bookmark: _Toc370121337][bookmark: _Toc370723902]Findings and recommendations
The panel made the following findings about the system of access controls: 
· Public health should continue to be the main focus of scheduling
· There is a need for greater clarity, transparency and guidance about the process to amend the Poisons Standard
· There is a need for a clear and transparent mechanism for policy over sight, development and reform of the SPF and other guidelines relevant to 52E (2)
· There are opportunities to streamline scheduling processes, while at the same time al owing for greater flexibility.
After considering these findings, the panel has made four recommendations.
[bookmark: _Toc370723903]Recommendation 1
Improve the level of detail, clarity and transparency of the information contained in public notices relating to scheduling proposals, interim decisions and final decisions.
[bookmark: _Toc370723904]Recommendation 2
If the NCCTG is disbanded, the state and territory regulators and the Secretary, through the AHMAC, should establish a mechanism for policy oversight. This should include the development and on-going maintenance of the SPF and other guidelines relevant under s52E(2) of the TG Act.
[bookmark: _Toc370723905]Recommendation 3
Through the mechanism referred to in Recommendation 2, consider the findings of this report to:
a. determine the level of detail required in the SPF regarding the matters the Secretary must take into account when exercising powers
b. determine whether additional decision-making principles (outlining the public health focus of scheduling) should be included in the SPF
c. determine the utility of a more structured approach or framework for risk/benefit assessment (such as that which is currently available for medicines in the UK and under consideration in other countries)
d. consider extending the situations for delegate-only decisions. Consider circumstances where the APVMA can provide scheduling recommendations for agricultural and veterinary chemicals directly to the Secretary or delegate. Consider circumstances in which the APVMA can decide not to refer agricultural or veterinary chemicals to the Secretary or delegate, if the recommendation would only be to confirm an existing schedule listing
e. develop a process to reject or defer consideration of applications which do not meet application requirements, or are deficient in data
f. clarify the scope of the term ‘amend’ to include the ability to ‘delete’ listed substances from the Poisons Standard.
[bookmark: _Toc370723906]Recommendation 4
The secretariat should:
a. publish a document to clarify the application requirements (the ‘form approved by the Secretary’) for all application types
b. review the content and structure of the application template to make it more flexible and easier to use for different application types. In doing so, the secretariat should consider requiring applicants to provide certain information about their application that can be included in public notices.


[bookmark: _Toc370121338][bookmark: _Toc370723907]Chapter 5
Outcomes of administration
The review panel has determined that sections 52A, 528, 52C, 52CA and 520 of the TG Act are the relevant components of Part 6-3 that relate to the outcomes of the administration of the scheduling framework. These sections may be summarised as:
· s52A - definitions
· s52B, s52C and s52CA - functions of the ACCS and ACMS, and associated Regulations 
· s52D - amendments to the Poisons Standard and associated Regulations.
[bookmark: _Toc370121339][bookmark: _Toc370723908]Definitions
The 2009 amendments included an amendment to the definition of ‘substance’ that appears in Part 6-3 of the TG Act. The definition, at the commencement of the new administrative arrangements, was to comprehensively reflect the substances that may be considered for scheduling by the Secretary, and on which the ACMS and the ACCS may consider and advise the Secretary.
States and territories generally agreed that the definition of ‘substance’ aligned with their jurisdictions and met their needs. One respondent questioned the need for a definition, noting that standard dictionary interpretation would be less restrictive. Other respondents agreed that the definition is generally appropriate, although one respondent noted that it is not clear whether it adequately covers instances when a ‘group of substances’ is considered.
Several respondents called for greater clarity and specificity in public notices (required for proposals for scheduling), when a proposal relates to a ‘group of substances’ or to a substance that ‘belongs’ to a group of substances. The panel has made a recommendation relating to the clarity of public notices in this report in ‘Chapter 4- System of access controls’ (see Recommendation 1).
Some respondents noted that descriptions of ‘groups’ or ‘classes’ of substances in schedules are too broad in some cases, while in other cases they are not broad enough. States and territories noted that under the prior NDPSC arrangements, a ‘drafting advisory panel’ would be formed, if necessary, to consider and develop schedule entries. The panel noted that the Secretary or delegate may request advice from advisory committees on appropriate schedule entries. The panel also noted that it is open to an advisory committee to form a working group to consider schedule entry descriptions. However, a working group process has not been invoked to date.
The panel noted comments that chemical nomenclature in the Poisons Standard should be consistent with that used by assessment and regulatory agencies. The panel also noted a suggestion that a guidance document should be developed that assists in interpreting the definition of ‘substance: The panel agrees that such a guidance document could be beneficial.
[bookmark: _Toc370121340][bookmark: _Toc370723909]Functions of the ACMS and ACCS, and associated Regulations
Respondents raised issues in four broad areas relevant to the operations of the ACCS and ACMS, which were:
1. Membership of the committees
2. Administrative arrangements of the committees
3. Processes around timelines and consultations
4. Roles and responsibilities.
[bookmark: _Toc370723910]Membership of the committees
Responses from states and territories and other respondents supported the membership categories and current appointees of the advisory committees. One state noted that current expertise on the ACMS included a member with expertise in drug addiction and that this has been valuable. The respondent suggested requiring committee membership to include expertise in the field of drug addiction and epidemiology,
One state noted that the ACMS membership should include prescribers and pharmacists. This proposal was supported by comments from two other respondents, who suggested that a registered health practitioner and a practising pharmacist should be included. Some respondents suggested that the committees should include public health experts and complementary medicine experts. Some respondents also suggested that the ACCS should include technical and non-technical membership.
The panel noted the concerns of some respondents that increasing committee membership could lead to an unwieldy number of members.
One state - arguing that the chairs need to be closely connected to the secretariat - suggested that the change that led to the Commonwealth not chairing the advisory committees should be reviewed. The state’s view was that, as chair, the Commonwealth would gain a better understanding of the state and territory roles in the implementation of controls. One of the current committee chairs supported this view, noting that under the earlier NDPSC model (where the Commonwealth was the chair), the Commonwealth took a greater responsibility for committee papers and procedures.
The panel noted these comments but found, given that a Commonwealth Secretary or delegate is now the decision maker, it would not be appropriate for the Commonwealth also to chair committees from which it seeks advice. The panel viewed this as a potential conflict of interest.
The advisory committees supported the attendance of the delegate as an ‘observe’. The delegate’s attendance helps ensure that committee discussions and advice are provided in the most efficient and effective way. The panel noted that it is common practice that the delegates attend committee meetings.
The advisory committees also supported granting ‘observer status’ to regulators, to facilitate better integration of the scheduling and regulatory systems. While the Australian Competition and Consumer Commission (ACCC) currently does not hold a role as an observer on the committees, both the ACCC and an industry respondent welcomed the participation of the ACCC as an observer on the committees.
A number of agencies raised issues relating to the role and status of the observer on the committees. Those agencies were unclear about contributing to agenda items - other than those relevant to their area of responsibility - and believed that they would require guidance to ensure they effectively carry out their roles as observers.
An industry respondent believed that applicants and sponsors should be able to be present during committee discussions about their scheduling applications. The respondent advised that the Medicines Classification Committee (MCC) in New Zealand permits this to occur. The MCC believes this provides further clarity about the basis for scheduling submissions and considerations.
The panel found that the membership categories, requirements and process for the nomination and appointment of committee membership are appropriate. The panel encourages the ACCC to seek observer status on the committees. The panel also encourages the chairs, in consultation with the Secretary or delegate, to clarify the role of observers on the committees. The panel does not see the need to extend the membership categories specified in the Regulations, but encourages the Secretary or delegate to seek specialist advice when needed (either directly or through specialist committee working groups). The panel notes that there is no restriction placed on the committees to request the attendance of a sponsor in relation to specific agenda items.
[bookmark: _Toc370723911]Administrative arrangements of the committees
One respondent noted that greater efficiency and effectiveness could be gained by streamlining the role of the joint advisory committee meetings.[footnoteRef:6] Some respondents referred to the joint meeting as a ‘third committee’ - noting the additional administrative burden that a ‘third committee’ places on the secretariat. [6:  For the seven meeting cycles of the ACMS and ACCS for the period October 2010 to October 2012 as considered by the panel in this review, five held joint meetings] 

Some respondents commented that there is a question whether or not the separation of medicines and chemicals scheduling has occurred as intended given the frequency of the joint meetings to date. Others were not sure who decides to refer an application to a joint meeting.
The panel encourages the Secretary or delegate and secretariat to review and clarify the circumstances when the advisory committees must meet as a joint meeting. The panel notes there is good cross­ participation of members of the committees (six of the nine nominated members are the same on each committee). Delegates should consider this before deciding to seek advice from a joint meeting.
Some respondents indicated that the committees should be able to deal with ‘straightforward scheduling applications’ through the use of teleconferences or videoconferences between designated meeting dates. However, the panel also noted the alternative view, that out-of-session meetings would be impractical, given the public notices and consultation requirements, and would place an additional administrative burden on the secretariat. A chair of one of the advisory committees also noted the difficulties associated with chairing highly technical teleconferences involving large numbers of participants.
One respondent raised the issue of increasing the current ‘forward meeting timetable’ of the committees from 12 to 24 months. The rationale for this suggestion was to assist the agency with project planning, in relation to registration applications. The advisory committee members supported this proposal.
The panel encourages the secretariat to look at developing a 24-month forward timetable for meetings.
[bookmark: _Toc370723912]Committee timeline and consultation processes
‘Chapter 4 - System of access controls’ in this report outlines respondents’ concerns regarding the clarity and transparency of the information contained in scheduling processes (see Recommendation 1).
Respondents were also concerned about the timeliness of public information, and the timelines before and after decisions are made. One respondent suggested that when a decision is for a shorter implementation timeframe than recommended by the committees, there should be mandatory consultation with the states and territories. Timelines are particularly important for states, territories and industry because they must prepare to implement decisions. One state commented that the time between the scheduling decision and date of effect is now shorter, more variable and unpredictable.
Generally, respondents raised concerns about the following timeframes:
· The short timeline for the release of agenda items for upcoming committee meetings
· The long and unknown ‘post-meeting’ period (before the publication of the scheduling decision) 
· The short timeframe to implement decisions.
Respondents argued that these timeframes make it very difficult to consult on any scheduling proposal, to provide adequate submissions and to be fully prepared when the decision takes effect. One respondent considered that predictability in relation to the scheduling timelines (as well as consistency in decision­making) should underpin the system. Another respondent suggested fixed timelines for publication and implementation of decisions. Others stressed the importance of implementing certain scheduling decisions quickly in the interests of public health and safety.
The panel found that stakeholders would have a better understanding of timelines for scheduling decisions, if scheduling notices provided more clarity and transparency of information. The panel acknowledges the need to balance the urgency concerning scheduling decisions to achieve public health outcomes, against the capacity for adequate consultation to occur with industry group members and stakeholders.
Other issues relating to the operation of the committees included better integration with other parts of regulation, policy and processes. These are discussed in more detail in this report in ‘Chapter 8 - Other matters’.
One respondent raised the issue of trans-Tasman harmonisation of the scheduling of medicines - in the context of the continuing work relating to the establishment of the ANZTPA The panel understands that (in line with procedures established by the NDPSC) the outcomes of all scheduling considerations are referred to the MCC in New Zealand. There is a reciprocal arrangement in place concerning MCC decisions. This report discusses the implications of the transition to the ANZTPA further in ‘Chapter 8 - Other matters’.
[bookmark: _Toc370723913]Roles and responsibilities
Submissions and face-to-face discussions with respondents indicated that there is a lack of clarity in the roles and responsibilities of the advisory committees, the Secretary or delegate, and the associated administrative and technical support provided by the scheduling secretariat
The primary objective of the revised administrative arrangements was to increase the efficiency and effectiveness of scheduling decisions, through the use of a more flexible framework. A central focus of the model related to the scheduling of new chemical entities (medicines and agricultural and veterinary products) to support increased efficiencies around product registration. However, the new arrangements also contained elements that addressed the ongoing requirement for states and territories to continue to maintain a suitable level of involvement in scheduling decisions - because these decisions take effect through adoption into state and territory medicines and poisons legislation.
The panel’s discussions with the ACCS and ACMS, indicated that some members were concerned that the role of the committees has been significantly constrained by the new arrangements. These comments directly reflect the changes of the scheduling committee model from that of a ‘decision-making’ body to one of an ‘advisory’ body. Under the previous system, nominated members had dual roles; they made scheduling decisions as well as providing advice on downstream state and territory implementation and regulatory issues relating to NDPSC decisions.
Advisory committees continue to consider state and territory implementation matters under the revised arrangements. However, there is an absence of documented guidance on a process for liaison between the Secretary or delegate with state and territory agencies, in their capacity as regulators (as opposed to members sitting on a committee providing advice). This has resulted in ad hoc consultation processes.
Delegates, as well as state and territory respondents, noted that the Secretary or delegate sometimes liaises with states and territories (regarding implementation and regulatory issues) outside the advisory committee framework. This, coupled with the fact that the members nominated by states and territories are significant stakeholders in relation to scheduling decisions, leads to a lack of clarity concerning the roles of the nominated committee members.
The issue of appropriate technical and administrative support, relating to the operation of the advisory committee model, was a common theme raised throughout the course of the stakeholder consultation process. Some respondents raised concerns that the role and functions of the secretariat have changed, following transition from the NDPSC model to the new framework.
Historically, the role of the secretariat was to provide both technical and administrative support to the NDPSC, as well as undertake an interface role in relation to scheduling submissions and general matters concerning the Poisons Standard.
In particular, it is the view of a number of the ACCS and ACMS members that the new arrangements have resulted in a number of changes to processes and to the level of support provided by the secretariat Specific issues they raised related to the:
· increased pressure on committee members to adequately assess and consult on agenda papers prior to meetings - due to the lateness in receiving papers
· absence of comprehensive summaries of material associated with agenda items. Under the NDPSC model, this information formed part of the documentation the committee members received relating to each agenda item, and enabled them to effectively consider scheduling matters.
The panel found that the current level of support has placed unrealistic requirements on committee members, in terms of the time required to undertake work related to the ACCS and ACMS. Some committee members stated that the reduced level of support for the committees has the potential to discourage membership.
However, the panel understands that the secretariat does prepare papers on more complex scheduling matters, to ensure that the committees and the Secretary or delegate are well supported in their advisory and decision-making functions. The panel noted that the secretariat does not necessarily have easy or direct access to electronic records relevant to past amendments to the Poisons Standard. The panel understands that the secretariat is currently investigating the feasibility of developing a searchable database that underpins the Poisons Standard. Such an electronic tool would enable the secretariat to operate far more effectively and efficiently.
The panel understands that the secretariat is currently staffed by significantly fewer full-time equivalent staff than was the case under the prior NDPSC arrangements. Due to staff turnover, many current staff members are also relatively new. The secretariat has implemented changes to enable it to manage its workload, such as streamlining agenda papers and minutes of advisory committee meetings. It has also standardised and simplified the format of papers referring submissions to the Secretary or delegate for consideration.
The panel also understands that the secretariat’s responsibilities include supporting the Secretary or delegate, managing the administrative steps involved in the scheduling process and providing the secretariat to the advisory committee meetings.
The secretariat seems to have minimal consultation or liaison with the chairs of the advisory committees regarding the preparation of agendas. The chairs will usually meet and have a briefing with the secretariat and delegate immediately before a meeting. However, the Regulations describe a committee procedure that is largely driven by the chair.
It appears to the panel that the secretariat’s work is much broader than that described in the SPF - as a ‘single secretariat located in the DoHA [that] supports both Committees.’ It also appears that the delegates and the secretariat are the main drivers of meeting procedures, rather than the chairs of the committees themselves, as set out in the Regulations (Regulation 42ZCL and Regulation 42ZCZB)
Clearly, the secretariat is not sufficiently resourced to manage all the tasks allocated to it. This, coupled with the absence of any clear guidelines concerning the roles and responsibilities of the secretariat, or the secretariat’s relationship with the Secretary or delegate and the advisory committees, appears to be basis for stakeholder concerns.
The panel’s view is that the secretariat must be sufficiently well resourced (in terms of staff and electronic tools) to enable it to function effectively and efficiently. Several respondents raised this as an issue, noting that they have experienced delays in publication of notices and responses to enquiries. The panel notes that the functions that the secretariat is undertaking are very broad and would be better described as those of an administrative team to support the scheduling arrangements, rather than as a secretariat to the advisory committees.
Given the broad roles and expectations of the staff currently appointed as the secretariat it may be prudent to undertake a review of the business activities of the secretariat - to ensure the secretariat provides appropriate support for the technical and administrative requirements of the scheduling framework. This support is critical to maintain the effectiveness of, and confidence in, the system.
This is particularly important because the workload is likely to increase: A new mandatory re-approval and re-registration scheme was introduced with the Agricultural and Veterinary Chemicals Legislation Amendment Bill 2012. In addition, the Inventory Multi-tiered Assessment and Prioritisation (IMAP) is now being used by the NICN AS to assess the human health and environmental impacts of previously unassessed industrial chemicals listed on the Australian Inventory of Chemical Substances (AICS).
In developing the new framework, policy-makers assumed that the separation of medicines and chemicals scheduling would result in processes that were largely identical. Consistency in processes is facilitated through a single secretariat (SPF, Chapter 1: The Scheduling Process; 6. Administration). However, the panel has found that issues, and thus the process, for amendments to the Poisons Standard for medicines can be quite different from those for chemicals. This requires not only relevant expertise among advisory committee members and the delegate, but also specialised secretariat support. As the DoHA gains more experience with the new scheduling arrangements, the panel encourages it to consider whether two separate secretariats would be more effective.
The panel noted advice from the DoHA, that the total cost of meetings for the two advisory committees (including joint meetings) is higher than the cost of NDPSC meetings (see Figure 2). Increased cost of a two-committee system was not unexpected, based on the increased number of paid members. The Galbally Review noted that there would be some additional costs associated with having separate committees, but that these costs were justified by the benefits arising from effective use of relevant experts.
Figure 2: Comparison of meeting costs
	
	NDPSC
	ACMS, ACCS and joint ACMS/ACCS

	Total for 7 meetings
	$91,978
	$ 166,777

	No. of paid members
	5 to 7
	12

	Advice or decisions
	247
	206

	Cost/decision
	$372
	$810


Notes: The data is for the seven last meeting cycles of the NDPSC (June 2008 - June 2010) and the first seven meeting cycles of the advisory committees (ACMS, ACCS and joint meetings combined for the period October 2010 to October 2012). The meeting costs do not include the cost of the role of the Secretary or delegate, the technical assessments and evaluation reports, or the cost of the secretariat.
The panel notes that the AHMC agreed that 100% cost recovery should be implemented as part of the arrangements for the scheduling of medicines and poisons. A draft cost recovery impact statement was released for public consultation in 2010. The DoHA will address matters relating to cost recovery through a separate DoHA project (the timing of which has not yet been established).
The panel notes a move to cost recovery could facilitate a more efficient and effective operation of the scheduling arrangements. This could include allocating sufficient resources to the secretariat including technical and administrative support to the delegates and advisory committees.
[bookmark: _Toc370121341][bookmark: _Toc370723914]Findings and recommendations
The panel made the following findings about the functions of the advisory committees:
· The membership categories remain appropriate, but the role of observers should be clarified
· A transparent mechanism is needed that encourages the input of specialist advice and/or committee working groups to the decision-making process
· The timeliness (in addition to clarity and transparency) of public information and decisions is a major issue for all stakeholders, including states and territories
· Roles and responsibilities of the secretariat delegate and chairs, and advisory committee member ship are not well understood. In the case of the chairs, their roles and responsibilities are not well aligned with the Regulations
· The secretariat is functioning as an administrative team with broad responsibilities, and is not sufficiently resourced to manage all the tasks assigned to it.
After considering these findings, the panel has made the following recommendations.
[bookmark: _Toc370723915]Recommendation 5
The DoHA should give priority to determining the business functions and resources of the secretariat ­ to support a predictable, consistent, timely and effective administration of the scheduling framework.
[bookmark: _Toc370723916]Recommendation 6
The DoHA should develop a document to describe the roles, responsibilities and relationships of the secretariat delegates and advisory committee chairs and members, ensuring they closely align with the intent of the Regulations.
[bookmark: _Toc370723917]Recommendation 7
The DoHA should proceed with the cost recovery project for scheduling, as soon as possible.


[bookmark: _Toc370121342][bookmark: _Toc370723918]Chapter6
Effects of the 2009 amendments on industry
This chapter focuses in greater detail on the effects of the 2009 amendments on industry. The issues contained in responses and discussed in this chapter have also been incorporated into other parts of this report. As the effects on industry was an area where the panel received alternative views from different sectors of industry, some respondents’ comments have been identified.
In relation to s52EC (3) (c) of the TG Act, ‘the effect of the amendments on the therapeutic goods industry and on individual parties within the industry’, the panel notes that the new arrangements have been operating for approximately three years. There is insufficient information and little data to fully ascertain the cost/benefit to the industry. Based on responses, the focus of this review has been on the transparency and robustness of the decision-making process.
In addition to the therapeutic goods industry, the panel has also considered the impacts on other industry sectors for which Part 6-3 of the TG Act is applicable.
The panel notes that although representations were made to the panel by the chemicals, pharmaceutical services, over-the-counter and traditional Chinese medicines industries, none were received from the ‘prescription medicines’ sector.
In general, the industry sectors are supportive of the separation of chemicals and medicines scheduling decisions. 
The Australian Self Medication Industry (ASMI) held the view that efficiencies have been gained as a result of having the Secretary or delegate as decision-maker. Separation was seen as having created a more flexible system, although some industry respondents commented that the real efficiency gains are yet to be realized (Accord). The chemicals sector in particular, supported the separation, in large part because of the expertise of the current chemicals delegate. Clearly, relevant experience and expertise of a delegate, not only technically but also in risk management and practical issues, are important and should be key considerations when delegates are appointed in the future.
While the industry sectors have identified improved efficiency as a result of the separation, the view was also strongly expressed (ASMI, Accord) that there has been a corresponding loss of effectiveness. This is discussed in more detail in this chapter, under the headings ‘Process issues’ and ‘Transparency’.
There is a sense that the history of the development of the regulation of scheduling has resulted in gaps in coverage (for example, cosmetics), because there is no overarching framework to connect the various areas of regulation. All respondents agreed that scheduling is concerned with public health and safety, however there needs to be better articulation of the regulatory framework within which scheduling decisions are made. The presence of such a framework would minimise any regulatory anomalies, gaps or duplication.
There was a divergence of views between industry and the states and territories on whether the change in scheduling arrangements had resulted in an ‘industry-led’ process. Some states and territories expressed the view that the committees do not have sufficient public health focus, and that they are too industry driven (the original committee started as the Public Health Committee of the National Health and Medical Research Council, underlining its public health focus). However, it may be that this perception arises from the fact that most scheduling applications are from industry (although other interested parties are not precluded from bringing an application).
ASMI argued that, in considering an application for rescheduling a medicine, there is an undue focus by the ACMS on risk (which appears excessive when compared with the benefit). ASMI also suggested that the decision-making process for medicines could be improved by adopting risk/benefit models used in other countries. ASMI argued that risk versus benefit assessment is not transparent, because the method or guidelines for assessment have not been published.
The panel found the utility of a more structured approach or framework for risk/benefit assessment, such as the one available for medicines in the UK and under consideration in other countries, should be explored (this was noted in this report in Recommendation 3 in ‘Chapter 4 - System of access controls’).
The Pharmaceutical Society of Australia (PSA) and the Pharmacy Guild of Australia (PGA) expressed the view that they have seen very few improvements from the new arrangements, in common with the view of the states and territories. The PSA and PGA also identified a less risk-averse approach in scheduling decisions, as a result of what they perceive as a push by industry for ‘de-scheduling’.
The areas of greatest concern as a result of the 2009 amendments, as expressed by industry respondents, are that the system is not always responsive, transparent and fair (discussed further in this chapter).There is a significant negative impact on industry through the lack of transparency in the current process, the lack of robustness, and inconsistent and risk-averse decision-making (ASMI). This creates a disproportionate impact on industry, because it is the industry that is responsible for the majority of applications for scheduling and rescheduling.
[bookmark: _Toc370121343][bookmark: _Toc370723919]Process issues
Several industry respondents pointed out that a detailed submission is required, based on the published template. While few industry respondents raised issues with the template itself, some industry respondents noted that it was probably more usable by industry and would be daunting to non-industry applicants. Industry respondents (ASMI) commented that the form could be reviewed to address repetition and provide clearer guidance on data requirements. The panel has made a recommendation on this issue in this report in ‘Chapter 4- System of access controls’ (see Recommendation 4).
However, several industry respondents raised the concern that there was reduced specificity in scheduling notices (which alert industry respondents to intended scheduling considerations). Without this specificity, there is uncertainty of the scope of information required for consideration. Both the pharmacist bodies (PSA, PGA) and industry (ASMI, Accord, Johnson & Johnson Pacific, Reckitt Benckiser) identified this as a resource -wasteful problem.
The TGA’s view is that use of the template drives a requirement for specific evidence to support the application (and therefore reduces the likelihood of frivolous applications). However, as Accord pointed out in consultations, the lack of information leads to inefficiencies, because companies can be pushed to respond to scheduling proposals without the context to guide submissions. Companies feel compelled to make submissions, in order to be eligible to participate in the second stage of the process, by responding to interim decisions. So-called ‘placeholder submissions’ have been rejected as not addressing the matters that the Secretary must consider under s52E of the TG Act, resulting in unnecessarily broad submissions.
This issue is also inefficient for the advisory committees, because they receive more material than they require. The panel has considered and made a recommendation on this issue in this report in ‘Chapter 4- System of access controls’ (see Recommendation 1).
Several respondents raised the issue of the need for better preparation before implementation of a decision, and the relevance of appropriate timelines.
A scheduling decision can have a considerable impact on pharmacy practice, because pharmacies may need to change current practices to reflect the change to the schedule listing. The pharmacy respondents (PSA, PGA) suggested that applicants should be required to consider the impact on pharmacy practice in their applications, by including an implementation plan for roll out of the product. This plan should include materials that could be used by pharmacists (PSA). The pharmacy respondents pointed out that one decision can impact multiple products across different brands, and can be difficult and time-consuming to implement
Industry respondents identified the tension between speed to market, sought by industry, and the need for pharmacists to have sufficient time for effective implementation. Pharmacists require access to information that, depending on when it is provided, may compromise the need for confidentiality sought by industry. Industry respondents were not able to suggest which elements of confidential information included in their applications could form the basis of ‘restricted release’ to pharmacists. However, this may be an option for the future.
ASMI identified delays that arise in bringing a product to market - both when the product is a new application, and when following a rescheduling decision. The delays arise because the TGA does not provide for a parallel assessment path. The TGA does not evaluate a new product application until a scheduling decision has been made.
In consultation, the TGA spoke of the potential loss by the sponsor of fees paid to the TGA to process a registration application (or review in the case of a rescheduled product) when the scheduling decision does not support the application. Industry respondents (ASMI; Reckitt Benckiser; Johnson &Johnson Pacific; Merck, Sharpe and Dohme) replied that this is a risk that a sponsor may be willing to assume, in order to reduce the time to market.
The lag time identified by the industry is created in the sequential stream of the decision-making for scheduling, and then labelling for the scheduled product. The TGA advised that the legislation does not permit the TGA to accept an application for registration of an OTC product while it is on the ‘Australian Register of Therapeutic Goods’ as a prescription medicine. Assessment of the product for registration as an OTC medicine, requires examination of the label with new warnings, because of the change in access or use by consumers.
Despite the current provisions in the TG Act, this issue is seen by industry respondents as a barrier to a more efficient process to implement a rescheduling decision. The panel discussed this issue and made an observation regarding the interface between scheduling and other regulatory processes in this report in ‘Chapter 8- Other matters’.
[bookmark: _Toc370121344][bookmark: _Toc370723920]Transparency
The lack of transparency behind many of the processes in the new arrangements gave rise to many comments from respondents, in response to the question of impact on the industry. The panel notes that the DoHA has indicated that experience with stakeholder needs for transparency is still evolving.
The pharmacy bodies (PGA, PSA) wanted more of the information that is contained in applications, to be published. The PGA wanted the information to be part of the public notice for pre-meeting submissions for review by respondents (not just the summary). The PSA observed that there is no open and public consultation process with the presentation of evidence, or the rationale underpinning any proposal. The PSA challenged the claims by industry that ‘commercial in confidence’ material should not be made public. The PSA argued that, at the very least, the agenda and a summary of meeting outcomes should be made public. While the record of reasons is concise, the PSA stated it would like the early release of outcomes, to enable professional bodies (PSA, PGA) to start preparing for the release of information (downstream impact).
The key concern expressed by the Australian Dental Association (ADA), was the lack of transparency of the material upon which the Secretary or delegate’s decision is made. Because there is no system of review, the ADA argued that there is a greater need for transparency in this area.
Some respondents (Accord) called into account the adequacy of the record of decisions. Under the previous process, the committees provided the detailed information that assisted future applicants. The record opened with a summary of previous considerations of the subject of the application ­ this provided context.
Some industry respondents criticised the current record of the decision as having limited utility, because there is no record made of the rationale for the decision.
Industry respondents argued that there is a need for the record of decision to be linked back to the matters that the Secretary must consider under s52E of the TG Act. In the absence of this, the decision may not be defensible. The panel has made a recommendation on this issue in this report in ‘Chapter 4 - System of access controls’ (see Recommendation 1).


[bookmark: _Toc370121345][bookmark: _Toc370723921]Chapter 7
Avenues for review
The panel is required to report on whether there are adequate avenues for review of decisions made by the Secretary and the committees established by Part 6-3 of the TG Act.
The 2009 amendments included the establishment of the ACMS and the ACCS. They also placed the decision-making role, in relation to changes to the Poisons Standard, with the Secretary of the DoHA. In practice, delegates of the Secretary are the decision-makers. 
The Federal Court in Roche Products Pty Limited v National Drugs and Poisons Schedule Committee (2007) 163 FCR 451, held that a decision by the NDPSC to amend the Poisons Standard was of a legislative character and thus not able to be challenged under the Administrative Decisions (Judicial Review) Act 1997 (the ADJR Act).
The TG Act was amended in 2008 to reflect that judgment. As a result, the LI Act requires decisions to amend the Poisons Standard to be registered in the ‘Federal Register of Legislative Instruments’. However, the Poisons Standard and amendments to it are exempt from Parliamentary disallowance, because they form part of an inter-governmental scheme.
Therefore, decisions by the Secretary’s delegates are neither subject to merits review nor disallowance.[footnoteRef:7] However, delegates are required to publish the reasons for their decisions. [7:  As noted in the Roche Products Pty Limited v National Drugs and Poisons Schedule Committee Judgment, decisions are open to review by the Federal Court under s39B of the Judiciary Act on the ground of unreasonableness, notwithstanding that the Court does not have jurisdiction to review the decisions under the ADJR Act.
] 

The panel did not identify, in either the submissions received or the meetings and forums it conducted, significant concern about the absence of a review mechanism.
Some respondents supported the general view that in principle, all decisions should be subject to review; but they did not expand on that position in terms of the external avenues of review that might be developed.
A stronger view emerged that the efficiency of the scheduling process should not be reduced. Some respondents were concerned that a review process might introduce delays in the scheduling process, and hence delays in the availability of medicines and substances to patients and industry.
Accord’s submission encapsulated the two strands of opinion:
‘While we believe that there should be avenues for review of decisions, our members are currently unsure how this would work in practice. Also, we would not want to see the efficiency of the scheduling process being reduced because of large numbers of review requests.’
The panel, conscious nonetheless that decisions with significant impact are normally open to review, examined the context in which decisions are made and published.
The advisory committees have broad membership, which includes representatives of all states and territories and relevant experts. When delegates have sought advice in the past from one or both of the committees, the great majority of subsequent decisions have been in line with committee advice. Data on the number of decisions in line with committee advice are provided in Figure 3.
Delegates follow the practice of publishing interim decisions. One respondent saw this as providing an opportunity to review proposed decisions. The panel noted that currently, committees and any person or organisation that made a submission at the time an application was notified, can make further submissions to the Secretary or delegate ahead of the final decision.
Further, the TG Act specifies matters which the Secretary or delegate must take into account before making a decision. Therefore, the panel’s view is that the Secretary or delegate works within a framework that supports informed decision-making.
Following final decisions that are not in line with the applicant’s proposal, applicants are entitled to resubmit applications. While not in any way taking the place of a review mechanism, this is an avenue for reconsideration that has been adopted in a small number of cases, accompanied by additional support information.Figure 3: Decisions in line with committee advice
· 46 of the 48 instances of advice by the ACMS were fully reflected in delegated decisions (96%)
· 25 of the 29 instances of advice by the ACCS were fully reflected in delegated decisions (86%) 
· Three of the four instances of advice from the two advisory committees sitting jointly were fully reflected in delegate decisions (75%)


During discussions, the panel received a proposal that in instances where the Secretary or delegate intends to make a decision that is not in line with advice from a committee, the matter should be referred back to the committee for review. While delegates can choose to send applications back for additional information when required, the panel saw little merit in making this action mandatory ­ given the existing process under which interim decisions are open to comment, and given the intent of the legislation that committees be advisory.
One submission proposed a system of review by the federal minister, although the proposal was not pursued in subsequent discussions. The panel considered that such a mechanism would not be appropriate, particularly given the highly technical nature of many of the decisions.
Despite the broad acceptance by stakeholders of the current situation, the absence of the opportunity to seek review of significant decisions is not a small matter. It makes the case for a consultative and transparent scheduling process compelling. This view is supported by a requirement in the LI Act for consultation with affected parties before the making of a legislative instrument. It is also supported by the intention of the 2009 amendments, as stated in the Second Reading Speech that:
‘The new arrangements will provide greater clarity and opportunity for individuals to make applications to the Secretary to seek amendment to the scheduling of a substance’
As indicated in this report in ‘Chapter 4- System of access controls’, the panel received evidence of a lack of transparency in the scheduling process, including the lack of detailed statements of reasons for some final decisions by delegates. The panel has made recommendations in Chapter 4 for improving the transparency and understanding of all stages of the process (see Recommendation 1).
[bookmark: _Toc370121346][bookmark: _Toc370723922]Findings and recommendations
The panel found that at this relatively early point in the operation of Part 6-3 of the TG Act there is no indication that a system of review of final decisions by the Secretary or delegate is required. Therefore, the panel has made the following recommendation.
[bookmark: _Toc370723923]Recommendation 8
No changes should be made in relation to avenues for review.


[bookmark: _Toc370121347][bookmark: _Toc370723924]Chapter 8
Other matters
The panel was interested to know what stakeholders viewed as the key performance indicators important in monitoring the arrangements for the scheduling of substances.
Respondents put forward a range of suggestions, including: the number and timeframe for amendments to the Poisons Standard, the number of applications when committee advice was sought the number of decisions that were different from committee recommendations, and the number of final decisions that were different from interim decisions.
The panel found that data relating to the following factors, was informative for this review: 
· Number of delegate only decisions
· Advisory committee meeting costs
· Number of decisions in line, or at variance, with advisory committee advice.
The panel encourages the DoHA to continue to collect data of this type, to facilitate any future review of the effectiveness and efficiency of the scheduling arrangements.
[bookmark: _Toc370121348][bookmark: _Toc370723925]Other matters relevant to the future effectiveness and administration of the scheduling framework
During the review, a number of matters were raised by respondents that are relevant to the future effectiveness and administration of the scheduling framework. These matters included: the role, profile and integration of scheduling with other parts of regulation, policy and processes; importance of consistency in state and territory medicine and chemicals controls; and the transition to the ANZTPA.
[bookmark: _Toc370723926]Role, profile and integration of scheduling with other parts of regulation, policy and processes
The panel noted that stakeholders new to medicines and chemicals scheduling, as well as stakeholders that did not interact with scheduling frequently, did not have a clear understanding of the boundaries of scheduling. These stakeholders were also not clear on how or to whom to make contact about scheduling matters.
As regards medicines, some respondents stressed that understanding the impact of scheduling on, and the role of, health professionals and consumers should be recognised as an important component of scheduling and regulatory controls. In particular, the panel noted a concern that poor understanding (and as a result poor compliance) with new regulatory controls might mean that the objective of protecting public health will not be realised. Respondents felt that there is a real need for increased communication of decisions to the public, including to health professionals.
The panel found that the implementation plan for the Government’s reforms for the TGA, as outlined in ‘TGA reforms: A blueprint for TGA’s future’, includes a commitment to improving communication, education and engagement with the community.
The document ‘TGA external communication and education framework - Priorities and projects 2013-2015’ includes a program of activities directed at consumers, health professionals and industry. These activities are intended provide opportunities to enhance the understanding by consumers, health professionals and industry of the role, basis and implications of scheduling decisions.
Discussions with respondents raised the issue that better integration of scheduling with other regulations, policy and processes is needed. The comments fell into three main areas:
1. Integration with other government policy and medicines advisory committees
2. Integration of the scheduling framework’s decision-making process with state and territory regulatory policy roles
3. Integration and streamlining with other regulatory processes.
In the area of medicines scheduling, respondents commented that activities of the ACMS and the committees of the TGA and the DoHA, need to be better integrated, or that at least communication needs to be enhanced. These comments referred to activities involving therapeutic goods, particularly in relation to registration, labelling, packaging and to the inclusion of the substance on the ‘Pharmaceutical Benefits Scheme’ (PBS).
The Chinese Medicine Industry Council recommended that the TGA Advisory Committee on Complementary Medicines be involved in scheduling decisions for herbal substances for use in traditional medicines. Others suggested that the Pharmaceutical Benefits Advisory Committee could provide advice on the use of medicines and the possible impact of rescheduling proposals for medicines subsidised under the PBS.
Some respondents also saw a need to clarify the role of the National Medicines Policy for scheduling decisions. They suggested that the criteria for scheduling decisions should be elaborated upon and prioritised in line with the principles of the National Medicines Policy - and that the quality use of medicines should be incorporated into these criteria.
Respondents viewed harmonisation with New Zealand as an important goal, to the extent that it is possible. New Zealand’s participation as an observer was seen as positive, and a more formal role should be examined as part of the resumption of work to establish the ANZTPA.
Ideally, the scheduling of substances, and the subsequent access by the public to those substances, should be determined in the context of other relevant policies and programs relating to the availability of use of substances. Part 6-3 of the TG Act already provides for wide consultation mechanisms. The panel encourages the Secretary or delegate, advisory committees and secretariat to further explore mechanisms for advice and exchange of information - between the Secretary or delegate and advisory committees and other committees (including New Zealand) involved with the regulation of medicines and chemicals.
Respondents raised integration with other regulatory processes as an issue of efficiency and effectiveness. The impact of poor alignment of scheduling and registration processes on industry is discussed in this report in ‘Chapter6 - Effects of the 2009 amendments on industry’. Some respondents suggested that a concurrent consultation process should be implemented. In discussion, the panel noted that alignment of consultation processes for scheduling and assessment with regulatory agencies may be possible; evaluation efforts may also be able to be streamlined. The Galbally Review also noted that it should be possible to streamline evaluation and scheduling processes.
The panel noted that the streamlining of scheduling and regulatory approvals might be problematic: The respective legislative frameworks are not well designed to work together, and the outcome of scheduling often needs to be certain to determine the appropriate assessment and approval path.
The scheduling and regulatory processes should be streamlined to the extent possible. The panel encourages further work between the agencies and the secretariat to achieve this.
[bookmark: _Toc370723927]Importance of consistency in state and territory medicine and chemicals controls 
The Standing Council on Health is responsible for reform aimed at improving national consistency in scheduled chemical (poison) controls. This work is part of a suite of reforms in the area of chemicals and plastics regulation, arising out of the PC report However, no similar work is being done to improve consistency in state and territory scheduled medicine controls.
Variation in how states and territories reflect scheduling decisions in their jurisdiction is particularly problematic for substances considered high risk (for example, those included in Schedule 9 or Appendix C).The complexities arising out of inconsistencies in the regulations, that can be applied to control access, were demonstrated to the panel with a number of examples. These included the listing of 1,3-dimethylamylamine in Appendix C in 2012 (not adopted by reference in all states and territories), and more recent issues relating to synthetic drugs.
As another example, on 18 June 2013 the Assistant Treasurer imposed an interim ban (under the Competition and Consumer Act 2070) on the supply of certain consumer goods containing synthetic drug substances, including a range of substances listed in Schedule 9 of the Poisons Standard since May 2012. Most, but not all, states and territories have adopted the relevant amendments to Schedule 9 into their drugs and poisons legislation. The interim ban was put in place for 60 days to allow all states and territories time to place appropriate controls on these substances.
This case illustrates the complexities that arise from inconsistencies in state and territory approaches to impose regulatory controls on substances.
Scheduling of substances is intended to protect the public from potential harm from medicines and chemicals. It is important that the state and territory mechanisms to impose regulatory controls are aligned to support a rapid, coordinated and consistent approach across Australia.
[bookmark: _Toc370723928]Transition to the ANZTPA
Respondents commented on implications arising out of the establishment of a trans-Tasman therapeutic products agency, the ANZTPA. There is uncertainty whether scheduling of chemicals will feature in the framework and the future of the scheduling processes, decision-making and the Poisons Standard remains unclear.
The panel is aware the TGA and the New Zealand Medicines and Medical Devices Safety Authority (Medsafe), have commenced work to integrate business operations, culminating in the establishment of a new joint regulator and common regulatory framework for all therapeutic products. The new arrangements will build on reforms previously developed through to 2007, and the aim is to complete the establishment of the new joint regulator in 2016. The panel understands that the relevant bodies have commenced initial discussions regarding the work required to assess the role and the impact on scheduling, but that no decisions have yet been made.
The panel notes that the establishment of the ANZTPA will be an opportune time for policy makers to consider the framework and ‘legislative home’ for the scheduling arrangements.


[bookmark: _Toc370121349][bookmark: _Toc370723929]Appendix 1
The Poisons Standard
The Poisons Standard comprises:
Part 1 - Interpretation
Part 2 - Labels and containers
Part 3- Miscellaneous Regulations
Part 4 - The schedules
Schedule 1 - This schedule is intentionally blank
Schedule 2 - Pharmacy medicine - Substances, the safe use of which may require advice from a pharmacist and which should be available from a pharmacy or, where a pharmacy service is not available, from a licensed person
Schedule 3 - Pharmacist only medicine - Substances, the safe use of which requires professional advice but which should be available to the public from a pharmacist without a prescription
Schedule 4 - Prescription only medicine, or prescription animal remedy - Substances, the use or supply of which should be by or on the order of persons permitted by State or Territory legislation to prescribe and should be available from a pharmacist on prescription.
Schedule 5 - Caution - Substances with a low potential for causing harm, the extent of which can be reduced through the use of appropriate packaging with simple warnings and safety directions on the label
Schedule 6 - Poison - Substances with a moderate potential for causing harm, the extent of which can be reduced through the use of distinctive packaging with strong warnings and safety directions on the label
Schedule7 - Dangerous poison - Substances with a high potential for causing harm at low exposure and which require special precautions during manufacture, handling or use. These poisons should be available only to specialised or authorised users who have the skills necessary to handle them safely. Special Regulations restricting their availability, possession, storage or use may apply
Schedule 8 - Controlled drug - Substances which should be available for use but require restriction of manufacture, supply, distribution, possession and use to reduce abuse, misuse and physical or psychological dependence
Schedule 9 - Prohibited substance - Substances which may be abused or misused, the manufacture, possession, sale or use of which should be prohibited by law except when required for medical or scientific research, or for analytical, teaching or training purposes with approval of Commonwealth and/or State or Territory Health Authorities
Part 5- The appendices
Appendix A - General exemptions
Appendix B - Substances considered not to require control by scheduling
Appendix C - Substances other than those included in Schedule 9 of such danger to health as to warrant prohibition of sale, supply and use
Appendix D - Additional controls on possession or supply of poisons included in Schedule 4 or 8
Appendix E - First aid instructions for poisons
Appendix F - Warning statements and general safety directions for poisons
Appendix G - Dilute preparations
Appendix H - Schedule 3 poisons permitted to be advertised
Appendix I - Uniform paint standard
Appendix J - Conditions for availability and use of Schedule 7 poisons
Appendix K - Drugs required to be labelled with a sedation warning
Appendix L - Requirements for dispensing labels for human and veterinary medicines
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Organisations and individuals that met with the panel
Australian Competition and Consumer Commission
Mr Peter Wallner, Director, Chemicals and Regulated Products
Accord Australasia
Ms Bronwyn Capanna, Executive Director
Ms Catherine Oh, Manager Regulatory and Technical
Australian Pesticides and Vetinary Medicines Authority
Mr Neville Matthew, Executive Director, Regulatory Strategy and Compliance
Ms Sue Wurker, Director, Scientific Assessment Services
Australian Self Medication Industry
Ms Catherine Gwynne, Regulatory Affairs Manager OTC
Mr Steve Scarff, Scientific Affairs Director
Mr Dean Schoombie, Executive Director
Ms Julie Viatos, Quality Use of Medicines Manager
Advisory Committee on Chemicals Scheduling
Ms Vivien Bevan, Chief Pharmacist ACT Health
Ms Bronwyn Capanna
Ms Jane Carpenter, Manager, Legislation and Licensing, Department of Health, Western Australia
Dr Peter DiMarco (Chair)
Mr Peter Gilfedder, Senior Pharmaceutical Officer, New South Wales Health
Dr Carolyn Lewis, Principal Scientific Officer, South Australia Health (temporary member)
Mr Matthew McCrone, Chief Pharmacist, Drugs and Poisons Regulation, Department of Health, Victoria (temporary member)
Dr Gerard Neville, Senior Medical Officer, Queensland Department of Health
Dr Simon Robinson
Ms Megan Smith, Drugs and Poisons regulation, Department of Health, Victoria
Advisory Committee on Medicines Scheduling
Ms Vivien Bevan, Chief Pharmacist ACT Health
Mr Peter Boyles, Senior Pharmacist Department of Health and Human Services, Tasmania
(temporary member)
Ms Jane Carpenter, Manager, Legislation and Licensing, Department of Health, Western Australia
Professor Andrew Dawson
Mr John Daye
Mrs Mary Emanuel
Mr James Galloway, Deputy Chief Pharmacist Department of Health and Human Services, Tasmania
Mr Peter Gilfedder, Senior Pharmaceutical Officer, New South Wales Health
Ms Elizabeth Hender, Manager, Legislation, South Australia, Department of Health and Ageing
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