ATTACHMENT A(vii)

A NATIONAL POLICY FRAMEWORK FOR THE ASSESSMENT,
REGISTRATION AND CONTROL OF USE OF AGRICULTURAL
AND VETERINARY CHEMICALS
PURPOSE
This proposed policy framework for a national scheme for assessment, registration and
control of use of agricultural and veterinary (agvet) chemicals has been developed in
response to a 2008 COAG direction to the Primary Industries Ministerial Council (PIMC).
That direction was for PIMC ‘...to bring forward to COAG for consideration in the first half
of 2010 a proposal for a single national framework to improve the efficiency and
effectiveness of the regulation of agricultural and veterinary chemicals.’ COAG was
responding to the Productivity Commission Research Study Report on Chemicals and
Plastics Regulation, released on 7 August 2008, which recommended reforms in a number
of areas, including agvet chemicals regulation. The Product Safety and Integrity Committee
(PSIC) has been tasked with developing a proposal for PIMC consideration at its 22 April
2010 meeting.
The term ‘agvet chemicals’ covers a diversity of pesticides, veterinary medicines, and other
products used to protect crops, livestock, buildings and other urban infrastructure and
domestic animals. Agvet chemicals play a key role in protecting and enhancing the
productivity of Australian agriculture, forestry and aquaculture. They play a similarly
important role in protecting assets in urban, sporting, and other non agricultural sectors and
in providing wide range of household amenity and protection for people and domestic
animals.
Agvet chemicals are regulated in a number of ways, depending on their particular chemical
active content and formulation and aspects of their use. Agvet chemicals come under
various regulatory umbrellas such as: poisons; dangerous goods; chemicals of security
concern and workplace hazardous substances. Regulation of these chemicals under the
Agvet Code (including The Agvet Code Regulations) adds a set of specific controls
designed to ensure that their use in approved ways in agriculture and other sectors is
acceptable in terms of the risks to human health, welfare of animals, the environment and
trade. In this sense, regulation under the Agvet Code builds on and complements regulation
of agvet chemicals under these other systems. Thus, agvet chemical regulation should
always be seen in the broader context of chemical regulation.
The proposed national framework for the assessment, registration and control of use of
agvet chemicals (hereafter referred to as the national framework) outlined in this paper
represents the first of several steps in regulatory reform. For each of the elements of the
national framework, policy principles and policy outcomes are proposed (Attachment A).
Policy outcomes for each of the elements of the national framework reflect the conditions
that should be achieved as a result of successful application of the policy principles.
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MOTIVATION
Regulation of (agvet) chemicals serves to ensure that the risks to human health, welfare
of animals, environment and trade from agvet chemical use are kept within acceptable
limits while facilitating user access to appropriate products. Through its effects on
availability and conditions for use of agvet chemicals, agvet regulation has important
implications for the competitiveness of agriculture and related sectors. The regulatory
arrangements also affect the competitiveness of the domestic agvet chemical industry.
The current regulatory structure for agvet chemicals is a two tiered system which is
described in the Ministerial Agreement between the Commonwealth, States and Northern
Territory concerning the administration of Australia’s uniform agvet chemicals
registration laws (signed 29 September 1995). Assessment, registration and control of
supply to the point of retail sale are undertaken by the Australian Pesticide and
Veterinary Medicines Authority (APVMA). Control of use of agvet chemicals, once sold,
is the responsibility of individual states and territories. The concern in the proposal is
strictly with those regulatory aspects of agvet chemicals within the remit of PIMC.
Recent studies of the whole or part of the agvet regulatory system and feedback from
stakeholders have identified a number of areas for potential improvement. In particular,
there is room for improvement in the efficiency of assessment, registration and review of
existing registrations on the one hand and consistency between jurisdictions on control of
use on the other. Both the Australian National Audit Office (ANAO) and the Productivity
Commission made recommendations designed to improve the assessment process. In
seeking enhanced efficiency, the Productivity Commission extended its recommendation
that assessment effort be commensurate with risk to cover the setting of priorities in
management of the portfolio of registered chemicals. The Commission also suggested
that the efficiency costs arising from inconsistent control of use systems could be avoided
by having a single national system.
A diversity of stakeholders including community and consumer groups, government
agencies, users and chemical producers have expressed dissatisfaction with several
aspects of the current regulatory processes. Registrants have pointed to a number of
inefficiencies in assessment ─ including problems with timeliness, lack of transparency,
lack of consistency and poor use of feedback. One regulator advised of existing concerns
about the adequacy of risk assessments and was very concerned that pressures for greater
efficiency and timeliness should not serve to discourage the APVMA from improving the
rigour of it’s assessments.
Registrants also pointed out problems arising from differences between state and territory
control of use systems. Questions about the APVMA’s compliance powers and
performance were also raised.
Users reported that key information on labels was in many cases poorly presented or out
of date. A number of users expressed concern about existing difficulties with access to
chemical products for minor uses for a diversity of industries. Users in jurisdictions with
extensive off label access expressed concern that a new regulatory regime could restrict
access. Community and consumer groups raised a number of concerns about residues in
food and off site health and environmental effects of agvet chemical use, particularly
those arising from spray drift incidents. Damage from spray drift was also a concern for a
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number of agricultural industries. A lack of publicly available monitoring data on
chemical residues and effects, in most jurisdictions, was also a major concern.
People across the board ─ users, the chemical industry, community groups, state, territory
and Commonwealth regulators ─ noted with concern an ineffectiveness in feedback loops
within the regulatory system.
The proposed national framework is designed to retain the strengths of the current system
while improving on areas of current weakness.

DEVELOPMENT OF A NATIONAL FRAMEWORK FOR AGVET
REGULATION
In order to deliver the reforms sought by COAG, all aspects of the national framework for
regulating agvet chemicals have been examined – that is, regulations for controlling the
importation, manufacture, sale and use of agvet chemicals. The broad examination of
regulatory reform options set in train by PSIC has involved two parallel processes. First is
an assessment of material from previous studies and existing data by PSIC and a series of
working groups. Second is a process of consultations with stakeholders. In regard to the
latter process consultants retained by DAFF to support PSIC’s efforts have held two rounds
of discussions with stakeholders. Informed by the first round of meetings with stakeholders
and a wide range of other available material, the consultants prepared a discussion paper,
which was widely disseminated by PSIC for comment. A large number of formal
submissions have been received from stakeholders to further inform the policy development
process.
The next step will be to determine strategies to deliver each of the policy principles and
outcomes. This work will be undertaken after PIMC and COAG have endorsed the
national framework proposed in this paper.
Work has already begun on developing the details of the policy instruments that will be
needed to implement the national framework and achieve the policy outcomes outlined
below. PSIC working groups are examining options and implementation issues in key
policy areas. An important resource in the work toward implementation is the feedback
provided by stakeholders in formal submissions provided in mid February 2010.
NECESSARY CHARACTERISTICS OF THE NATIONAL FRAMEWORK
As a necessary precursor to development of the proposed national framework PSIC
established a short list of necessary characteristics of a successful regulatory framework.
In developing those characteristics, the PSIC had in mind
 the primacy of safeguarding human health and holding risks to welfare of animals,
the environment and trade within acceptable limits
 the COAG principles of best practise regulation (Attachment B).
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On the basis of the above considerations PSIC concluded that the design of the national
regulatory framework should be such that it
 manages the risks of agvet chemical use based on
o science based analysis that is sound and current
o rigorous and efficient assessment, regulatory design, monitoring and
enforcement activities
o effective recognition and integration, where possible, of access controls with
other aspects of regulation
 ensures consistency in the treatment of risks, such that
o different risks are assessed on the same scientific basis
o products are treated differently only if the level or combination of risks differs
between them
 ensures that levels of risk, judged to be acceptable, are known and processes for
assessing risk are transparent
 is focussed on limiting aggregate risk
 facilitates the continued development and operation of efficient activities in
agriculture and other agvet chemical using sectors
 is developed in a manner consistent with the COAG principles of best practice
regulation (Attachment B)
 is focused on achieving clearly specified and measurable outcomes
 is robust and flexible enough to respond to change (eg to accommodate new
technologies) and to allow specific needs and regional issues to be addressed
 is subject to continuous improvement
 avoids duplication of regulation where possible.

THE NATIONAL FRAMEWORK
Definitions
In describing the proposed national framework, the following terms are used.
Aggregate risk The total of all risks (as defined above) from all registered agvet chemical
products in all approved uses.
Costs Total economic costs of an activity, unless otherwise specified. These may include
direct financial costs, time costs, opportunity costs (such as losses in potential profits
from production) and other indirect or non monetary costs.
Host/pest ‘Host’ is the food crop, animal or other situation where the chemical is used.
‘Pest’ is the insect, weed, fungus or disease being controlled or prevented in the
‘host’.
National assessment agency The single national agency charged with assessment and
registration of agvet chemical products and management of chemical portfolio.
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Definitions cont’d
National framework The national regulatory framework for agvet chemicals outlined
in this paper.
Regulator(s) National assessment agency and or control of use regulator(s) depending
on the context ─ a specific structure for agvet regulatory bodies is not part of this
proposal.
Risks Risks to human health, the environment, trade, welfare of animals and crop
safety ─ unless otherwise specified.
Stakeholders According to context, any or all of the members of the Australian
community (including government and industry) who have an interest in the
production, distribution or use agvet chemicals, the regulation of those activities
or their consequences.
The governance of the proposed national framework will take the form of an equal
partnership between states, territories and the Commonwealth in policy development,
adoption and implementation. The national framework is to be composed of regulation
that is broadly consistent across Australia. It will provide for regional or local risk
management solutions to deal with the impacts of chemical use and societal expectations
about that use, but on the basis of nationally agreed policy principles and outcomes. At
the same time, all elements of the national framework are predicated on ensuring that the
level of risk is held within acceptable limits. Within the framework, regulators and the
regulated parties will have clearly defined and articulated roles and responsibilities.
The boundaries between agvet regulators and other regulators with responsibilities
involving agvet chemicals will be clearly defined. Policies in this respect will be
established by the relevant Ministerial Councils. In this context the relationship between
agvet regulators and others with responsibility for chemicals of security concern is
important. Similarly, there are important linkages with stockfeed and fertilizers,
particularly concerning issues of monitoring, residues and traceback. It is also
recognised that this framework will operate alongside a range of environmental and
public health regulatory systems in jurisdictions which may impose outcomes based
standards on chemical use in addition to the controls applied through this framework.
The manner in which the national system integrates with these other regulatory systems
will be specified once the regulatory scope of this national system has been determined.
The intention is to extend the scope of the national framework beyond the point of the
retail sale of chemicals at least into areas such as training and licensing requirements as
well as ensuring more effective and consistent compliance with product label
requirements. There may however be some aspects of chemical use and outcome
standards that are regulated by states to take account of local needs and this is yet to be
resolved.
The primary purpose of the national framework will be to manage risks effectively whilst
facilitating the broadest appropriate user access to agvet chemical products. The level of
efficiency of regulatory processes has important implications for access. Across the
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whole structure of the national framework there will be an emphasis on seeking efficient
solutions to regulatory issues. This will require that regulatory priorities and efforts are
commensurate with the risk: in assessment; registration; review; use controls; licensing
and training.
In the context of achieving efficiency, an important part of the national framework will
be recognition of co-regulation systems with industry. Industry expertise and
co-regulation, compliance, training, quality assurance programs, codes of practice and
best management practice in compliance and enforcement arrangements will be used
appropriately by regulators.
Assessment and registration of agvet chemicals will continue to be carried out by a
national agency and to be based on a scientifically sound and rigorous assessment of the
risks. Efficiency in assessment will be assured by
 transparency and predictability of process
 alignment of assessment effort and data requirements with the level of risk
 appropriate use of overseas data, methodologies and assessments.
Assessment will ensure that registered products used according to the approved
instructions hold risks within acceptable limits. A conservative approach will be taken,
commensurate with the risk, where the science is uncertain or incomplete. The system
will facilitate registration of products to be used on as wide a range of host/pests as
possible, provided that the risks are managed.
The assessment and registration system for new products will be backed up by an
efficient system of management of the portfolio of existing registered chemicals. That
will involve alignment of priorities in chemical review with the contribution of products
to the aggregate risk from the chemical portfolio. It will also involve an enhanced
capacity for the regulator to initiate and complete reviews in a timely manner. The
national regulator will have monitoring and enforcement powers sufficient to ensure that
the chemicals sold are those that were assessed.
More broadly, the legislative instruments and co-regulatory approaches available to
ensure compliance with registration and use controls will offer sufficient flexibility to
allow the choice of the most effective and efficient tool for particular circumstances.
In the majority of circumstances agvet chemicals must be used according to the
instructions developed in the assessment and registration process (currently the approved
label). These instructions form the key to effective provision of information to users on
how to use the products safely and responsibly. They also form the basis for effective
enforcement. However, not all possibly valid uses can be considered in the assessment
process and not all off label uses of agvet chemicals involve significant risk. Of particular
concern are demands for chemicals that are grouped as ‘minor uses’. These generally
take the form of uses in small industries, particularly in horticulture, or small or
occasional uses in larger industries. Their scale is often too small to make it worthwhile
for a chemical producer to have them included in assessment and registration. In order to
meet legitimate off label use needs, the national framework will allow uses outside the
approved uses, in certain circumstances or with specific approvals, depending on the
nature of the risks to be managed. In this context, the exercise of veterinary prescribing
rights will be limited to those with agreed professional registration and to cases where it
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does not create unacceptable risks associated with use of chemical products. The scheme
will also contain a mechanism to further restrict already approved uses.
Ensuring that users are able to use products safely and responsibly will be important to
successful risk management. In this regard the national framework will ensure that users
are aware that they need to use products safely and responsibly and do so. The national
framework will also ensure that only authorised users are able to purchase and use certain
categories of chemicals, with the level of competency required for access being
commensurate with the risk. The required competency levels will be set by the national
assessment and registration agency.
Good information is a key to effective regulation. Within the national framework three
aspects of information will be critical: clear articulation of policy and transparency of
process; clarity of instructions for use of chemical products, and effective two way
communication between regulators and stakeholders. Clear articulation of policy and
transparency of process are mentioned above in relation to, respectively, the roles and
responsibilities of the regulators and the registration and assessment processes. There will
be an emphasis on effective communication across the whole national framework. With
regard to instructions for use of chemical products the national framework will involve
greater emphasis on ensuring that information (currently wholly contained in approved
labels) is provided in the most effective and efficient manner ─ for example,
electronically or on printed labels as suits the circumstances.
Within the national framework monitoring will play a key role in management and
communication. Monitoring will be sufficient in scale and targeting to allow early
identification of issues/problems and to assess the appropriateness of the current risk
management arrangements. The capacity for emergency response in terms of problem
identification, traceback and resolution is important in this context. Monitoring will be
backed up by other regulatory strategies (such as record keeping requirements and
licensing of commercial applicators) that allow effective traceback, resolution and action
to prevent future problems.
Effective feedback loops will be in place to ensure that the results of monitoring can be
used to inform policy across the national framework, including the assessment and
registration process. Finally, the results of monitoring should be available to the broader
community. Feedback from community stakeholders has highlighted the rarity of
publicly available monitoring results as a particular weakness of the existing system. The
regulators would also welcome a similar approach from industry.
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ATTACHMENT A
GOVERNANCE AND POLICY DEVELOPMENT
National Policy
Policy Principles
1. National framework policy is developed, reviewed and adopted in partnership
between the states, territories and the Commonwealth.
2. National operational policy is developed and managed in close and ongoing
consultation with stakeholders and as a partnership between states, territories and the
Commonwealth.
3. The national framework is efficient and flexible enough to respond to state and
regional issues and encourage industry co-regulation.
4. The national framework contains clear policy direction and areas of defined
responsibility for agvet regulators and recognition of other regulatory frameworks.
Policy Outcomes
1. States, territories and the Commonwealth are equal partners in policy development,
adoption and implementation.
2. Stakeholders have a clear pathway to provide input into the national framework.
3. Policy on access to, and use of, agvet chemicals is clear and applied nationally and
ensures that the level of risk is held within acceptable limits.
4. Agvet regulatory policy is developed in a manner which recognises other regulatory
frameworks, with input from relevant ministerial councils.
5. The regulator only has responsibility for assessing products that are clearly agvet
chemicals.
6. The assessment agency can receive and request broad policy direction from
governments.
7. The national framework is underpinned by best practice legislation that
 accurately reflects nationally agreed government policy
 allows flexible and adaptive regulatory responses
 provides for intervention at the most effective point of the supply/use chain
 provides for regional or local risk management solutions
 provides a system that is integrated between policy makers and regulators.
Discussion
The national framework should manage risks effectively whilst facilitating the broadest
appropriate user access to agvet chemical products across all jurisdictions. An efficient
scheme will be one that includes systems designed to take advantage of industry
initiatives and expertise. A clear pathway for stakeholders to provide input will be an
important part of that system.
The potential gains from harmonising regulation across jurisdictions have been
highlighted by a series of reviews, most recently that by the Productivity Commission in
2008. Within the national framework, though, there will be a need for regulators to
respond to issues and interact with stakeholders at a local or regional level. Therefore it is
important that the national framework is an effective partnership between states,
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territories and the Commonwealth and includes mechanisms to allow prompt and flexible
responses to issues at the appropriate level.
Flexibility is also important in the context of a constantly changing social, technical and
economic environment. Changes in community expectations, technology and industry
practice will require an adaptive regulatory scheme, based on the management of risk
through the use of sound science.
From an efficiency point of view it is also important that the boundaries of the national
regulator’s responsibilities are clear. The regulator should not have responsibility for
assessing products that are not clearly agvet chemicals or that involve little evident risk.
As well, the boundaries between the national agvet regulator and other regulators need to
be unambiguous.
Additionally, it is important to have a mechanism to provide the national assessment
agency with policy direction on issues that have broader policy implications or extend
beyond the regulator’s remit. Doing so will ensure more effective regulation and to
enhance efficiency by allowing the national assessment agency to concentrate resources
on assessing and managing agvet chemical risks.

GOVERNANCE AND POLICY DEVELOPMENT
Legislative Instruments
Policy Principles
1. The national framework recognises industry co-regulation efforts where it is effective
and efficient to do so.
2. Legislation provides agvet regulators with the flexibility to choose the most effective
and efficient instruments.
3. Immediate and significant human health and environmental risks override right of
administrative review so that agvet regulators are able to take action, particularly
when there is a safety risk involved.
Policy Outcomes
1. Legislation has a range of legislative instruments, providing a full range of
assessment, authorisation, monitoring, investigative and enforcement options.
2. Legislation facilitates development of codes of practice for manufacture, supply and
use and recognises those codes where appropriate.
3. Legislation allows for industry co-regulation, where appropriate.
4. The manufacture, sale and use of agvet chemicals, and the risks to human health,
welfare of animals, trade and the environment, are managed.
Discussion
Recognition of, and input to, industry stewardship programs for supply and use of
chemical products and quality assurance programs for agricultural produce, can have
important efficiency benefits for regulation. Such arrangements may allow agvet
regulators to lower or avoid some monitoring or enforcement activities, with consequent
cost savings. Further, industry expertise may make a direct input into the risk
management decision making, leading to an improved capacity to manage the risks. As
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well, coordination with industry efforts may improve the effectiveness of regulatory
efforts to achieve positive behavioural change amongst users.
While cooperation with industry programs is important, regulators have ultimate
responsibility to ensure that risks are managed effectively. To provide the basis for
discharging that responsibility, regulators must be provided with a full range of
legislative instruments. Access to a full range of options will allow choice of the most
cost effective and efficient instrument for each particular set of circumstances. Compared
with access to a constrained set of instruments, comprehensive access should allow
greater compliance (and thus lower total risk) for a lesser cost.

GOVERNANCE AND POLICY DEVELOPMENT
Accountability for Performance
Policy Principles
1. Roles and responsibilities of the agvet regulators and the regulated community are
clear.
2. Monitoring is sufficient to effectively inform the management of risks and to
demonstrate the performance of the scheme.
3. Systems are in place to obtain and make effective use of feedback from industry and
the broader community.
Policy Outcomes
1. A performance monitoring structure in which there are clearly articulated roles and
responsibilities for both the agvet regulators and the regulated parties.
2. A national framework that is responsive and transparent to stakeholders and which
monitors and reports on its performance in meeting stakeholder expectations.
3. A national framework where feedback is provided and utilised to inform policy and
improve operations.
4. A monitoring scheme that contributes to the protections necessary for the safe use of
chemicals.
5. Continuous improvement in the responsible use of agvet chemicals.
Discussion
Clarity about who has responsibility for the different aspects of the national framework is
necessary to ensure effectiveness of regulation. It is also important for two aspects of
relationships between regulators and stakeholders ─ providing clear avenues for
stakeholder feedback and providing assurance to community stakeholders that the
regulatory system provides the necessary degree of protection. Similarly, the level and
nature of monitoring must be such that risk management is effective and is seen by
stakeholders to be effective.
For the national framework to be fully effective, the regulatory system needs to have the
capacity to adapt and evolve in response to new circumstances and new information. The
ability to work with industry and to use feedback from other stakeholders in the policy
process will be an important part of that capacity.
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ACCESS TO CHEMICALS
The Operating Environment
Policy Principles
1. Regulation is efficient and ensures that all domestic or imported agvet chemicals are
supplied and used safely and responsibly.
2. Jurisdictional boundaries do not unnecessarily restrict access to agvet chemicals or
increase the costs to business of using those chemicals.
3. The national framework is such that participants in the chemical manufacturing
industry and users have incentives to develop and operate efficiently.
4. Regulation does not constrain development of particular activities or industries unless
that constraint is a necessary part of risk management.
Policy Outcomes
1. Effective regulation manages the risks while minimising costs for businesses.
2. Users in all jurisdictions have the same right of access to agvet chemicals unless
regional risk management measures require otherwise
3. An internationally competitive scheme that does not unduly constrain access to new
and existing agvet chemicals.
4. Regulation of agvet chemicals does not unduly constrain industry development
particularly for
 industries with minor use demands for agvet chemicals
 developing chemical industries.
Discussion
The key to efficient regulatory arrangements is to ensure that the regulations in place are
those that provide effective risk management with the least adverse impact on business.
The national framework should be outward looking in terms of drawing on the expertise,
experience and other relevant information from countries with equivalent standards of
chemical regulation.
Ensuring as far as is consistent with regional risk management that users in all
jurisdictions have the same right of access to agvet chemicals is important for a number
of reasons. Variation in licensing and use conditions between jurisdictions can cause
confusion and add to costs for businesses with cross border operations. Any user
confusion about what is appropriate use carries with it the possibility of additional risk.
Differences in access can also lead to competitive advantages and disadvantages for users
in some jurisdictions, with consequent decreases in the national efficiency of the
agricultural or other user sectors.
As is pointed out below with respect to registration of new products, regulatory costs
imposed on registrants of agvet chemicals may have a strong influence on the incentives
to register new products and on the breadth of host/pest coverage sought by registrants
for those products. Similarly, regulatory costs imposed on those firms for maintenance of
products on the market and on the users of the products should be limited to the most
efficient costs of ensuring effective risk management. In this context it is important that
regulations do not constraint competition by imposing costs and restrictions on small and
emerging industries that are out of proportion to chemical risks.
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ACCESS TO CHEMICALS
Assessment and Registration
Policy Principles
1. Registration of agvet chemicals is based on a scientifically sound and rigorous
assessment of the risks underpinned by data.
2. An appropriately conservative approach is taken where the science is uncertain or
incomplete.
3. Efficiency in assessment is assured by
(a) alignment of assessment effort and data requirements with the level of risk
(b) transparency and predictability of process
(c) appropriate use of overseas data, methodologies and assessments.
4. The system facilitates registration of products to be used on as wide a range of pests/
host crops/animals as possible.
5. The standard setting roles and responsibilities of the national assessment agency, and
other agvet chemical standard setting bodies, are clear.
Policy Outcomes
1. The system of assessment, registration and management of the portfolio of registered
chemicals (including standard setting) is transparent, clearly articulated and easily
understood.
2. The acceptable levels of risk and assessment methodologies are transparent and current.
3. Assessment processes are commensurate with the level of risk.
4. Assessment and review processes and risk communication are transparent so that all
stakeholders can be confident that the risks associated with the use of agvet chemicals are
being managed.
5. Assessment requirements and timeframes are appropriate to efficiently assess risks.
6. Provision of scientific advice to the agvet chemical regulator to inform its risk assessment
is open to contestable processes where possible
7. The national framework clearly articulates roles and responsibilities and the assessment
methodologies of other agvet chemical standard setting bodies.
8. Agvet chemicals are available for use on as wide a range of host/pest combinations as
possible.
Discussion
The assessment and registration processes in the national framework serve to facilitate
user access to appropriate chemical products whilst ensuring that the products registered,
the uses for which they are registered and the approved methods of use are such as to
ensure that the risks are held within acceptable limits. To provide a sound scientific base
for such an assurance, in many cases, involves considerable expense. Thus, the efficiency
of the assessment process can have an important impact on the costs to a chemical
producer of launching a new product.
The efficiency of the assessment process has three direct implications. First there is the
value of resources saved in the assessment process (including resources expended by
applicants on trials required for Australia and preparation of applications). In this context,
an efficient process is one in which the effort (in terms of total costs of application and
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assessment) is commensurate with risk. So, as near as is possible, the system delivers the
greatest assurance that risk is within acceptable bounds for a given resource expenditure.
Second there is the incentive effect of a more efficient process ─ lower total costs of
application for a given risk outcome will encourage both a greater number of applications
and greater breadth of coverage (host/pest combinations) in those applications. Third,
there are downstream productivity benefits to user industries from having a greater
selection of chemical product options without needing to consider off-label uses for
minor crops and minor uses in major crops.
In reviews of the APVMA assessment and registration process the ANAO and the
Productivity Commission have pointed out a number of improvements that need to be
made to lift efficiency. The national framework should be designed to retain the strengths
of the current assessment and authorisation system whilst incorporating priority
suggestions for improvement, both in terms of efficiency and effectiveness
Chemical industry stakeholders have made it clear that transparency and predictability of
the assessment system is important to keeping overall application costs down. The role of
other government agencies in the risk assessment process is important. Currently, the
Office of Chemical Safety (OCS) assesses toxicology. It also assesses occupational
health and safety aspects and sets dietary limits for the active chemicals. Assessment of
risk to the environment is carried out by the Commonwealth Department of the
Environment, Water, Heritage and the Arts (DEWHA) based on the proposed use of the
product. A number of stakeholders have indicated that a lack of clarity about risk and
differences between agencies in apparent appetites for risk introduces uncertainty into the
assessment process.
A likely effect of uncertainty under the current regulatory regime is the discouragement
of applications. Applications that might be seen as worthwhile under a system with a
clearly known set of assessment hurdles and total cost may be marginal in a system in
which elements of the direct cost, other costs of application, or timing are uncertain. The
loss of opportunities for broader access to agvet chemicals can have a significant impact
on users, industry and the wider community.
Having an agvet chemical available on a wider range of host/pest combinations can
improve the effectiveness and efficiency of pest control systems. Access to a broad
selection of chemical products may lead to lower cost control, sometimes with less
chemical usage, by allowing users to choose the most appropriate product for each set of
circumstances. For example access to a wide range of options may enhance to ability to
choose the best combination of chemical and non chemical controls within an Integrated
Pest Management (IPM) program. Thus, the breadth of chemical products available to
users can have positive implications for both efficiency and risk.
For many products, the assessment process may be a relatively straightforward process of
considering data tendered by the registrant within the context of known science.
However, in some cases there may be gaps or uncertainties about the science. In those
cases, the national assessment agency applies a conservative approach where scientific
opinion is divided or scientific information is incomplete. The intent is to reduce risk to
levels as low as reasonably achievable, to an acceptably low level of risk rather than to
target a zero risk level.
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ACCESS TO CHEMICALS
Management of Chemical Portfolio and Chemical Review
Policy Principles
1. The regulatory effort in the management of the chemical portfolio is directed toward
management of the aggregate risk.
2. Processes are responsive to new information, efficient in assessing against current
standards and completed in a timely manner.
3. The registrant (or holder of approval) is responsible for ensuring that a registered
product continues to meet current standards.
Policy Outcomes
1. Chemical reviews are carried out according to clearly defined priorities and timelines.
2. Priorities in chemical review are set on the basis of minimising the aggregate risk
from the whole portfolio of registered chemicals.
3. Transparent and open consultation with stakeholders on chemical reviews.
4. Efficient processes ensure that agvet chemicals meet current standards.
5. The responsibility lies with the registrant (or holder of approval) to demonstrate that a
registered product meets current standards.
Discussion
The national assessment agency will have responsibility for managing a broad portfolio
of registered chemicals. Currently that portfolio contains in the order of 9000 products.
Over time there may be changes in community standards and in methods and devices for
management of chemical use, such as application technology. Further, new information
may become available about a chemical that brings into question the validity of some
aspects of the original assessment. For these reasons there is a need for the national
assessment agency to have a capacity to initiate and carry out reviews of existing
registrations.
Currently, the regulator is constrained with regard to chemical review. Under the existing
legislation, the APVMA can require that the scientific underpinning for a registration be
brought up to current standards only if there is evidence of likely undue harm from the
product. As well, there is no cut off date for data provision to a review. Each of these
constraints can limit the regulator’s effectiveness in managing the aggregate risk of
registered chemicals.
As is the case with assessment of a new product, chemical review can be a costly process
both for the regulator and for the registrant. It is therefore important that reviews are
conducted in a way that minimises regulatory costs while still providing for environment
and public safety. This is what the Productivity Commission had in mind in
recommending that priorities in review be based on management of the aggregate risk
from the whole portfolio.
The expectation that the registrant demonstrate that a registered product meets current
standards is similarly concerned with efficient management. The onus is placed on
registrants to pass on new information, rather than waiting for the regulator to search for
it. In this context, though, a registrant’s obligation is to keep up to date and to make the
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assessment agency aware of any material change in the science relevant to the product.
There should be no expectation that the registrant provide addition data or justification
when there has been no such change.

ACCESS TO CHEMICALS
Assessment and Use Information
Policy Principles
1. The national agvet assessment agency determines the instructions for use of a
registered chemical and the standards for dissemination of those instructions.
2. The national agvet assessment agency is not required to determine those instructions
for which it does not have direct responsibility.
3. The provision of product use information is up to date and accessible through the
most efficient media.
4. The review, redesign and renewal of information is directed at efficient management
of aggregate risk.
Policy Outcomes
1. Users have access to full information on how agvet chemicals should be used.
2. Instructions on labels and in other media are clear, easily understood, up to date
and enforceable.
3. Information can be delivered by the most appropriate technology ─ eg
electronically.
4. The registrant is responsible for meeting the regulatory requirements, for labelling
and other information, of all relevant agencies.
Discussion
Instructions and other necessary regulatory information on labels, permit documents and
other communications from regulators should be presented in a way that will maximise
the likelihood of appropriate use and enforceability. Regulatory effort regarding approval
of, or changes in, labels should be commensurate with risk and the agvet regulatory
remit. The emphasis here is on two things. First, users should have access to information
on how to use products that is easily understandable, and up to date. Second, that
information should be provided by the most efficient means and there should be no
constraints on either the regulator or product registrants which add unnecessarily to costs.
Within the current agvet regulatory assessment, instructions for uses of a registered
product that have been approved are currently contained in the APVMA approved
product label. For other uses there may be supplementary or replacement documentation,
primarily in the form of emergency use or minor use permits. Stakeholders have reported
a number of problems with some labels, particularly concerning outdated unclear or
confusing statements or presentation. Addressing those problems may make a substantial
improvement in risk management.
There are also potential improvements in how product use information is delivered to
users. Currently the APVMA must approve a printed label to be affixed to the product
container ─ so, for example, it cannot approve provision of the same information to users
by electronic means. The APVMA is responsible for approval of all label details,
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including warnings and other information required by other regulators and even the label
colours, and any changes to labels. Removing those constraints will allow the national
regulator to concentrate on aspects of information which are important to risk
management and to choose the most effective way of transmitting that information.
The APVMA is constrained in its ability to require changes to outdated labels. Removing
that constraint will allow the national assessment agency to ensure that product
information is current. However, a requirement to change a label, or other means of
delivery, may involve a non trivial cost. There is a risk of significant product withdrawal
if across the board demands for label updates were made, for example. Thus a policy
principle is that requirements for label change that fall within the remit of the national
agvet assessment and registration agency should be made on the basis of the expected
contribution of those changes to aggregate risk.

ACCESS TO CHEMICALS
Permits and Permissible Uses
Policy Principles
1. The scheme allows uses outside the approved uses in certain circumstances or with
specific approvals.
2. The scheme contains a mechanism to restrict approved uses.
3. Development of particular activities or industries is not constrained by the scheme
unless that constraint is a necessary part of risk management.
4. The scheme achieves a balance between the community’s right to know and
commercial interests.
Policy Outcomes
1. A process exists for arranging appropriate authorisation to ensure timely access to
agvet chemicals for
(a) emergency responses
(b) research and development.
2. Access to chemicals for minor industries and minor uses in larger industries.
3. Permissible uses do not carry unacceptable risk.
4. Community awareness of information provided as part of a research and development
permit is balanced against commercial interests to achieve the greatest net public
benefit.
Discussion
For a variety of reasons not all potentially legitimate uses of an agvet chemical will be
included in the assessment and thus on the list of registered uses. Potential uses are not
always predictable at the time of assessment ─ hence the demand for off-label access in
the existing regulatory system. As well, some uses are at too small a scale to cover the
cost to the registrant of having them added to the label. There are also demands for use of
chemicals for research purposes, including the use in trials to provide data for product
assessment. In this latter case it is important that the public interest concerns can be met
in a manner that does not compromise commercial confidentiality.
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From the point of view of facilitating industry access to appropriate products, and reaping
the consequent productivity benefits, it is important that the regulatory system provide for
off-label use. Some types of off-label use do not significantly increase risk and should be
allowed by right in legislation. This approach will apply only when it has been
established that the use does not add to risk. The use of chemicals at rates or frequencies
less that the label is a good example.
However, the regulatory system should also provide for a process by which off-label uses
that are not allowed by right, can be authorised on the basis of specific risk assessments.
On the conservative side, there are two important considerations in authorising such
access. First, permissible uses should not add unacceptably to risk. In other words, there
must be some credible process of considering risks of any particular extension. Second,
the arrangements for any permissible use should not have an undue negative effect on
registrants’ incentives to have that use included as part of the formal product assessment
and registration.

ACCESS TO CHEMICALS
Supplier (importers, manufacturers and retailers/distributors) Compliance and
Enforcement – Registration and Post Registration
Policy Principles
1. In the management of the risks of agvet chemical use the regulatory system
recognises the contribution and responsibilities of other parties that deliver industry
stewardship and quality assurance programs.
2. Regulatory powers, monitoring and enforcement effort are sufficient to ensure that
the chemicals supplied are in accord with those that were assessed.
3. Suppliers form part of any mechanism that regulates access to agvet chemicals.
Policy Outcomes
1. Suppliers facilitate effective and appropriate supply and use of agvet chemicals.
2. The product supplied accords with the product assessed and registered and the approved
instructions accord with those registered for the product.
3. A range of options is available to ensure compliance and encourage behavioural change.
4. Industry expertise and co-regulation, compliance, training, quality assurance programs,
codes of practice and best management practice in compliance and enforcement
arrangements are used by agvet regulators where appropriate to achieve continuous
improvement in chemical use practice.
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Discussion
The risk assessment of an agvet chemical is only valid in practice if the product that is
actually used is the same as that assessed and is applied according to good practice. In
managing product compliance, the national regulator can potentially achieve efficiencies
by recognising industry codes of practice and coordinating with industry stewardship and
quality assurance systems. Nevertheless a range of more coercive legislative powers will
be necessary to ensure effective compliance.
The point of sale to an end user is an important gateway for accurate transmission of
information on how to use chemical products. It is also a potential point for control of
access to chemicals. Where access to particular classes of chemicals is to be restricted to
classes of users, the point of supply should be the control point.

ACCESS TO CHEMICALS
Veterinarians’ prescribing rights
Policy Principles
1. ‘Prescribing rights’ are defined so that their exercise provides for the protection of
animal health and welfare without creating unacceptable risks to human health, trade
or the environment.
2. Prescribing rights (including compounding rights) do not substitute for the
registration of veterinary chemical products or the use of existing registered
veterinary chemicals.
Policy Outcomes
1. The exercise of prescribing rights is limited to those with agreed registration to
practise and does not create unacceptable risks associated with use of chemical
products.
2. Veterinarians may use unregistered veterinary chemicals or registered veterinary
chemicals off-label by right in certain circumstances where risks can be managed.
3. Veterinarians do not compound chemicals and supply them except for the treatment
of animals which are directly under their care.
Discussion
Veterinarians are assigned rights by virtue of their professional qualifications. These
rights include access to certain restricted drugs (Schedule 3, 4 and 8 poisons), the ability
to use veterinary chemicals off-label (contrary to the Directions for Use) and the ability
to compound, prescribe or use unregistered veterinary chemicals.
These prescribing rights arise mostly from state poisons or control of use legislation, the
effect of which is recognised by the current AgVet Code. These rights are currently not
consistent across jurisdictions and the exemption provided to veterinarians under the
AgVet Code creates anomalies in the supply of veterinary chemicals by veterinarians.
Veterinarians’ prescribing rights have an important role to play in ensuring animal
welfare and in providing access to chemicals for some small livestock and aquaculture
industries. However, there are significant problems with the existing regulatory
framework. For example, veterinarians are permitted to compound (manufacture) an
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unregistered veterinary chemical for supply and use on animals under their care.
Inconsistencies in the regulatory coverage of this activity have been exploited by some
veterinarians who manufacture and supply unregistered veterinary chemicals in direct
competition with registered products. In discussions with the consultants and formal
submissions a number of chemical industry stakeholders have raised instances of
compounders selling substantial quantities of unregistered products in direct competition
with registered products. Use, and abuse, of veterinarians’ prescription rights has been
implicated in these cases as has an alleged ineffectiveness in APVMA compliance effort.

USE OF CHEMICALS
User Competence and Training
Policy Principles
1. Link access to chemicals to user competency.
2. The level of competence required is commensurate with the identified risk.
3. Where appropriate, consideration is given to industry initiatives as the instrument to
ensure compliance.
4. A consistent set of competency requirements is set within the national framework
which applies across jurisdictional boundaries.
Policy Outcomes
1. Users
 are aware that they need to use chemicals safely and responsibly
 are competent in the use of agvet chemicals
 can demonstrate competence, through training or other appropriate means.
2. The national training competencies reflect the required management of agvet
chemical risk.
3. Only authorised users are able to purchase and use certain categories of chemicals
and the level of competency required is commensurate with the risk.
Discussion
Policies on competence and training should be directed at achieving chemical use that is
safe and in accordance with good practice. Agvet chemical products are more likely to be
used according to best practice if all users are aware of their responsibilities and know
how those products should be used. Competence in using chemicals might come from one or
more of several sources, including formal training. There is an existing set of competencies
for training of agvet chemical users within the National Training Framework. Currently
training requirements for various classes of users, including commercial users, such as
ground applicators, pest controllers and aerial applicators, vary considerably between
jurisdictions. The potential efficiency costs of this variation were a major concern raised
by the Productivity Commission.
With respect to licensing, accreditation and training requirements, emphasis in the
national framework will be on those aspects of competence where the greatest net gains
can be made. Broadly, the potential benefits of training, licensing and accreditation
requirements take the form of reductions in risk and improved industry productivity from
more efficient use of chemical products. Training, licensing and accreditation systems
can have significant costs, though, both in terms of the costs to participants (course fees,
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value of time spent on courses and travel costs) and administrative costs. Therefore, the
concentration in the scheme needs to be on those areas where the greatest reduction in
risk is likely to flow from training or accreditation requirements.
The two main areas for action in this respect concern training and licensing requirements
for commercial operators and adoption of an accreditation system for other users in
which competency requirements are commensurate with the risks of use of particular
classes of chemical products.

USE OF CHEMICALS
Use risk management, emergency response, monitoring and traceback
Policy Principles
1. Monitoring is undertaken to allow early identification of issues/problems and to
assess the appropriateness of the current risk management arrangements.
2. Regulators are adequately resourced with competent staff.
3. Supporting regulation is sufficient to allow effective traceback and emergency
response.
4. Regulators coordinate with user industry co-regulatory approaches where it can be
shown that
(a) coordination avoids duplication of monitoring and enforcement effort
(b) the co-regulatory regimes provide effective risk management.
Policy Outcomes
1. Effective and efficient monitoring of agvet chemical use and practices and any
negative effects.
2. Capacity to identify and respond to emergency and emerging issues.
3. Recognition of industry expertise through co-regulatory approaches to compliance
and enforcement
 encouragement/empowerment of industry programs to support/expand
government regulation (eg industry managed training programs, quality
assurance programs, codes of practice, compliance arrangements and best
management practice)
Discussion
There are four broad considerations in setting the framework for monitoring and
traceback activities and their relationship with broader agvet chemical regulatory policy.
Those considerations are: effective monitoring; ability to traceback to the source of a
problem; ability to resolve a problem; and feedback to all levels of the scheme, including
assessment and registration, and to policy processes.
As is discussed above, significant gains in overall efficiency and effectiveness of
monitoring can result from coordination with industry programs. Overall, though, the
combination of monitoring through industry co-regulation and regulators’ efforts must be
sufficient in scale and targeting to ensure that the regulator can discover problems in a
timely manner. The capacity for traceback and analysis and the feedback mechanisms
should be sufficient for the source of a problem to be identified and the development of
strategies to prevent further occurrences.
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There is also a need to provide an effective system of feedback to inform the assessment
and registration process and the broader policy process. An important part of this process
may be the collection of relevant data on use.
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ATTACHMENT B

COAG PRINCIPLES OF BEST PRACTICE REGULATION
COAG has agreed that all governments will ensure that regulatory processes in their
jurisdiction are consistent with the following principles:
1. establishing a case for action before addressing a problem;
2. a range of feasible policy options must be considered, including self-regulatory, coregulatory and non-regulatory approaches, and their benefits and costs assessed;
3. adopting the option that generates the greatest net benefit for the community;
4. in accordance with the Competition Principles Agreement, legislation should not
restrict competition unless it can be demonstrated that:
a. the benefits of the restrictions to the community as a whole outweigh the
costs, and
b. the objectives of the regulation can only be achieved by restricting
competition;
5. providing effective guidance to relevant regulators and regulated parties in order to
ensure that the policy intent and expected compliance requirements of the regulation
are clear;
6. ensuring that regulation remains relevant and effective over time;
7. consulting effectively with affected key stakeholders at all stages of the regulatory
cycle; and
8. government action should be effective and proportional to the issue being addressed.
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