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6A guidelines

Background to the reforms and the section 6A guidelines, including overarching principles
and processes for the effective and efficient regulation of agricultural and veterinary chemical
products.

Background to the reforms and the
section 6A guidelines

About us

a. In Australia, agricultural and veterinary (agvet) chemical products and their constituents
are regulated through a cooperative National Registration Scheme for Agricultural and
Veterinary Chemicals (the NRS). The NRS was agreed on by the Australian Agriculture
Council (now the Standing Council on Primary Industries) and is a partnership between
the Commonwealth and the States and Territories of Australia.

b. The legislative heart of the NRS is the Agricultural and Veterinary Chemicals Code (the

Agvet Code), which is the schedule to the Agricultural and Veterinary Chemicals Code

Act 1994 (Cth). The Agvet Code is a Commonwealth law that operates for the
Australian Capital Territory; the Agvet Code has been picked up and applied as a law
by each of the States and the Northern Territory so that it effectively operates as a

national code. The Agricultural and Veterinary Chemical Code Regulations 1995
(Cth) (the Agvet Code Regulations), made under the Agricultural and Veterinary

Chemicals Code Act 1994 (Cth), have similarly been given a national operation.

c. The Commonwealth's responsibilities are discharged, primarily, by us, the Australian
Pesticides and Veterinary Medicines Authority (the APVMA). We are established by

The following content can be found at http://new.apvma.gov.au/node/957
If making a submission, please reference page number: 957

The following content can be found at http://new.apvma.gov.au/node/961
If making a submission, please reference page number: 961
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6A guidelines

the Agricultural and Veterinary Chemicals (Administration) Act 1992 (the Admin Act).
We are part of the Australian Government Agriculture Portfolio. We are responsible for
regulating agvet chemical products and their constituents up until the point of retail sale.
Control of use of agvet chemical products and their constituents after retail sale is the
responsibility of the individual States and Territories.

d. We are responsible for administering a number of pieces of legislation including,
importantly, the Agvet Code and the Agvet Code Regulations as they apply in each of
the States and Territories.

e. We are responsible for, among other things, the evaluation, registration or approval,
and control of supply (up until the point of retail sale) of agvet chemical products and
their constituents. We are also responsible for issuing permits for use.

f. We perform our functions and exercises our powers with various objects in mind. Our
first priority is ensuring the protection of the health and safety of human beings, animals
and the environment. We are also concerned with the effectiveness of agvet chemical
products and their effect on trade and commerce between Australia and other
countries. 

Note: Sections 1 and 1AA of the Agvet Code set out the objects of the Code and the manner in which it

is to be implemented.

g. Our regulatory approach reflects established best-practice standards for the
assessment and management of risk, based on science. We perform our functions and
exercise our powers fairly and equitably, consultatively (with input from other
government agencies where appropriate), and in accordance with the law.

h. For further information on us and our regulatory functions and powers, please see the
additional information available on our website www.apvma.gov.au.

The reforms to the Agvet Code and the Agvet Code
Regulations 

a. The Agricultural and Veterinary Chemicals Legislation Amendment Act (2013) (the
Amendment Act) makes amendments to the Agvet Code, among other Acts. These
amendments commence on 1 July 2014.

b. The Amendment Act implements reforms to the approval, registration and
reconsideration of agvet chemical products and their constituents to improve the
efficiency and effectiveness of the current regulatory arrangements and provide greater
certainty to the community that those chemicals approved for use in Australia are safe.
The Amendment Act makes it clear that the health and safety of human beings, animals
and the environment is the first priority of the regulatory system.

c. The reforms aim to encourage the development of newer and safer chemicals by
providing more flexible and streamlined regulatory processes with higher levels of
transparency and predictability for business seeking approval for agvet chemical
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products and their constituents to enter the market. The reforms should result in a more
straightforward assessment process that is easier to understand and more cost
effective to administer. In many cases, particularly for products of low regulatory
concern, the reformed system as established by these amendments should be faster,
deliver more predictable outcomes and result in improved health and environmental
protection for the broader community.

d. Benefits to human health and the environment flow particularly from improved access to
newer and safer chemistry, increased scrutiny of currently available chemicals for their
human and environmental health and safety impacts, and from improved mechanisms
to ensure compliance with regulatory decisions. Business benefits through increased
certainty over regulatory requirements and timeliness, reduced application
requirements where permitted by appropriate risk management, improved data
protection provisions and increased community confidence in regulatory outcomes.

e. The amendments:
1. enhance the consistency, efficiency and transparency of approvals, registrations

and reconsiderations of agvet chemical products and their constituents through
the development, publication and implementation of a risk framework, which we
must have regard to, aligning regulatory effort with chemical risk

2. improve the timeliness, efficiency and effectiveness of assessment processes for
approvals, registrations, variations and reconsiderations of agvet chemical
products and their constituents

3. improve our ability to enforce compliance with our regulatory decisions by
providing us with a graduated range of compliance and enforcement powers and
introducing a power to apply statutory conditions to registrations and approvals

4. improve consistency in data protection provisions and remove disincentives for
industry to provide data in support of ongoing registration of agvet chemical
products and their constituents

5. address perceptions of a conflict of interest by providing for an agency other than
us to collect the chemical products levy referred to in the Agricultural and

Veterinary Chemical Products (Collection of Levy) Act 1994, should it be cost
effective to do so

6. remove redundant provisions and amend out of date provisions.

f. To improve the efficiency and effectiveness of the regulation of agvet chemical products
and their constituents through increased transparency and predictability of decision-
making, the amendments provide, among other things, for us to make, publish and have
regard to guidelines (that is, the section 6A guidelines referred to below). These
guidelines are to form part of an overarching risk-based compendium developed,
maintained and published by us.

g. To complement the reforms made by the Amendment Act, amendments have been

made to the Agvet Code Regulations, by the Agricultural and Veterinary Chemicals
Legislation Amendment (2013 Measures No. 2) Regulation 2013, which also
commence on 1 July 2014. 

Background to the section 6A guidelines 
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An overview of section 6A

a. Section 6A of the Agvet Code provides that we may make written guidelines for
performing our functions and exercising our powers under the Agvet Code and the
Agvet Code Regulations (the guidelines).

b. If we make the guidelines, we must have regard to them in performing our functions and
exercising our powers under the Agvet Code and the Agvet Code Regulations.

c. Section 6A provides that the guidelines must include:
1. principles and processes for effective and efficient regulation of chemical

products and their constituents; and
2. principles and processes relating to:

i. preliminary assessment
ii. the approval of active constituents for proposed or existing chemical

products
iii. the registration of chemical products
iv. the approval of labels for containers for chemical products
v. the variation of relevant particulars and conditions
vi. the issue of permits and licences, and
vii. the reconsideration of approvals and registrations.

d. The guidelines must not be inconsistent with an 'agvet law' (which is defined in the
Agvet Code to mean the Agvet Code, as well as certain other Acts). If there is a conflict
between the guidelines and an agvet law, the agvet law will prevail.

e. The guidelines do not constitute legal advice and do not replace legal obligations under
the agvet law.

f. The guidelines are not a legislative instrument. They state the general position as to
how we will perform our functions and exercise our powers under the Agvet Code and
the Agvet Code Regulations. In particular, they apply to the decisions we make under
the Agvet Code and the Agvet Code Regulations.

g. When the guidelines refer to us or the ‘APVMA’ in the context of the exercise of a
particular power, or the making of a particular decision, they should also be taken as
referring to a delegate of the APVMA (see section 11 of the Admin Act).

h. While we must 'have regard to' the guidelines in performing our functions and exercising
our powers under the Agvet Code and the Agvet Code Regulations, we are not bound
to follow the guidelines and will depart from them in appropriate cases. This allows for
us to be appropriately flexible in circumstances particularly where the guidelines have
not taken into account a specific circumstance or particular matter.

i. The purpose of the guidelines is to improve the efficiency and effectiveness of the
regulation of agvet chemicals and their constituents through increased transparency,
consistency, accountability and predictability of decision-making.

The content of the guidelines we have made

6A guidelines
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a. We have made guidelines for the purposes of s 6A of the Agvet Code (that is, the
guidelines).

b. The guidelines cover those matters expressly provided for in section 6A(3) of the Agvet
Code; namely, principles and processes for or relating to:

1. effective and efficient regulation of chemical products and their constituents
2. the approval of active constituents for proposed or existing chemical products
3. the registration of chemical products
4. the approval of labels for containers for chemical products
5. the variation of relevant particulars and conditions
6. the issue of permits and licences, and
7. the reconsideration of approvals and registrations.

c. The guidelines also cover the following matters:
1. preliminary assessment
2. section 159 of the Agvet Code
3. recategorising applications made under the Agvet Code
4. altering applications made under the Agvet Code, and
5. limits on the use of certain information obtained by us under the Agvet Code.

d. Where appropriate, the guidelines may refer to other documents that are taken into
account by us in performing our functions or exercising our powers under the Agvet
Code and the Agvet Code Regulations (for example, technical manuals).

e. The guidelines commence on 1 July 2014 or on the commencement date referred to in
the particular guideline (whichever is later).

f. We may amend the guidelines from time-to-time.

Overarching principles and processes for
the effective and efficient regulation of
agricultural and veterinary chemical
products

What is this guideline about?

a. This guideline is made pursuant to section 6A of the Agvet Code.

b. The purpose of this guideline is to outline our principles and processes for effective and
efficient regulation of chemical products and their constituents. It does this by setting out

The following content can be found at http://new.apvma.gov.au/node/963
If making a submission, please reference page number: 963
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our approach to:
1. using and following the guidelines
2. performing our functions and exercising our powers under the Agvet Code and

the Agvet Code Regulations
3. exercising discretion in relation to the decisions we make under the Agvet Code

and the Agvet Code Regulations

c. This guideline commences on 1 July 2014.

When do we use and follow the guidelines?

a. We will have regard to the guidelines in performing our functions and exercising our
powers under the Agvet Code and the Agvet Code Regulations.

b. However, we are not bound by the guidelines. We will consider each case on its merits
and may depart from the guidelines in special circumstances.

c. Where we depart from the guidelines, we will make a record setting out our reasons for
departing from the guidelines.

d. Any reference in the guidelines to us or the ‘APVMA’ exercising a particular power or
making a particular decision should also be taken as referring to a delegate of the
APVMA exercising the power or making the decision. 

What is our regulatory approach?

General principles

a. We perform our functions and exercise our powers in accordance with the provisions of
the Agvet Code and the Agvet Code Regulations, and all other applicable laws
(including the principles of administrative law).

b. We administer the Agvet Code and the Agvet Code Regulations in accordance with the
Australian National Audit Committee's Better Practice Guide on Administering
Regulation (March 2007).

c. We recognise that, in performing our functions and exercising our powers, we must:
1. act within power and comply with specific statutory requirements
2. exercise our power in good faith, and in a fair, ethical, professional and

responsible manner
3. in making decisions, act fairly and equitably in accordance with administrative law

principles, and apply our discretion in a rational and demonstrably justifiable way
4. manage any real or perceived conflicts of interest
5. apply the law with probity, balance, judgement, common sense and without bias
6. enforce the law equitably, fairly and swiftly.

d. We understand that failure to act in accordance with the above requirements may result
in:

6/54



6A guidelines

1. incorrect or invalid decision-making and inefficient administration of the Agvet
Code and the Agvet Code Regulations

2. potential damage to stakeholders
3. the compromise of our regulatory efforts and the undermining of incentives for

compliance with the Agvet Code and the Agvet Code Regulations, and
4. the erosion of public confidence in us.

A risk-based approach based on science

a. Our regulatory approach is:
1. risk-based (consistent with the risk standard AS/NZS ISO 31000:2009)
2. consultative, and
3. consistent with international best practices and leading scientific approaches,

research, technologies, practices, and evidence.

b. We apply our risk-based regulatory approach such that:
1. the likelihood and severity of potential threats to the health and safety of human

beings, animals and the environment are minimised
2. the likelihood and potential benefits of opportunities for Australia, the public and

regulated industry are increased, and
3. opportunities associated with new active constituents or chemical products will be

considered, even if there are potential risks.

c. In this context, we will select scientific approaches and information that realistically
identify and assess the potential risks and opportunities associated with agricultural
and veterinary chemical products and their constituents.

d. The risk tolerance level in respect of a particular decision made under the Agvet Code
or the Agvet Code Regulations will usually be set out in the guidelines or a document
referred to in the guidelines. Where this is not the case, we will assign a risk tolerance
level having regard to:

1. the requirements of the Agvet Code and the Agvet Code Regulations
2. the principles and processes of risk management provided in the risk standard

AS/NZS ISO 31000:2009
3. the evidence available to us in relation to the risk.

e. In determining an application (or doing other things) under the Agvet Code or the Agvet
Code Regulations, we will balance the risks we identify with granting the application
against the purpose of the application, the opportunities that may arise from granting
the application, the extent to which the risk can be mitigated by imposing conditions on
the grant, and the practicability and cost of adopting particular risk mitigation measures.

How do we exercise discretion under the Agvet Code
and the Agvet Code Regulations?

a. In making decisions under the Agvet Code and the Agvet Code Regulations, we are
often required to exercise discretion.
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b. The requirement to exercise discretion in decision making can add a level of complexity
and uncertainty to the process as the factors that the decision maker must, may or must
not take into account in making the decision (and the weight to be attributed to each
factor) are not always clear or obvious. 

c. We recognise that, where we are required to exercise discretion in our decision
making, we must do so:

1. consistently with the objects and provisions of the Agvet Code and the Agvet
Code Regulations

2. in line with administrative law principles
3. based on the nature and merits of the individual application or case
4. taking into account, where appropriate, special circumstances (that is, unusual or

extraordinary circumstances that, if not taken into account, may result in an unjust,
unreasonable or inappropriate outcome)

5. in a way that promotes streamlining of the regulatory process, and improves its
flexibility.

Approvals and registrations

What is this guideline about?

a. This guideline is made pursuant to section 6A of the Agvet Code.

b. The purpose of this guideline is to set out our principles and processes in relation to
performing our functions and exercising our powers relating to approvals and
registrations under Division 2 of Part 2 of the Agvet Code.

c. It covers preliminary assessments, determining applications (including the information
we take into account), restrictions on our power to approve or register, conditions on
approvals and registrations, and notices of proposed decisions. 

d. The provisions of the Agvet Code and the Agvet Code Regulations covered by this
guideline are outlined in the annexure to this guideline. 

e. This guideline commences on 1 July 2014.

Preliminary assessment—where can I get more
information? 

a. We expect applicants to lodge an application for approval or registration that contains
or is accompanied by all relevant information such that the application ‘meets the
application requirements’.

The following content can be found at http://new.apvma.gov.au/node/981
If making a submission, please reference page number: 981
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Note: Section 8A of the Agvet Code defines ‘meets the application requirements’.

b. We will undertake a preliminary assessment of applications for approval or registration
in accordance with Section 6A guideline—preliminary assessment.

c. For the purposes of section 11(4) of the Agvet Code, we may alter an application, after
it has passed preliminary assessment, and with the written consent of the applicant, in
accordance with Section 6A guideline—altering applications.

d. Following preliminary assessment of an application, and prior to determination of that
application, we may recategorise the application in accordance with Section 6A
guideline—recategorising applications.

How will we determine applications for approval or

registration?

a. We must be satisfied of the relevant matters in section 14 of the Agvet Code before we
can approve an active constituent or label, or register a chemical product. 

When will the safety criteria be met?

a. To approve an active constituent or register a chemical product, we must be satisfied
that, among other things, the constituent or product meets the safety criteria in
accordance with section 5A of the Agvet Code. 

b. In satisfying ourselves that an active constituent meets the safety criteria, we must have
regard to the matters set out in section 5A(2)(a), and we may have regard to such other
matters as we think relevant (section 5A(2)(b)). In satisfying ourselves that a chemical
product meets the safety criteria, we must have regard to the matters set out in section
5A(3)(a), and we may have regard to the matters set out in section 5A(3)(b), including
such other matters as we think relevant (section 5A(3)(b)(vi)).

When will the efficacy criteria be met?

a. To register a chemical product, we must be satisfied that, among other things, the
product meets the efficacy criteria in accordance with section 5B of the Agvet Code. 

b. We must do this by having regard to the matters set out in sections 5B(1) and 5B(2) of
the Agvet Code, but only to the extent that we think those matters are relevant (see
section 5B(3)).

c. For certain chemical products or classes of chemical products, we think that it is not
relevant to have regard to the matters in sections 5B(1) and 5B(2) for the purposes of
the operation of the Agvet Code in relation to those products or classes of products.

d. [These guidelines or supporting materials are still to be developed. We are in the

process of considering what these chemical products or classes of chemical products

6A guidelines
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might be.]

When will the trade criteria be met?

a. To register a chemical product, we must be satisfied that, among other things, the
product meets the trade criteria in accordance with section 5C of the Agvet Code. 

b. We must do this by having regard to the matters set out in sections 5C(1) and 5C(2) of
the Agvet Code for chemical products where it can reasonably be expected that the
product will be used in relation to:

1. a crop or animal, a product of which might be provided to a place outside
Australia, or

2. a crop that will be fed to an animal, a product of which might be provided to a
place outside Australia (see section 5C(3) and regulation 8AD).

c. For any other chemical product, we need only have regard to the matters set out in
sections 5C(1) and 5C(2) to the extent that we think those matters are relevant (see
section 5C(3) and regulation 8AD).

d. For certain chemical products or classes of chemical products, we think that it is not
relevant to have regard to the matters in sections 5C(1) and 5C(2) for the purposes of
the operation of the Agvet Code in relation to those products or classes of products.

e. [These guidelines or supporting materials are still to be developed. We are in the

process of considering what these chemical products or classes of chemical products
might be.]

When will the labelling criteria be met?

a. To approve a label for containers for a chemical product, we must be satisfied that the
label meets the labelling criteria in accordance with section 5D of the Agvet Code.

b. We must be satisfied that the label contains adequate instructions relating to such of the
matters set out in section 5D(1) as are appropriate. We must do this by having regard
to the matters set out in section 5D(2).

What information do we take into account in
determining an application?

a. Section 8C of the Agvet Code sets out the information that we must, may and must not
take into account in determining an application.

b. Despite section 8C, there is certain information that we cannot take into account in
determining an application. This includes information subject to the limits on use of
information provisions in Division 4A of Part 2 of the Agvet Code, and other similar
provisions (see section 14B and Part 3 of the Agvet Code and Part 7B of the Admin
Act). The details of the kind of information subject to the limits on use of information

6A guidelines
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provisions in Division 4A of Part 2 of the Agvet Code, and the extent of the limits, are
set out in Section 6A guideline—limits on use of information.

c. Section 8C of the Agvet Code requires us, in determining an application, to have
regard to any submission made in response to an invitation given by us in relation to the
application. We will only invite a person to make a submission in relation to an
application where we are required by the Agvet Code or the Agvet Code Regulations to
invite submissions (see, for example, sections 8S, 12 and 13 of the Agvet Code).

How will we manage related applications for
registration and approval?

a. Under section 15 of the Agvet Code, we must not:
1. register a chemical product unless we also approve each active constituent for

the product, and approve a label for the containers for the product
2. approve a label for containers for a chemical product unless we also register the

product.

b. Where we are required to assess related applications—that is, applications for active
constituent and label approval and chemical product registration, where the
applications relate to the same active constituent or chemical product—we will not take
steps to grant any one application unless we are satisfied that all of the applications can
be granted.

c. If we are satisfied that any one of the applications cannot be granted, we will issue a
notice proposing to refuse each of the applications under section 8S of the Agvet Code
(see below).

What kinds of conditions will we impose on approvals

and registration?

a. Section 23(1) of the Agvet Code provides that approvals and registrations are subject
to the conditions prescribed in the Agvet Code Regulations and any other conditions
imposed that we think appropriate. 

b. We think it will be appropriate to impose conditions on:
1. the approval of an active constituent so that we can be satisfied that the

constituent meets the safety criteria (and can, as a result, be approved)
2. the registration of a chemical product so that we can be satisfied that the product

meets the safety criteria, the trade criteria and the efficacy criteria (and can, as a
result, be registered)

3. the approval of a label for containers for a chemical product so that we can be
satisfied that the label meets the labelling criteria (and can, as a result, be
approved).

c. Any conditions that we impose on an approval or registration will be:
1. consistent with the Agvet Code and the Agvet Code Regulations, and otherwise
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lawful
2. consistent with our regulatory approach as set out in the guidelines
3. capable of being monitored and measured.

Notice of a proposed decision (section 8S)

How much time is there to respond to the notice?

a. Once we have assessed an application, and except where we decide to grant the
application in accordance with the terms of the application, we will give the applicant a
notice of our proposed decision and invite them to make written submissions within 28
days or within a further period specified in the notice (see section 8S of the Agvet
Code).

b. In deciding whether to specify a ‘further period', we will take the following matters into
account:

1. the statutory timeframe for assessing the application, and
2. our reasons for proposing to take the action set out in the section 8S notice.

To what extent do we take into account a response to the notice? 

a. In determining an application, we must take into account anything given in response to
our invitation to make written submissions in the section 8S notice (see section 8C(1)
(a)(iii)). However, we are not required to take account of anything given in response to
the invitation that is not related to information:

1. already given to us by or on behalf of the applicant, or
2. on which our reasons for the proposed course of action are based, as set out in

the notice (including information not given to us by the applicant) (see section
8S(3)). 

b. The following are examples of the kinds of things that are likely to be ‘not related’ to this
information:

1. reports, data sets or other information that would change fundamentally the nature
of the application

2. reports, data sets or other information that would require us to consider the
application anew, based on the new information rather than on the information
already provided

3. reports, data sets or other information that would require us to ignore the
information already provided.

Annexure—relevant legal provisions

Applying for approval or registration

a. The Agvet Code provides that a person may apply to us:
1. for approval of an active constituent for a proposed or existing chemical product
2. for registration of a chemical product, or
3. for approval of a label for containers for chemical product.
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b. The application:
1. must meet the application requirements, and 
2. for an active constituent or chemical product—must include proposed instructions

for the use of the constituent or product. 

c. Within 10 working days of receiving the application, we will notify the applicant that the
application has been received. 

Note: Section 10 of the Agvet Code deals with the making of applications. Section 8A defines ‘meets

the application requirements’. Regulation 75 of the Agvet Code Regulations deals with the notice

requirements.

Preliminary assessment

a. The Agvet Code provides that we must complete a preliminary assessment of the
application within one month after it is lodged.

b. If it appears from the preliminary assessment that the application meets the application
requirements, we must, within 14 days:

1. give the required form of written notice to the applicant, and
2. publish a summary of the application that includes any details prescribed in the

Agvet Code Regulations.

c. If it does not appear from the preliminary assessment that the application meets the
application requirements, we must refuse the application.

d. The Agvet Code provides that we may alter an application, after it passes preliminary
assessment, with the written consent of the applicant.

Note: Section 11 of the Agvet Code deals with preliminary assessments (see also regulations 8B, 8D

and 8E of the Agvet Code Regulations in relation to summary publication and notice requirements).

Section 8A defines ‘meets the application requirements’. 

Determining the application

a. The Agvet Code requires us to approve the active constituent or label, or register the
chemical product, if we are satisfied:

1. that the application meets the application requirements, and 
2. for an active constituent—that the constituent meets the safety criteria, and
3. for a chemical product—that the product:

i. meets the safety criteria, the trade criteria and the efficacy criteria, or
ii. complies with the established standard for the product, and

4. for a label for a chemical product—that the label:
i. meets the labelling criteria, or
ii. complies with the established standard for the product

b. If we are not satisfied of the relevant matters in respect of a particular application, we
must refuse the application. 
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c. The Agvet Code sets out information that we must, may and must not take into account
in determining an application.

d. At any time after an application is made and before it is determined, the applicant may
withdraw it by giving us notice of the withdrawal signed by the applicant.

Note: Section 14 of the Agvet Code deals with determining an application. Section 8A defines ‘meets

the application requirements’ (see also section 8B). Section 5A defines ‘meets the safety criteria’ (see

also regulation 8AB of the Agvet Code Regulations). Section 5B defines ‘meets the efficacy criteria’.

Section 5C defines ‘meets the trade criteria’ (see also regulation 8AD of the Agvet Code Regulations).

Section 5D defines ‘meets the labelling criteria’ (see also regulation 8AE of the Agvet Code

Regulations). Section 8U deals with the ‘established standard’ for the product. Section 8C deals with the

information to be taken into account in determining an application (see also sections 14A and 14B).

Section 15 deals with restrictions on our power to register products and approve labels. Section 16

deals with multiple approvals or registrations. Section 23 deals with conditions of approval or

registration. Section 8D deals with the withdrawal of applications.

Notice of proposed decision

a. Before determining an application, we must, in specified circumstances, give the
applicant written notice of what we propose to do:

Note: Section 8S of the Agvet Code deals with these notices. 

Preliminary assessment

What is this guideline about?

a. This guideline is made pursuant to section 6A of the Agvet Code.

b. The purpose of this guideline is to set out our principles and processes in relation to
performing our functions and exercising our powers relating to preliminary assessments
under sections 11, 28 and 110A of the Agvet Code.

c. It covers what we mean by, and what we take into account in conducting, a preliminary
assessment (among other things).

d. The provisions of the Agvet Code covered by this guideline are outlined in the annexure
to this guideline.

e. This guideline commences on 1 July 2014.

The following content can be found at http://new.apvma.gov.au/node/965
If making a submission, please reference page number: 965
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What do we mean by a preliminary assessment?

a. For an application to pass preliminary assessment, it must appear from the preliminary
assessment that the application ‘meets the application requirements’.

Note: Section 8A of the Agvet Code defines ‘meets the application requirements’.

b. Generally, an application will pass preliminary assessment if, on an initial examination
only, it appears that the form and content of the application meet the application
requirements. In other words, the outward look of the application and its accompanying
information must appear to be in order and complete. This is a lower threshold than the
requirement of ‘satisfaction’ in the case of a ‘full evaluation’ of an application (for
example, under section 14 of the Agvet Code), reflecting the limited timeframe
available to us to complete a preliminary assessment.

What do we take into account in conducting a

preliminary assessment?

a. In undertaking a preliminary assessment, we will take into account all of the information
in or accompanying the application form. However, we will only do so to the extent
necessary to ensure that the form and content of the application meet the application
requirements—that is, that the information provided looks or appears to be what is
actually required to meet the requirements.

b. We will not delve into the substance of the information provided with an application to
ensure that the information is sufficient for us to determine, for example, whether the
safety or other relevant criteria are met (this is instead the purpose of the ‘full
evaluation’).

c. We will not conduct any scientific or technical analysis of the information provided with
an application.

Examples

1. If an application requirement is that a particular scientific study be provided, it will
be sufficient, for the purposes of preliminary assessment, that the study that is
provided have the outward look of the required study (an email in place of an
expected 500 page document will not be sufficient).

2. If a study on a particular species of plant is required, and a document that has the
outward look of being a study on that species of plant is provided, that will be
sufficient. It is irrelevant, for the purposes of preliminary assessment, that it may
turn out on substantive examination that the study provided does not address all of
the things it was required to address so that we can satisfy ourselves of relevant
matters as part of our ‘full evaluation’.

Rectifying defects in an application

a. If it appears from the preliminary assessment of an application for a permit that the
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application does not meet the application requirements, but that the defects in the
application can be reasonably rectified, we will give the applicant an opportunity to
rectify those defects. We consider that a defect can be reasonably rectified if it is
capable of being rectified:

1. without significantly changing the nature of the application, and

2. within one month of us giving the applicant written notice requiring the defect to be
rectified.

Examples

i. An application for a permit has been made that contains typographical or
other minor errors or omissions. We will likely give the applicant an
opportunity to rectify those defects.

ii. An application for a permit is made but information that is required to be
provided or that we consider necessary to assess the application has not
been provided. We will likely give the applicant an opportunity to rectify
those defects.

Amending the application after preliminary assessment

a. We may alter an application, after it has passed preliminary assessment, and with the
written consent of the applicant, in accordance with Section 6A guideline—altering
applications.

Annexure—relevant legal provisions

a. We are required to conduct a preliminary assessment in respect of certain applications
made under the Agvet Code (see sections 11, 28, and 110A). The application must
pass the preliminary assessment before we can proceed to a ‘full evaluation’ of the
application.

b. Section 11 of the Agvet Code provides for preliminary assessment in respect of
applications for:

1. approval of an active constituent for a proposed or existing chemical product
2. registration of a chemical product. or
3. approval of a label for containers for a chemical product.

c. Section 28 provides for preliminary assessment in respect of applications for variation.

d. Section 110A provides for preliminary assessment in respect of applications for
permits.

The following content can be found at http://new.apvma.gov.au/node/984
If making a submission, please reference page number: 984

16/54

http://new.apvma.gov.au/node/960
http://www.apvma.gov.au/consultation/public/index.php


6A guidelines

Permits

What is this guideline about?

a. This guideline is made pursuant to section 6A of the Agvet Code.

b. The purpose of this guideline is to set out our principles and processes in relation to
performing our functions and exercising our powers relating to issuing permits under
Part 7 of the Agvet Code.

c. It covers applying for permits and determining permits applications, including what we
take into account in determining permit applications. It also covers the conditions we
impose on permits and the duration and extension of permits.

d. The provisions of the Agvet Code and the Agvet Code Regulations covered by this
guideline are outlined in the annexure to this guideline. 

e. This guideline commences on 1 July 2014.

What does applying for a permit involve?

Preliminary assessments—where can I get more information?

a. We expect applicants to lodge an application for a permit that contains or is
accompanied by all relevant information such that the application 'meets the application
requirements'.

Note: Section 8A of the Agvet Code defines ‘meets the application requirements’.

b. We will undertake a preliminary assessment of applications for a permit in accordance
with Section 6A guideline—preliminary assessment.

c. For the purposes of section 110A(5) of the Agvet Code, we may alter an application,
after it has passed preliminary assessment, and with the written consent of the
applicant, in accordance with Section 6A guideline—altering applications.

When will co-ordinators be consulted?

a. We must give the designated coordinator of a jurisdiction (usually a person designated
by a Minister of the relevant State or Territory) a copy of the permit application and any
accompanying documents, unless we think it is inappropriate to do so (section 111(1)
(a)).

b. One circumstance in which we think it inappropriate to do so is where we have agreed
with the relevant State or Territory that we do not need to consult with the designated
coordinator in relation to an application for a permit of a particular type or class, and the
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application is for a permit within that type or class.

When will the applicant need to give us more information because of
a request by a coordinator?

a. If a coordinator requests additional information for the purposes of enabling them to
make a recommendation to us about the application, we will give written notice to the
applicant requiring the applicant to give us that additional information, unless we have
reasonable grounds for refusing the request (section 111(1)(b)).

b. We will have reasonable grounds for refusing the request if:
1. the request does not relate to the application or the matters we have to take into

account in assessing the application, or
2. we are able to adequately respond to the request.

How do we determine an application for a permit?

a. We must be satisfied of the relevant matters in section 112 of the Agvet Code and
regulation 57B of the Agvet Code Regulations before we can issue a permit. Some of
these matters are set out below.

What is ‘a minor use’?

a. We can issue a permit for the ‘use’ of an active constituent or a chemical product if,
among other things, the ‘use’ proposed in the application is a ‘minor use’ (see section
112(2)(e) and regulation 57(2)(a)). 

b. ‘Minor use’, in relation to a chemical product or an active constituent, means a use of
the product or constituent that would not produce sufficient economic return to an
applicant for registration of the product to meet the cost of registration of the product, or
the cost of registration of the product for that use, as the case requires (including, in
particular, the cost of providing the data required for that purpose) (regulation 3).
Sufficient economic return may not be produced where the market for a chemical
product for a particular use is small or unknown.

c. The following are examples of what we might consider to be a minor use of a chemical
product (that is, examples of uses of products that may not produce a sufficient
economic return, as described in paragraph 3.1(b) above):

1. use of a product on a speciality crop or animal grown on a small scale
2. infrequent use of a product on a major crop for the control of a minor pest or

disease
3. use of a product on a major crop for the control of a minor pest or disease, where

the use is restricted to a small proportion of that crop
4. change in use of a registered product (that would normally require an application

for variation) to account for unusual seasonal conditions (for example, changes to
the method or rate of application of the product)

5. use of a product on a newly emerging crop or livestock species.
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d. Ordinarily, we will not issue a ‘minor use’ permit in relation to an approved active
constituent or a registered chemical product, to permit use not covered by the approval
or registration, to:

1. the holder of the approval or registration, or
2. a person principally responsible for the development, manufacture, marketing,

distribution or commercialisation of the active constituent or chemical product the
subject of the approval or registration.

e. In these circumstances, and where the holder or other relevant person obtains a
commercial benefit from the supply of the approved active constituent or registered
chemical product, the holder or person should apply for a new registration or approval,
or to vary the relevant particulars or conditions of the registered chemical product of
approved active constituent, as the case may be.

What is an ‘emergency use’?

a. We can issue a permit for the ‘use’ of an active constituent or a chemical product if,
among other things, the ‘use’ proposed in the application is an ‘emergency use’ (see
section 112(2)(e) and regulation 57(2)(b)). 

b. ‘Emergency use’, in relation to a chemical product or an active constituent, means a
use of the product or constituent in the genuine belief that the use is required because
of an emergency or impending emergency (regulation 3).

c. An example of an emergency use of a chemical product is use of the product to control
a pest or disease the outbreak of which was unforeseen, and which requires immediate
or urgent attention, and for which no suitable alternative is available. The outbreak or the
effects of the outbreak must be demonstrably unforeseen. Where it has arisen due to a
lack of planning in controlling the pest or disease or in allowing it to proliferate, it is
unlikely to be regarded as an emergency.

d. If an ‘emergency use’ is also a demonstrable ‘minor use’, a ‘minor use’ permit, rather
than an ‘emergency use’ permit, should be applied for.

What is a contingency permit?

a. One example of an ‘emergency use’ permit we issue from time-to-time is known as a
‘contingency use’ permit. It is a permit we issue to various government agencies to
allow them to respond to an exotic pest or disease incursion, if it were to occur. 

b. Contingency permits are not issued in response to an immediate need but rather are
issued to allow the government agency to respond in a timely manner to an impending
emergency. 

When is use ‘for the purpose of research’?

a. We can issue a permit for the ‘use’ of an active constituent or a chemical product if,
among other things, the ‘use’ proposed in the application is ‘for the purpose of
research’ (see section 112(2)(e) and regulation 57(2)(c)). 
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b. We consider that use of a new chemical product for the purpose of screening or testing
it and its uses, and to generate data necessary to support the product’s registration, will
likely be use ‘for the purpose of research’. 

c. We issue research permits for screening or scoping trials, small scale field trials, and
larger scale product evaluation trials. 

d. We usually issue research permits for field trials to allow the holder to conduct field trials
in relation to either a registered or unregistered product for the purposes of gathering
data to support a new registration or variation application. The data gathered will relate
to efficacy or crop safety, environment or residues. 

e. We usually issue research permits for product evaluation trials in relation to either
registered or unregistered products. Such permits are only issued where the
toxicological properties of the product have been evaluated with first aid and safety
directions having been recommended. These trials are usually conducted to allow the
holder to ascertain how the product will perform when used in commercial equipment
and to determine the product’s fit within established spray programs. 

What are ‘reasonable grounds‘?

a. If an application has not been made for approval of an active constituent or registration
of a chemical product, of if such application has not been determined, we can issue a
permit for the constituent or product if, among other things, there are ‘reasonable
grounds’ for the application not having been made or for issuing the permit pending
determination of the application (see section 112(2)(f)). 

b. Ordinarily, there will be reasonable grounds for the application not having been made if
the permit is:

1. for a ‘minor use’, subject to paragraphs 3.5(d) and 3.5(e) below
2. for an ‘emergency use’, subject to paragraphs 3.5(d) and 3.5(e) below, or
3. ‘for the purpose of research’.  

c. Ordinarily, there will not be reasonable grounds for issuing the permit pending
determination of an application for registration, or variation to the relevant particulars or
conditions of registration, of the same or a similar product if the permit is for a ‘minor
use’ that is covered by the proposed registration or proposed variation. However, there
will ordinarily be reasonable grounds for issuing the permit pending determination of the
application if the permit is :

1. for an ‘emergency use’, subject to paragraphs 3.5(d) and 3.5(e) below, or
2. ‘for the purpose of research’.  

d. Ordinarily, there will not be reasonable grounds if there are suitable and effective
alternative registered chemical products or approved active constituents available with
the same purpose as the product or constituent the subject of a proposed ‘minor use’ or
‘emergency use’ permit. (The possibility that the product or constituent the subject of the
proposed permit might be less expensive than the registered chemical product or
approved active constituent is irrelevant.) However, there may be reasonable grounds
for issuing a ‘minor use’ or ‘emergency use’ permit in these circumstances:
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1. where  a registered chemical product or approved active constituent has been
demonstrated or confirmed to lack efficacy (for example, due to the development
of resistance to it)

2. where the product or active constituent the subject of the permit would be used
interchangeably with other registered chemical products or approved active
constituents as part of a pest management or resistance management strategy

3. where the registered chemical products or approved active constituents cannot
be supplied due to demonstrated manufacturing or supply issues

4. where commodities are required to be treated with the product or constituent to
meet particular market access requirements.

e. Ordinarily, there will not be reasonable grounds for issuing a ‘minor use’ or ‘emergency
use’ permit in relation to an unregistered chemical product or an unapproved active
constituent. However, there may be reasonable grounds for issuing a ‘minor use’ or
‘emergency use’ permit in these circumstances where an applicant has demonstrated
that the option of pursuing a permit for the use of a registered chemical product or
approved active constituent is not feasible for the reasons similar to those set out in
paragraph 3.5(d) above.

What are ‘exceptional circumstances’?

a. We can issue a permit to do or omit to do anything which would, apart from the permit,
be an offence against, or a contravention of a civil penalty provision set out in, section
121(4) or 121(5) of the Agvet Code (which relate to manufacture and licences) if,
among other things, there are ‘exceptional circumstances’ that justify issuing the permit
(see section 112(2)(g)). 

b. The following may be regarded as examples of ‘exceptional circumstances’:
1. multiple restructures or changes in control of the company that holds the licence or

carries out the manufacturing business (for example, where a licence holder is
acquired by another entity and, prior to the APVMA being notified of the transfer
of business and issuing a new licence, a second change in ownership occurs)

2. where manufacture is unable to take place at the licensed premises (for example,
so that renovations can be undertaken to remove asbestos, or due to a natural
disaster), but only where manufacture can take place at another premises in
compliance with the manufacturing principles

3. to allow changes to the label for a chemical product or a replacement label to be
attached in circumstances where an incorrect label has been attached and where
the product has already been transported from the place of manufacture (but only
if it is unreasonable for the product to be taken back to the place of manufacture)

4. where there is no other manufacturer capable of manufacturing a particular
chemical product and the product needs to be manufactured to deal with an
emergency, but only if we are satisfied that the manufacturer will comply with the
manufacturing principles.  

What are ‘special circumstances’?

a. We must refuse an application for a permit if we are satisfied of any of the matters set
out in section 112(4) of the Agvet Code (generally relating to a contravention of an
agvet law or the like), unless, in our opinion, ‘special circumstances’ make it
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appropriate to issue the permit (section 112(6)). 

b. The following may be regarded as ‘special circumstances’:
1. where a significant change in the ownership, governance or control of an

applicant body corporate since it, or a person who participated in making
decisions that affect the whole or a substantial part of it, was convicted of an
offence referred to in sections 112(4)(b)(iv) to 112(4)(b)(vi)

2. where a significant change in the ownership, governance or control of an
applicant body corporate since it, or a person who participated in making
decisions that affect the whole or a substantial part of it, was ordered to pay a
pecuniary penalty referred to in sections 112(4)(b)(vii) to 112(4)(b)(ix)

3. where a significant change in the ownership, governance or control of an
applicant body corporate since it, or a person who participated in making
decisions that affect the whole or a substantial part of it, held a permit that was
cancelled under the provisions referred to in section 112(4)(b)(x)

4. where there is no other person capable of being the permit holder in relation to a
particular chemical product and the product is required to deal with an
emergency.  

What information do we take into account in

determining an application?

a. Section 8C of the Agvet Code sets out the information that we must, may and must not
take into account in determining an application.

b. Section 8C of the Agvet Code requires us, in determining an application, to have
regard to any submission made in response to an invitation given by us in relation to the
application. We will only invite a person to make a submission in relation to an
application where we are required by the Agvet Code or the Agvet Code Regulations to
invite submissions (see, for example, section 8S of the Agvet Code).

What kinds of conditions will we impose on permits?

a. Section 114(3) of the Agvet Code provides that a permits may be unconditional or
subject to any conditions that we think appropriate. 

b. We think it will be appropriate to impose conditions on a permit so that, in deciding to
issue the permit, we can be satisfied that all applicable statutory requirements are met.

c. Conditions relating to the following matters may be appropriate:
1. supply (including in relation to labelling and the amount of chemical product or

active constituent to be supplied)
2. possession
3. record keeping
4. monitoring
5. reporting
6. testing
7. the scale of treatment (such as the area to be treated or the quantity of produce to
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be treated)
8. the fate of treated produce
9. advertising

10. packaging.

d. Any conditions that we impose on a permit will be:
1. consistent with the Agvet Code and the Agvet Code Regulations, and otherwise

lawful
2. consistent with our regulatory approach
3. capable of being monitored and measured.

How long will a permit be in force for?

a. We have the power to issue a permit of unlimited duration, in which case the permit will
remain in force until it is surrendered or cancelled (section 115(1) of the Agvet Code) or
of limited duration, in which case the permit will remain in force for the period stated in
the permit (section 115(2)).

b. Ordinarily, we will only issue a permit for a limited duration. The duration of such permits
will usually vary according to the type of permit issued (see below).

c. Minor use permits

d. The duration of a ‘minor use’ permit will usually be in one of the following ranges:
1. less than 1 year
2. 2–4 years, or
3. 5–10 years.

e. A minor use permit of less than 1 year duration may be issued where the chemical
product is for a specific use and is to be applied for a single season only, and where
 further use of the product (beyond that single season) is not anticipated.

f. A minor use permit of 2–4 years duration may be issued where:
1. there is an application for registration of the product on foot
2. further confirmatory data is required to be submitted for re-assessment prior to

the permit being considered for extension (section 115). 

g. A minor use permit of 5–10 years duration may be issued where there are no
outstanding data requirements (for example residue data). 

Emergency use permits 

a. Emergency use permits are issued to address a particular need associated with an
emergency. Accordingly, the duration of an emergency use permit we issue in respect
of a particular emergency, at least initially, will correspond with the time we consider is
required to meet the need associated with the emergency. The duration of an
emergency use permit will vary depending on the emergency. 
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b. If we issue an emergency use permit for an initial period, and the emergency is or likely
to be ongoing, the holder of the permit should take steps to register the chemical
product for the particular emergency use (or vary the relevant particulars or conditions of
registration), if appropriate (see below).

c. Where an emergency permit has been issued and the emergency is ongoing (for
example, where unusual climatic conditions are causing variable disease or insect
pressures in relation to a particular crop or situation), we may extend the permit beyond
the initial period (for potentially up to a period of several seasons or years).

d. In doing this, we recognise that, in the first year of an emergency, the primary objective
is usually to control the pest or disease involved, and extending the period may allow:

1. the permit holder time to react to the needs of industry and determine if it will be
commercially viable to pursue registration of the product for the particular
emergency use (or variation of the relevant particulars or conditions of a
registration)   

2. the permit holder time to gather data to support registration of the product for the
particular emergency use (or variation of the relevant particulars or conditions of a
registration)—for example, to establish trials and finalise data sets (it is usually
the case that data needs to be gathered over at least 2 seasons to obtain
efficacy, crop safety and residue data)

3. the permit holder (and industry) time to determine if a disease or pest is likely to
become established (that is, time may be needed to determine if the use by the
permit is for a one-off eradication campaign or an ongoing control program).

e. However, the longer the circumstances that give rise to an emergency persist, the more
likely we are to find that those circumstances no longer constitute an emergency. For
this reason, where an emergency permit has been issued for an initial period, and the
emergency is likely to be ongoing, it is important that the holder, in seeking an
extension, demonstrate:

1. progress towards registering the product for the particular emergency use (or
varying the relevant particulars or conditions of a registration), where appropriate
—this can be done by providing us with updates on progress in generating the
data necessary for registration (or variation), and

2. that the emergency use is not also a minor use (if it is, a minor use permit should
be applied for).

f. Where an emergency is ongoing, it is not unusual for emergency use permits, after
being issued for an initial period, to be extended for periods of up to 1 to 5 years. This
is determined on a case-by-case basis.  

g. For more information on extending permits, see paragraph 7 below.

Contingency permits

a. A contingency permit may be issued to a government agency in relation to an
impending emergency for a period of up to 10 years.

Research permits
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a. Research permits are issued for the period of time we consider reasonable for the
particular research project or trial the subject of the permit to be conducted – that is, the
time we consider reasonable for aims of the project or trial to be met.

b. Generally, most research projects or trials last for 2–3 years. This is reflected in our
assessment of a reasonable duration for a research permit. 

c. Screening or scoping trials are usually very small scale and, as a result, they are usually
issued for a period of 1 year only. If further trial work is required beyond the 1 year
period, the holder should apply to extend the permit. 

d. Research permits for field trials are usually issued for a period of 2 years. This reflects
our requirement that the data set provided in support of a registration application be
generated from at least 2 seasons. If further time is required beyond the 2 year period,
the holder should apply to extend the permit (and in doing so notify us of the further data
required to be collected).  

e. Research permits for product evaluation trials are usually issued for a period of no more
than 1 year. If the holder seeks to carry out additional trials, the applicant should apply
should apply to extend the permit (and in doing so provide us with reasons as to why
further data are required to be generated).

f. For more information on extending permits, see paragraph 7 below.

When will we extend a permit?

a. The holder of a permit of limited duration may apply to us in writing for an extension (or
extensions) of the permit (section 115(3) of the Agvet Code). We may extend the permit
for a further period that we think appropriate if we are satisfied that the application
meets the application requirements and the requirements in regulation 57B of the Agvet
Code Regulations (section 115(3A)).

b. The guidelines set out above in relation to section 112 of the Agvet Code apply to the
operation of regulation 57B of the Agvet Code Regulations to the extent regulation 57B
refers to the requirements set out in section 112.

c. In deciding whether to extend a permit for a further period, our original assessment of
the matters set out in sections 112(2)(c) or 112(2)(d) of the Agvet Code may be no
longer valid, and we may be required to be satisfied anew of those matters (see
regulations 57B(b) and 57B(c)). This is likely to occur where:

1. we have obtained new information in relation to those matters since issuing the
permit (including data or other information that may have been provided to us as
part of a previous application for extension), or

2. if the permit was issued pending determination of an application for approval or
registration, our continuing assessment of the application has since indicated that
we may not be satisfied of those matters.

d. In deciding whether to extend a permit for a further period, we must be satisfied that the
holder will continue to be able to comply with the conditions of the permit, unless we are
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satisfied that special circumstances make the extension appropriate despite this
requirement not being met (regulation 57B(d)). Examples of special circumstances may
include where:

1. the holder is unable to comply with the condition or conditions because of
circumstances beyond their control (for example, because of a natural disaster)

2. a permit is issued for research purposes, the holder is unable to comply with a
condition to generate and give to us a report or some other information within a
specified timeframe, and failure to extend the permit would detrimentally affect the
research program.

Annexure—relevant legal provisions

a. Part 7 of the Agvet Code provides that we may issue permits, allowing a person to do
something or omit to do something in respect of an active constituent for a proposed or
existing chemical product, or in respect of a chemical product, that would otherwise be:

1. an offence against certain provisions of the Agvet Code
2. an offence against the provisions of a law of a jurisdiction declared by a law of

that jurisdiction to be an eligible law for the purposes of the Agvet Code or the
Agvet Code Regulations

3. a contravention against certain civil penalty provisions of the Agvet Code. 

b. A person may apply to us for a permit, on behalf of that person, a class of persons or
persons generally. However, the use of the active constituent or chemical product, as
proposed in the application for the issue of a permit, must be:

1. a minor use
2. an emergency use, or
3. for the purposes of research.

c. Alternatively, we may issue a permit to a person on our own initiative in particular
circumstances.

Note: Section 109 of the Agvet Code defines ‘permit’. Section 110 deals with applications for a permit.

Section 110A deals with preliminary assessment of an application for a permit. Section 111 deals with

the functions of co-ordinators. Section 112 deals with determining an application for a permit and issuing

a permit (see also regulation 57 of the Agvet Regulations). Section 112A deals with us issuing a permit

on our own initiative (see also regulation 57A of the Agvet Regulations). Section 113 deals with the

Record of Permits. Section 114 deals with how permits are issued. Section 115 deals with the duration

of a permit (see also regulation 57B of the Agvet Regulations). Section 116 deals with the effect of a

permit and compliance with the conditions of a permit. Section 117 deals with surrender of a permit.

Licences

The following content can be found at http://new.apvma.gov.au/node/985
If making a submission, please reference page number: 985
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What is this guideline about?

a. This guideline is made pursuant to section 6A of the Agvet Code.

b. The purpose of this guideline is to set out our principles and processes in relation to
performing our functions and exercising our powers relating to issuing licences under
Part 8 of the Agvet Code.

c. It covers exemptions from licensing, the process of applying for and determining
applications for licences, the particulars and conditions of licences, and suspensions
and cancellations of licences.

d. The provisions of the Agvet Code and the Agvet Code Regulations covered by this
guideline are outlined in the annexure to this guideline. 

e. This guideline commences on 1 July 2014.

What are ‘exempt products’ and ‘exempt persons’?

a. Under section 121(4) of the Agvet Code, a person must not carry out a step in the
manufacture of chemical products at premises unless:

1. under the Agvet Code Regulations, the products are ‘exempt products’ or the
person is an ‘exempt person’ in relation to the manufacture of the products

2. the person is a holder of a licence that is in force that authorises the carrying out
of that step in relation to the products at those premises, or

3. the person holds a permit that authorises the carrying out of that step in relation to
the product at those premises (see Section 6A guideline—permits).

b. Exempt products are specified in regulation 59 of the Agvet Code Regulations.
Examples of exempt products include:

1. Agricultural chemical product
2. Any skin cleanser or shampoo
3. any equine hoof protectant.

c. Exempt persons are specified in regulations 59A, 59B, 59C and 59D of the Agvet
Code Regulations. These exemptions cover persons such as:

1. The transferee of a business that holds an APVMA licence, provided the
conditions specified in the regulation are met, including the person complies with
the terms of the licence as if they were the holder (regulation 59D)

2. The legal representative of a licence holder who has died or the trustee in
bankruptcy of a licence holder, provided the conditions in the regulation are met
(regulation 59C)

3. A person performing a single step of manufacture that involves only either
packaging and/or labelling, or analysing or testing of the chemical product, and
the person is authorised by way of inclusion on another person’s APVMA licence
(regulation 59A).  In these cases the single step manufacturer (sub-contractor)
must only perform the step for the holder on whose licence they are included, and
can only be included on one APVMA licence.

6A guidelines
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4. A person performing a single step of manufacture that consists only of applying a
label that contains only a name and address and/or the registration number of the
chemical product to a package or packages of the product (regulation 59A).

Applying for a licence—what do we require?

a. An application for a licence must comply with the requirements of section 122(1) of the
Agvet Code. The applicant must also comply with any notice we issue under section
122(2) of the Agvet Code

b. We may issue a notice under section 122(2) of the Agvet Code requiring an applicant
to provide further information, or to allow an inspection, where we think the information
sought or the inspection is necessary for us to determine the application.

c. For example, we may issue a notice under section 122(2) to obtain:
1. more information in relation to the chemical product proposed to be manufactured

(such as product type), the steps or other circumstances of manufacture, or the
persons who will be responsible for production and quality

2. further clarification of information already given to us as part of or in relation to the
application.

d. The notice will state a ‘reasonable time’ within which the applicant must give us the
specified information for the purposes of section 122(2)(a) of the Agvet Code. In
determining what constitutes a ‘reasonable time’, we will take into account the
requirements of the proposed notice, such as the kind of information required to be
provided, whether the information is readily available, and the steps the recipient would
need to take to provide the information. We will also take into account the needs of the
applicant, including the urgency with which they would like us to determine the
application.

e. The notice will state a ‘reasonable time’ at which an inspector, or another person
authorised by us in writing, may conduct the inspection for the purposes of section
122(2)(b) of the Agvet Code. In determining what constitutes a ‘reasonable time’, we
will take into account the nature and circumstances of the inspection and the availability
of the inspector or other authorised person to conduct the inspection. We will also take
into account the needs of the applicant, including the urgency with which they would like
us to determine the application.

How do we determine an application for a licence?

a. We must issue a licence to the applicant unless we are satisfied of one or more of the
matters in section 123 of the Agvet Code, in which case we must refuse the application.
We set out some of these requirements below. 

When will we require you to undergo an audit?

a. One of the requirements for the issue of a licence is that, if directed by the APVMA
CEO, the applicant:
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1. undergoes an audit by one of our inspectors, or another person we authorise, of
the facilities, equipment, systems, processes, procedures and personnel to be
used in the manufacture of the chemical products, and

2. demonstrates to our satisfaction that they will comply with the conditions to be
imposed on the licence if the licence is issued (section 123(1)(b) and regulation
59E). 

b. Ordinarily, the APVMA CEO will make such a direction unless:
1. the licence has been applied for as a result of a transfer of business, the new

licence would largely cover the same chemical products and manufacturing steps,
premises, personnel and processes, and the previous licence holder was recently
audited, or

2. the applicant is applying for a licence in respect of a facility licensed by the
Therapeutic Goods Administration (TGA) or accredited by the National
Association of Testing Authorities (NATA), Australia, that the applicant has
requested we consider and that we have assessed as covering the scope of the
proposed APVMA licence. 

What are ‘special circumstances’ and which manufacturing principles
are irrelevant?

a. We must refuse an application for a licence if we are satisfied of any of the matters set
out in sections 123(1)(e) or 123(1)(f) of the Agvet Code, unless:

1. in our opinion, ‘special circumstances’ make it appropriate to issue the licence
(section 123(2), or 

2. in the case of a failure to comply with a manufacturing principle in connection with
the manufacture of chemical products, we think that the failure is not relevant
(section 123(1C)).

b. We may regard the following as ‘special circumstances’:
1. where a significant change in the ownership, governance or control of an

applicant body corporate since it, or a person who participated in making
decisions that affect the whole or a substantial part of it, was convicted of an
offence referred to in sections 123(1)(e)(iv) to 123(1)(e)(vi)

2. where a significant change in the ownership, governance or control of an
applicant body corporate since it, or a person who participated in making
decisions that affect the whole or a substantial part of it, was ordered to pay a
pecuniary penalty referred to in sections 123(1)(e)(vii) to 123(1)(e)(ix)

3. where a significant change in the ownership, governance or control of an
applicant body corporate since it, or a person who participated in making
decisions that affect the whole or a substantial part of it, contravened a condition
of a manufacturing licence referred to in section 123(1)(e)(x) and where the
applicant has put in place sufficient controls to ensure that the relevant
contravention will not occur again

4. where a significant change in the ownership, governance or control of an
applicant body corporate since it, or a person who participated in making
decisions that affect the whole or a substantial part of it, held a manufacturing
licence or permit that was cancelled under the provisions referred to in section
123(1)(e)(xi), and where the applicant has put in place sufficient controls to ensure
that the relevant contravention will not occur again
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5. where a significant change in the ownership, governance or control of an
applicant body corporate since it, or a person who participated in making
decisions that affect the whole or a substantial part of it, failed to comply with a
manufacturing principle in connection with the manufacture of chemical products
(section 123(1)(f), and where the applicant has put in place sufficient controls to
ensure that the relevant contravention will not occur again

6. where there is no other manufacturer capable of manufacturing a particular
chemical product and the product needs to be manufactured to deal with an
emergency, or where its manufacture is in the national interest (for example, a
novel product aimed at combatting a high risk disease or pest), and there is no
suitable alternative product available. 

c. We may regard the failure to comply with a manufacturing principle in connection with
the manufacture of chemical products as not relevant where the failure was due to an
oversight and was subsequently rectified in a timely fashion. For example, if inadvertent
non-compliance is identified in an audit and is then rectified within the period specified
in the audit report or, if a period is not specified, as soon as practicable, we may regard
it as not relevant.

What are the particulars of a licence?

a. Under section 123(4) of the Agvet Code, a licence must state the person to whom it is
issued, the products to which it relates, and the conditions to which it is subject other
than those referred to in section 126(4) (see below).

b. A licence also contains other particulars, including:
1. the premises to which it relates
2. the category of licence (as defined in regulation 3 of the Agvet Code Regulations)
3. the steps of manufacture
4. the date of issue
5. the persons responsible for production and quality.

c. Generally, if a licence holder wishes to change the particulars of a licence, the holder
would need to submit a new application for a licence.

d. However, we may consider varying the following particulars of a licence:
1. the persons responsible for production and quality
2. the category of licence, but only if the chemical products covered could be

described as products to which the existing licence relates and the change is not
to a higher risk category of licence

3. the steps of manufacture
4. the name of the licence holder, but only where the legal identity of the licence

holder has not changed (for example, where the licence holder changes its
business name)

5. minor changes to the address of the same premises as the result of changes by
local council (eg street or lot numbers or postcode), or addition of adjacent unit/s
in same industrial complex or similar

e. In deciding whether to vary a particular of a licence, we will take into account the matters
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set out in section 122 and 123 of the Agvet Code, to the extent that they are relevant.

What are the conditions of a licence?

a. A licence is subject to the conditions mentioned in section 126 of the Agvet Code
(section 123(3)).

Mandatory conditions

a. Under section 126(4) of the Agvet Code, each licence is, except as otherwise stated in
the licence, subject to the conditions that the holder of the licence will:

1. ensure that the chemical products conform to any standard that applies to them
2. allow an inspector to enter premises at which the chemical products are

manufactured and to exercise the monitoring powers under section 131A of the
Agvet Code in relation to premises, and

3. comply with the conditions prescribed in regulations 60, 61 and 62 of the Agvet
Code Regulations.

b. It is a condition of each licence that the holder of the licence give to us on or before
each anniversary of the day on which the licence comes into force certain information
including, if we request, the details of chemical products manufactured by or on behalf
of the holder of the licence during the previous 12 months (regulation 60). We will
usually request these details:

1. prior to a GMP audit being conducted (that is, it usually forms part of the pre-audit
information we seek from the holder)

2. following or as part of a recall of products manufactured under the licence
3. after receiving an adverse experience report in relation to products manufactured

under the licence
4. as part of performing our compliance functions under the Agvet Code and the

Agvet Code Regulations, or
5. at any other time considered necessary by the APVMA. 

c. It is a condition of each licence that the holder of the licence keep at the premises to
which the licence relates, for a specified period, certain records and, if it is not
unreasonable in the circumstances, a sample from each batch of the finished products
(regulation 61(5)). It may be unreasonable for the licence holder to keep such samples
in the following circumstances:

1. the size of the packaging makes storage impractical, and the chemical product or
active constituent is low risk

2. removal of a sample for storage is too costly or otherwise impractical, and the
chemical product or active constituent is low risk.

d. It is a condition of each licence that the holder of the licence, if directed by our CEO,
undergo a GMP audit and demonstrate to our satisfaction compliance with specified
conditions (regulation 61(8)). Our CEO is likely to direct that a licence holder undergo
an audit in the following circumstances:

1. consistent with any recommendations or other information contained in a previous
audit (including a previous GMP audit of the licence holder, any relevant audit
performed prior to the issue of the licence, or any relevant audit conducted by the
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TGA or NATA)
2. where we obtain information that suggests that, since any previous audit relied on

(including a previous GMP audit of the licence holder, any relevant audit
performed prior to the issue of the licence, or any relevant audit conducted by the
TGA or NATA), information we have obtained indicates that relevant
circumstances or risks have changed (for example, as a result of a recall process,
receiving an adverse experience report, or the performance of our compliance
functions)

3. where a variation to the licence is being sought and the capability of the
manufacturer for the new activity has not been already confirmed by audit. 

e. It is a condition of each licence that, if the audit identifies a non-conformance by the
holder of the licence that, in the auditor’s opinion, is a ‘critical non-conformance’, the
holder most notify us of the critical non-conformance within 3 working days of being told
of it by the auditor (regulation 61(8B)). We regard:

1. a ‘critical non-conformance’ as a ‘major non-conformance’ which poses a risk to
treated animals or users and must be corrected immediately

2. a ‘major non-conformance’ as a failure to satisfy a key requirement, or a failure
which may pose a risk to product quality 

3. a ‘minor non-conformance’ as a minor or less serious non-conformance which is
unlikely to pose a risk to product quality.

f. It is a condition of each licence that, following a GMP audit of the holder of a licence, the
holder must give us specified information within a period we determine (regulation
61(8C)(a)). This period is usually 25 working days from the completion date of the audit.

Discretionary conditions

a. Under section 126(1) of the Agvet Code, a licence may be subject to:
1. the conditions that we impose for the purpose of ensuring that the holder of the

licence manufactures the chemical products in accordance with the manufacturing
principles and any standards that apply to the products, and

2. any other conditions relating to the manufacture of the products that we think
appropriate to impose.

b. We will, for the purposes of section 126(1) of the Agvet Code, impose conditions on a
licence so that, in deciding to issue the licence, we can be satisfied that all applicable
statutory requirements are met.

c. We will impose conditions on licences for the purposes of section 126(1) that are:
1. consistent with the Agvet Code and the Agvet Code Regulations, and otherwise

lawful
2. consistent with our regulatory approach as set out in the guidelines 
3. capable of being monitored and measured.

d. The following are examples of conditions that we may impose on a licence under
section 126(1) of the Agvet Code:

1. For a facility licensed by the TGA and recognised by the APVMA for the purposes
of licensing

i. the licence holder must perform all aspects of veterinary chemical

32/54



6A guidelines

manufacture, including analysis and testing using the same:
a. premises
b. plant and equipment
c. processes and procedures
d. documentation, and 
e. personnel (including those persons responsible for production and

quality)
that are used in the manufacture of human therapeutics, as inspected and
licensed by the TGA

ii. prior to each TGA audit, the licence holder must arrange for the TGA auditor
to verify during the audit that all aspects of veterinary chemical manufacture
are carried out within the scope of that TGA licence

iii. the licence holder must maintain their TGA licence and advise us in writing
within 10 working days of any changes in the scope of that licence

iv. the licence holder must provide us with copies of all TGA audit reports and
correspondence related to the conduct and closure of such audits, within 10
working days of receipt of those reports or correspondence.

2. For a NATA accredited laboratory whose accreditation is recognised by the
APVMA for the purposes of licensing:

i. the licence holder must perform all aspects of laboratory analysis or testing
or both of veterinary chemical products using the same:

a. premises
b. plant and equipment
c. laboratory procedures
d. documentation, and 
e. personnel (including those persons responsible for production and

quality)
that are inspected by and covered under the NATA accreditation.

ii. the licence holder must maintain their NATA accreditation and advise us in
writing within 10 working days of any changes in the scope of that
accreditation that are likely to impact on the analysis or testing or both of
veterinary chemical products

iii. the licence holder must also provide us with copies of all NATA assessment
reports and correspondence related to the conduct and closure of such
assessments, within 10 working days of receipt of those reports or
correspondence.

3. If additional premises (either secondary or tertiary premises used by the licence
holder, or premises used by sub-contractors to perform steps of manufacture of
the kind specified in regulation 59A of the Agvet Code Regulations), conditions
authorising the steps of manufacture that can be performed by the licence holder
and sub-contractors of the licence holder at each premises.

New conditions or changing existing conditions 

a. We may, by written notice given to the holder of a licence, impose new conditions on a
licence or vary or remove existing conditions (section 126(2) of the Agvet Code).

b. We may decide to impose new conditions on a licence, or vary or remove existing
conditions, in the following circumstances:

1. to prevent imminent risk of unintended harm to animals, plants, or things, or to the
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environment
2. to prevent imminent risk to persons of death, serious injury or serious illness
3. to prevent imminent risk of impact on trade or commerce between Australia and

places outside Australia
4. where a GMP audit of the licence holder identifies a condition that should be

imposed on the licence
5. where the licence holder requests that a new condition be added or that an

existing condition be varied or removed, and we agree to the request
6. where the condition is determined by the APVMA as being no longer relevant or

necessary (in the case of removal).

c. If the notice states that the action is necessary to prevent an imminent risk of the kind
set out in section 126(3)(a), the imposition of the new condition or the variation of an
existing condition takes effect on the day we give the notice to the holder. In all other
cases, it takes effect on the day stated in the notice. The day stated in the notice will
ordinarily be 28 days after we give the notice to the holder. However, we may agree an
earlier day with the holder (section 126(3)(b)).

Suspension or cancellation of a licence—when and
why?

a. Section 127 of the Agvet Code sets out, among other things, the grounds on which we
may suspend or cancel a licence.

b. We will usually cancel rather than suspend a licence in the following circumstances:
1. where the cancellation has been requested by the holder in accordance with

section 127(1)(d)
2. where there are grounds to suspend or cancel the licence and we are unable to

contact the licence holder or the licence holder has failed to respond to us
3. where there are grounds to suspend or cancel the licence and the licence holder

is not operating at the premises to which the licence relates
4. where the holder ceases to carry on the business of manufacturing the chemical

products to which the licence relates, in accordance with section 127(1)(e).

c. We will nearly always suspend or cancel a licence when the holder has asked in writing
that the licence be suspended or cancelled (see section 127(1)(d)).

d. If we take steps to suspend a licence, the length of the suspension will be informed by
the period nominated by the holder if the suspension was requested or, in other
circumstances, our assessment of the time required for the holder to address the
ground that led to the suspension. The suspension period will usually be no longer than
2 years. Often, an initial period of suspension of 12 months will be imposed.  

e. If we propose to suspend or cancel a licence, except when asked to do so by the
holder, we must, subject to specified exceptions (section 127(2a)), give the holder
written notice of the proposed action, including reasons for the proposed action, and,
except if the proposed action is to be taken because of a failure to pay a prescribed
fee, give the holder an opportunity to make, within a ‘reasonable time’ stated in the
notice, written submissions to us in relation to the proposed action (section 127(2)). In
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determining what constitutes a ‘reasonable time’, we will take into account the reasons
for the proposed suspension or cancellation, and what, if any, action we consider could
be taken to address the grounds leading to the proposed suspension or cancellation.

f. If a licence is suspended or cancelled, we may, by written notice to the holder, revoke
the suspension or cancellation (section 127(7)). We may revoke a suspension or
cancellation in the following circumstances:

1. where the suspension or cancellation was requested and the licence holder has
reversed their request within 3 months of the date of effect of the suspension or
cancellation

2. where we are satisfied that the defects that led to the suspension or cancellation
have been rectified. 

Annexure—relevant legal provisions

a. Part 8 of the Agvet Code regulates the manufacture of chemical products. It makes it an
offence to carry out a step in the manufacture of certain chemical products without a
permit or a licence (subject to certain exemptions). 

b. Part 8 deals with, among other things, the issuing of licences to take steps in the
manufacture of chemical products at particular premises. Part 7 deals with the issuing
of permits. We have issued a separate guideline in relation to permits (see Section 6A
guideline—permits). 

Note: Section 121 of the Agvet Code provides for offences relating to manufacture and licences (see also

regulations 59, 59A, 59B, 59C and 59D of the Agvet Code Regulations). Section 122 deals with the

application for a licence. Section 123 deals with the issue of a licence (see also regulation 59E of the

Agvet Code Regulations). Section 124 deals with the period of a licence. Section 126 deals with the

conditions of licences (see also regulations 60, 61, 61A and 62 of the Agvet Code Regulations). Section

127 deals with suspension and cancellation of licences. Section 128 deals with publication of a list of

manufacturers and other things.

Recategorising applications

What is this guideline about?

a. This guideline is made pursuant to section 6A of the Agvet Code.

b. The purpose of this guideline is to set out our principles and processes in relation to
performing our functions and exercising our powers relating to recategorising
applications under regulation 70B of the Agvet Code Regulations.

The following content can be found at http://new.apvma.gov.au/node/967
If making a submission, please reference page number: 967
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c. It covers the circumstances in which we will recategorise an application. 

d. The provisions of the Agvet Code and the Agvet Code Regulations covered by this
guideline are outlined in the annexure to this guideline.

e. This guideline commences on 1 July 2014.

When will we recategorise an application?

a. We will recategorise an application to ensure that:
1. the correct level of assessment is applied
2. the correct fees are charged, and
3. the correct assessment time is allocated for the processing of the application.

b. We will recategorise an application only where the information provided by the
applicant is sufficient for us to assess the recategorised application. We will not
recategorise an application where we would need further information to assess the
recategorised application.

c. Any recategorisation of an application must be consistent with the Agvet Code and the
Agvet Code Regulations.

Examples

1. An application is lodged to vary the particulars or conditions of a registered chemical
product (that is, to vary the product formulation). In accordance with the information
provided with the application, the application is initially categorised as an item 14
application (see the table in Part 2 of Schedule 6 to the Agvet Code Regulations), with
modules 1, 2.3, 8.3, 11.3 and 12 applying (see the table in Schedule 7 to the Agvet
Code Regulations). During assessment of the application, we determine that the
module of assessment required for the chemistry dossier provided with the application
is more correctly categorised as a module 2.2 (that is chemistry module—level 2).
Since we have all the information we need to complete a chemistry module—level 2.2
assessment, we will recategorise the application and apply the additional fee.

2. An application for registration of a chemical product containing an approved active
constituent is lodged. In accordance with the information provided with the application,
the application is initially categorised as an item 6 application (see the table in Part 2 of
Schedule 6 to the Agvet Code Regulations), on the basis that we consider (based on
the applicant’s application) that the proposed product may be closely similar to a
registered product. During assessment of the application, we determine that the
product is similar to the registered product but not closely similar, and that therefore the
application is more correctly categorised as an item 5 application. The applicant has
only provided chemistry and manufacture data, but we also require efficacy or target
species safety data to assess an item 5 application. Since efficacy or target species
data was not provided with the application, we will not recategorise the application.

Annexure—relevant legal provisions

1. Different applications made under the Agvet Code may require different assessments

6A guidelines



6A guidelines

for us to be satisfied about the safety, efficacy, trade or labelling criteria set out in the
Agvet Code (as the case may be). The fee structure and assessment timeframes in the
Agvet Code Regulations reflect the different assessments that may be required.

2. After certain applications are made under the Agvet Code, we categorise the
application, based on the information provided with the application, in line with a
particular item of the table in Part 2 of Schedule 6 to the Agvet Code Regulations.
Where required, the application is also assigned particular modules, levels or types
mentioned in Schedule 7 to the Agvet Code Regulations. This categorisation is based
on the level of assessment we consider is required for the application to be determined
in accordance with the requirements of the Agvet Code and the Agvet Code
Regulations.

3. The application fee is payable, in part, at the time the application is made. The balance
is payable within 28 days of notice being given to the applicant in relation to the
application (and our initial categorisation of the application). This is because the
application fee is prescribed for the making of the application, not for the completion of
the assessment of the application.

4. After payment of the relevant fee and preliminary assessment of the application, and
prior to determination of the application, we may recategorise the application on the
basis that:

a. the application is more correctly categorised as an application of a kind
mentioned in a different item of the table in Part 2 of Schedule 6 to the Agvet
Code Regulations, or

b. different modules, levels and types mentioned in Schedule 7 to the Agvet Code
Regulations are necessary for the application.

5. We must give the applicant notice of the recategorised application. As a consequence
of the recategorisation, different application fees may apply to the recategorised
application.

Note: Division 9.2 and Schedules 6 and 7 of the Agvet Code Regulations deal with fees in respect of

applications. Regulation 70B of the Agvet Code Regulations deals with recategorised applications.

Altering applications

What is this guideline about?

a. This guideline is made pursuant to section 6A of the Agvet Code.

b. The purpose of this guideline is to set out our principles and processes in relation to
performing our functions and exercising our powers relating to altering application
made under sections 10, 26B, 27, 48 and 110 of the Agvet Code.

c. It covers the circumstances in which we will consider altering applications, and how we

The following content can be found at http://new.apvma.gov.au/node/960
If making a submission, please reference page number: 960
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will obtain consent.

d. The provisions of the Agvet Code and the Agvet Code Regulations covered by this
guideline are outlined in the annexure to this guideline.

e. This guideline commences on 1 July 2014.

What are the circumstances in which we will consider

altering an application?

a. We expect applicants or holders to lodge an application that contains or is
accompanied by all relevant information such that the application ‘meets the application
requirements’.

b. We may ask you to consent to our alteration of an application where:
1. the alteration is necessary for us to continue to assess an application (rather than

propose to refuse it), and
2. it would be more efficient to alter the application than to refuse the application and

have the applicant or holder resubmit the application.

c. We will take into account the following considerations in determining whether altering an
application might be efficient:

1. whether we have done work that we would need to re-do if the application were
not altered and consequently refused by us and then resubmitted by the applicant
or holder

2. the extent and complexity of alteration required
3. the degree to which the proposed alteration would affect the time available to us

to determine the application
4. our resourcing capacity (and the capacity of the bodies that we consult with in

assessing applications) and our other regulatory responsibilities.

d. We are not required to alter an application to correct a deficiency.

e. Any amendment of an application must be consistent with the Agvet Code and the
Agvet Code Regulations.

Examples

1. An application has been made that contains typographical or other minor errors
or omissions. We will seek to alter the application to correct those errors or
omissions.

2. An application has been made for registration of a novel active constituent. The
application assessment process has been proceeding for 11 out of the maximum
14 months. Some components of the assessment have already been completed,
and other components are almost finished. A problem is discovered in the
application which could be remedied by altering the application without affecting
our ability to complete the assessment of the application within the timeframe. In
this case, we will seek to alter the application and continue the assessment rather
than give notice to the applicant under section 8S of the Agvet Code of our
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proposal to refuse the application (and potentially have the applicant or holder
resubmit the application).

Obtaining consent—when and how?

a. If we decide that an application should be altered (in accordance with this guideline),
we will make contact with the applicant or the holder to discuss the reasons for
proposing to alter the application, and to seek their consent to the alteration.

b. An email exchange between us and the applicant or holder confirming the terms of the
alteration would satisfy the requirements for written consent.

Example

1. After submitting an application for registration of a chemical product (and before
its determination), the applicant becomes aware of new evidence that says one of
the proposed uses of the product is unsafe. After the applicant notifies us of that
new information, as required by section 160A of the Agvet Code, we discuss with
the applicant or holder the possible alteration of the application to remove the
unsafe proposed use. The applicant agrees to the alteration and we exchange
emails with the applicant in which the terms of the alteration and the applicant’s
consent to it are clearly set out. 

Annexure—relevant legal provisions

1. We have the power to alter certain applications made under the Agvet Code. Such
alterations may only be made with the written consent of the applicant or holder.

2. We have the power to alter the following applications:
a. applications for the approval of an active constituent for a proposed or existing

chemical product, for registration of a chemical product, or for approval of a label
for containers for a chemical product;

b. applications for the variation of a relevant particular prescribed by legislative
instrument of an approval or registration;

c. applications for the variation of the relevant particulars or conditions of an active
constituent, a chemical product, or a label for a chemical product;

d. applications for the renewal (or further renewal) of the registration of a chemical
product;

e. applications for a permit.

3. Some applications can only be altered after they have passed preliminary assessment.

Note: Section 11(4) of the Agvet Code deals with altering applications for approval or registration.

Sections 26B(3) and 28(4) deal with altering applications for variation. Section 48(5) deals with altering

applications for renewal. Section 110A(5) deals with altering applications for a permit.

39/54



Section 159 in the context of applications
under the Agvet code

What is this guideline about?

a. This guideline is made pursuant to section 6A of the Agvet Code.

b. The purpose of this guideline is to set out our principles and processes in relation to
performing our functions and exercising our powers relating the operation of section
159 of the Agvet Code (which empowers us to require an applicant to do specified
things or provide us information, reports or samples).

c. It covers the operation of section 159 of the Agvet Code in the context of the
applications under the Agvet code. It does not deal with section 159 of the Agvet Code
in the context of suspensions or cancellations. 

d. The provisions of the Agvet Code covered by this Guideline are outlined in the
Annexure to this guideline.

e. This guideline commences on 1 July 2014.

What are the circumstances in which we will issue a

section 159 notice?

a. We expect applicants to lodge an application that contains or is accompanied by all
relevant information such that the application ‘meets the application requirements’.

b. Where an application is deficient—such that we are unable to assess the application
against the relevant statutory requirements and criteria (including the safety, efficacy,
trade or labelling criteria, as the case may be)—we may issue a section 159 notice to
the applicant requiring the applicant to provide specified information or to do some
specified thing.

c. We will issue a section 159 notice to an applicant where:
1. the information sought or the thing required to be done is necessary for us to

assess the application
2. we consider that the deficiency in the application can be rectified within the

timeframe for assessing the application, and
3. where it would be more efficient for us to require further information from (or the

thing to be done by) the applicant than to propose to refuse the application and
potentially have the applicant resubmit the application (see below).

The following content can be found at http://new.apvma.gov.au/node/972
If making a submission, please reference page number: 972
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d. The information referred to in section 159(e) of the Agvet Code means information that
is already known or in existence. We will not issue a notice for the purposes of section
159(e) if it would require the applicant to undertake substantial work to generate
information to comply with the notice. 

e. We will not issue a section 159 notice to an applicant if to do so would likely
compromise our ability to assess the application within the statutory timeframe. 

f. What do we take into account to decide if it is efficient for us to require an
applicant to provide further information?

We will take into account the following considerations in determining whether it is
efficient for us to require an applicant to provide further information or do further things
to rectify deficiencies in the application:

1. whether we view the application deficiency as being reasonably rectifiable
2. the nature of the information required (including the quantity of information) or the

things required to be done
3. whether the information required is already known or in existence
4. whether the applicant would be able to comply with the requirements within the

statutory timeframe available to respond to the notice
5. the extent to which issuing the notice and considering the applicant’s response to

the notice would affect our ability to assess the application within the statutory
timeframe for assessing the application, and

6. whether we have done significant amounts of work that we would need to re-do if,
rather than requiring an applicant to provide further information or do further things
to rectify deficiencies in the application, we proposed to refuse the application
(potentially resulting in a the applicant resubmitting the application)

Examples

7. If an application is lodged which refers to studies, but those studies are not
provided, a section 159 notice may be issued requiring the applicant to provide
those studies

8. If an application is lodged which contains missing pages or some other missing
information, a section 159 notice may be issued requiring the applicant to provide
the missing pages or information

9. If an application is lodged which is unclear in some respect, a section 159 notice
may be issued requiring the applicant to clarify that aspect of the application

10. If an application is lodged for a number of uses of an active constituent, and
supporting information is provided for all but one of those uses, a section 159
notice may be issued requiring additional information with respect to that use

11. We will not issue a section 159 notice requiring an applicant to conduct a new
study or analysis and provide the results

12. If an application is lodged without any studies or supporting information attached,
we will not issue a section 159 notice for the purpose of obtaining that information
and will propose to refuse the application.

When will we issue a section 159 notice and how many
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will we issue?

a. If we decide to issue a section 159 notice, we will do so:
1. as early in the assessment process as is appropriate (see below), and
2. by issuing one consolidated notice to the applicant in relation to all of the

deficiencies in the application (rather than issuing multiple notices in respect of
the same application), where appropriate (see below).

b. When will we issue a notice?

If we discover a deficiency or deficiencies in an application, we will generally issue a
section 159 notice after the following has occurred:

1. the application has passed preliminary assessment
2. we have assessed the application during the evaluation planning stage (in

consultation with any relevant bodies), and
3. we have taken into account the considerations listed above and determined that it

is both necessary and efficient to issue the notice.

c. When will we issue more than one notice?

We will only issue a further notice (or further notices) in relation to the same application
if, after taking into account the considerations listed above we have determined that it is
both necessary and efficient to issue the notice, and one of the following situations
applies:

1.  we (or a body we have consulted in relation to the application) have made an
error and failed in the first notice (or a previous notice) to account for all of the
deficiencies in the application of which we were aware at the time of issuing that
notice

2. we consider it necessary to issue a further notice to the applicant to afford the
applicant procedural fairness (for example, to allow the applicant an opportunity to
give us information to respond to information we have that is adverse to their
application and that they have not previously been given an opportunity to
comment on), or

3. the applicant has provided information or done a thing in response to the first
notice (or a previous notice) and we require clarification of that information or
thing done to complete the assessment of the application.

Note: When we issue the first section 159 notice in relation to an application, the assessment period for

the application is extended in accordance with regulation 76A of the Agvet Code Regulations. However,

the assessment period for the application is not further extended as a result of further section 159

notices being issued in relation to the application.

What is a ‘reasonable period’ within which to respond

to a section 159 notice?

a. In determining what constitutes a ‘reasonable period’ for the purposes of section
159(1), we will take the following into account:
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1. the maximum period prescribed by regulation 65A of the Agvet Code Regulations
2. the original assessment period for the application (prescribed by column 2 of Part

2 of Schedule 6 of the Agvet Code Regulations)
3. the requirements of the proposed notice, such as the kind of information required

to be provided, whether the information is likely to be readily available, and the
steps the recipient would need to take to provide the information.

When will we allow a further period to respond to a

section 159 notice?

a. We may allow an applicant a further period to respond to a section 159 notice if an
extraordinary event or circumstance beyond the control of the applicant prevents the
applicant from fulfilling the obligations in the notice (section 159(1AB) and
regulation 65(5)).

b. An extraordinary event or circumstance may include such things as natural disasters
and similar events beyond the control of the applicant (for example, the destruction of
premises or documents by flood or fire).

c. An impending refusal of an application is not, in and of itself, an extraordinary event or
circumstance.

What happens if an applicant fails to comply with a

section 159 notice? 

a. If an applicant fails to comply with a section 159 notice, we may take steps to refuse the
application (by issuing a notice of proposed refusal or other action under section 8S of
the Agvet Code). 

Note: Section 8S of the Agvet Code deals with notices of certain proposed decisions by the APVMA.

Annexure—relevant legal provisions

a. Section 159 of the Agvet Code provides that we may require an applicant or a holder to
provide specified information to us (or other bodies), or do specified things for the
purposes of:

1. determining an application in relation to an active constituent for a proposed or
existing chemical product, a chemical product, or a label for containers for a
chemical product

2. determining an application relating to a permit in respect of an active constituent
for a proposed or existing chemical product, or a chemical product

3. deciding whether to suspend or cancel an approval for an active constituent for a
proposed or existing chemical product, the registration of a chemical product, the
approval of a label for containers for a chemical product, or a permit in respect of
an active constituent for a proposed or existing chemical product or a chemical
product. 
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Limits on use of information

What is this guideline about?

a. This guideline is made pursuant to section 6A of the Agvet Code.

b. The purpose of this guideline is to set out our principles and processes in relation to
performing our functions and exercising our powers under Division 4A of Part 2 of the
Agvet Code.

c. This guideline does not cover:
1. the provisions limiting our capacity to use certain information, in section 14B of

the Agvet Code and Part 7B of the Admin Act
2. the compensation provisions in Part 3 of the Agvet Code
3. the disclosure of confidential commercial information, provided for in section 162

of the Agvet Code.

d. This guideline commences on 1 July 2014.

General rules concerning limits on use of information

What information is covered by the limits on use of information
provisions?

a. Section 34G of the Agvet Code contains general rules preventing us from ‘using’, for
specified purposes, ‘information’ given to us ‘in connection with’ certain applications
made under the Agvet Code or given under section 161 of the Agvet Code. We will not
use the ‘information’ for these purposes unless an exception applies (see below).

What is meant by ‘information’?

a. ‘Information’ is given its ordinary meaning. It includes any knowledge communicated to
us to enable us to assess relevant criteria for an active constituent, a chemical product
or a label in undertaking the assessment of an application, a variation or a
reconsideration (such as the safety criteria, the efficacy criteria or the trade criteria). It
includes such things as reports, studies, reviews, descriptions of methods of analysis,
scientific argument prepared to address relevant criteria, or other scientific work
intended to inform our assessment of relevant criteria.

What is meant by ‘in connection with’ and application?

a. Information is given ‘in connection with’ an application if the information is given to us

The following content can be found at http://new.apvma.gov.au/node/962
If making a submission, please reference page number: 962
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for the purposes of assessing the application, or if it otherwise informs or is relevant to
our assessment of the application.

What is meant by ‘use of information’?

a. For the purposes of the ‘limits on use of information’ provisions, the Agvet Code
defines the ‘use of information’ to include:

1. applying a decision made, or a conclusion reached, based on the information
2. the use of knowledge or understanding gained from the information.

b. Consequently, it is not necessary for information to be specifically delved into or looked
at for it to be used. Rather, use can occur whenever knowledge or understanding
derived from the information is applied.

Example

1. If a registered chemical product is referenced in an application for registration of
a new chemical product, the referencing of that product is regarded as use of the
information underpinning the registered product’s registration (that is, the
information which informed our assessment and registration of that product). This
is because the purpose of referencing a registered chemical product is to enable
us to rely on our satisfaction of particular criteria for the registered product as
establishing our satisfaction of those criteria for the new product.

What are the exceptions to the limits on use of
information?

a. Sections 34J to 34M of the Agvet Code provide for exceptions to the general rule
limiting the use we can make of the information referred to in section 34G of the Agvet
Code. This guideline covers these exceptions.

Where the limitation period has expired

We may use information subject to the ’limits on use of information’ provisions if a limitation
period applies to that information and the limitation period has ended or, in respect of a
reconsideration, if the decision on the reconsideration is made after the limitation period has
ended (sections 34L and 34M of the Agvet Code).

a. We will generally consider whether this exception is available before considering
whether any other exceptions may be available.

b. If a limitation period does not apply to the information (or if it does and the relevant
period has not ended), the information remains subject to the ‘limits on use of
information’ provisions (unless an exception applies).

Consent to use

We may use information subject to the ’limits on use of information’ provisions if the
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‘authorising party’ gives written consent to the use of the information (section 34J(2) of the
Agvet Code).

a. It is the responsibility of the applicant or holder to obtain the written consent of the
‘authorising party’ and give it to us. We will not obtain the written consent on behalf of
the applicant or holder. The written consent must be signed by the authorising party.

b. The information otherwise remains subject to the ‘limits on use of information’
provisions (unless an exception applies).

Use in the public interest

We may use information subject to the ‘limits on use of information’ provisions if we are
satisfied that the use is in the ‘public interest’ (section 34J(3) of the Agvet Code).

a. The information otherwise remains subject to the ‘limits on use of information’
provisions (unless an exception applies).

b. We will not rely on the public interest exception if another exception applies.

Information does not favour the applicant or holder

We may use information subject to the ‘limits on use of information’ provisions if the
information relates to a proposed or existing approval of an active constituent for a proposed
or existing chemical product, or to a proposed or existing registration of a proposed or
existing chemical product, and the information shows that the constituent or product may not
meet the safety criteria, the trade criteria or the efficacy criteria (section 34J(4) of the Agvet
Code).

a. We may rely on this exception if we consider that the information may result in us either
refusing the application or not affirming the approval or registration (as the case may
be) on the basis that the constituent or product may not meet the safety criteria, the
trade criteria or the efficacy criteria.

b. The information otherwise remains subject to the ‘limits on use of information’
provisions (unless an exception applies).

Information given again

We may use information subject to the ‘limits on use of information’ provisions to assess or
make a decision on an application or to reconsider an approval or registration, if the
information is also given to us in connection with the application or the reconsideration (as the
case may be) (section 34J(5) of the Agvet Code).

a. The information otherwise remains subject to the ‘limits on use of information’
provisions (unless an exception applies).

Information is publicly available

We may use information subject to the ‘limits on use of information’ provisions if the
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information is publicly available (section 34J(5B) of the Agvet Code).

a. Information that is publicly available includes such things as published reports or articles
or other documents (including where they are published on the internet), and information
that is otherwise accessible to the public (for example, information on a publicly-
accessible register).

b. Information that is or becomes publicly available is not subject to the ‘limits on use of
information’ provisions by virtue of this exception.

Information given to the APVMA in connection with certain
applications

We may use information subject to the ‘limits on use of information’ provisions if the
information was given to us in connection with certain applications (section 34J(6B) of the
Agvet Code).

a. We may use information given to us in connection with an application for approval, as
an active constituent for a chemical product, of a substance that was an endorsed
active constituent on 1 January 2005.

b. We may use information given to us in connection with an application for the variation of
the relevant particulars or conditions of the approval of an active constituent for a
chemical product.

c. This information is not subject to the ‘limits on use of information’ provisions by virtue of
this exception.

Annexure—relevant legal provisions

a. We can use information we obtain from any source for the purpose of performing any of
our functions or exercising any of our powers under the Agvet Code and the Agvet
Code Regulations, subject to certain limitations contained in the Agvet Code and the
Agvet Code Regulations.

b. These limitations include those contained in what are commonly referred to as the
‘limits on use of information’ provisions (see Division 4A of Part 2 of the Agvet Code).
Subject to specific exceptions, these provisions limit the use we can make of
information given to us:

Note: Section 6C of the Agvet Code deals with the APVMA’s right to use information. Division 4A of Part

2 deals with limits on use of information.

1. in connection with an application for approval  or registration under section 10 of
the Agvet Code

2. in connection with an application for variation of the relevant particulars of
conditions of approval or under section 27 of the Agvet Code

3. under section 161 (which imposes a standing requirement on certain persons to
provide us with certain information).
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Reconsidering approvals and
registrations

What is this guideline about?

a. This guideline is made pursuant to section 6A of the Agvet Code.

b. The purpose of this guideline is to set out our principles and processes in relation to
performing our functions and exercising our powers relating to reconsidering approvals
and registrations under Division 4 of Part 2 of the Agvet Code.

c. It covers initiating reconsiderations, giving notice and obtaining information for the
purposes of the reconsideration, and the process of reconsideration (including deciding
on the scope of the reconsideration and what we take into account in carrying out the
reconsideration). 

d. The provisions of the Agvet Code and the Agvet Code Regulations covered by this
guideline are outlined in the annexure to this guideline.

e. This guideline commences on 1 July 2014.

How are reconsiderations initiated?

We may reconsider an approval or registration under section 31 of the Agvet Code if, based
on information, we have reason to believe:

a. for an active constituent—that the constituent may not meet the safety criteria or may not
comply with a requirement prescribed by the Agvet Code Regulations

b. for a chemical product—that the product may not meet the safety criteria, the trade
criteria or the efficacy criteria or may not comply with a requirement prescribed by the
Agvet Code Regulations

c. for a label—that the label may not meet the labelling criteria or may not comply with a
requirement prescribed by the Agvet Code Regulations.

d. The information may include the following:
1. information we have generated or obtained through the performance of our

functions (including our surveillance functions)
2. information given to us by the holder of an approval or registration
3. information given to us by third parties (including adverse experience reports from

product users, and reports or other information from government bodies, research

The following content can be found at http://new.apvma.gov.au/node/980
If making a submission, please reference page number: 980
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bodies and advocacy groups).

Notice of reconsideration to the holder—what will it require and by
when?

Under section 32(1) of the Agvet Code, we must give written notice of a reconsideration of an
approval or registration to the holder. The notice will, among other things, require the holder to
provide specified information, and invite the holder to make written submissions within a
specified period in relation to the matters we propose to deal with in the reconsideration and
our reasons for so proposing.

a. In determining the ‘period’ within which the holder must respond to the notice, we will
take into account the requirements of the notice, such as the kind of information
required to be provided, whether the information is readily available, and the steps the
recipient would need to take to provide the information.

b. We will generally always require the holder give us:
1. any information of a kind specifically stated in the notice of which the holder is

aware (being information we regard as relevant to the reconsideration), and
2. any other information of which the holder is aware that is relevant to the

reconsideration.

c. When we ask for information of which the holder is aware, we mean information that is
known or in existence. We would not require the holder to provide us with specific
information if it would require the holder to undertake substantial work to generate
information to comply with the notice (rather, we would issue a notice under section 33
of the Agvet Code for that purpose). 

Informing others and inviting submissions—how and by when?

Under section 32(2) of the Agvet Code, we may, if we think it desirable to do so, inform any
person, in any matter we think appropriate, that we propose to reconsider or are
reconsidering an approval or registration—in which case we will, among other things, invite
them to make written submissions within a specified period in relation to the matters we
propose to reconsider or are reconsidering.

a. We will generally publish a notice in the Gazette and on our website to inform all
relevant stakeholders and the public at large of a reconsideration (or proposed
reconsideration), and to invite submissions. We think this will mean that we reach the
many persons who may have an interest in a reconsideration (or proposed
reconsideration).

b. In determining the ‘period’ within which written submissions must be made, we will take
into account the nature of the reconsideration (or proposed reconsideration). Generally
the we will request that written submissions be made within 28 days however longer
periods may be appropriate depending on the number and nature of matters to be
taken into account as part of the proposed reconsideration. 

When will we require further information, reports, results or samples
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from the holder?

Under section 33 of the Agvet Code, we may issue a notice to a holder requiring, within a
‘reasonable period’, that the holder:

a. provide us with specified information

b. carry out a search of published literature and provide us with a report on the result of
that search

c. conduct or cause to be conducted trials or laboratory experiments and provide us with
the results of the trials or experiments, or

d. provide us (or another specified body) with a specified sample for analysis.

e. We will generally issue a notice where the information sought or the thing required to be
done:

1. is necessary for us to undertake the reconsideration, and
2. the information is not information that we have or are likely to receive in response

to the notice issued to the holder under section 32(1) of the Agvet Code.

f. If we decide to issue a notice, we will do so:
1. as early in the reconsideration process as is appropriate, and
2. by issuing a single consolidated notice to the holder in relation to the

reconsideration (rather than issuing multiple notices in respect of the same
reconsideration), where appropriate.

g. We will not issue a notice if to do so would likely compromise our ability to undertake
the reconsideration within the applicable statutory timeframe.

What does a ‘reasonable period’ mean?

The length of ‘reasonable period’ will depend on the particular circumstances of the
reconsideration and will vary in each case. 

a. In determining what a ‘reasonable period’ is, we will take the following into account:
1. the maximum period prescribed by regulation 21 of the Agvet Code Regulations,

and
2. the requirements of the proposed notice, such as the kind of information required

to be provided, whether the information is readily available, and the steps the
recipient would need to take to provide the information.

When will we allow a holder further time to respond to our notice?

We may allow the holder a further period to respond to our notice if an extraordinary event or
circumstance beyond the holder’s control prevents them from fulfilling the obligations in the
notice (section 33(1B) and regulation 21(3)).

a. An extraordinary event or circumstance may include such things as natural disasters
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and similar events beyond the holder’s control (for example, the destruction of premises
or documents by flood or fire).

b. We will not allow further time to respond to a notice merely to allow the holder more time
in which to generate new information, or to accommodate the impending end of a
limitation or restriction on the use of particular information.

How will we decide what will be covered by the reconsideration?

Section 34(1) of the Agvet Code sets out matters about which we must be satisfied to affirm
an approval or registration following reconsideration. However, we need only be satisfied of
those matters to the extent that we decide that those matters are to be covered by the
reconsideration (section 34(2)). For example, we may decide to reconsider the registration of
a chemical product only on the basis that it may not meet the safety criteria, in which case we
will decide that the reconsideration will only cover whether or not the product meets the safety
criteria

a. The matters to be covered by the reconsideration will depend on whether, based on
information, we have reason to believe:

1. for an active constituent—that the constituent may not meet the safety criteria or
may not comply with a requirement prescribed by the Agvet Code Regulations

2. for a chemical product—that the product may not meet the safety criteria, the
trade criteria or the efficacy criteria or may not comply with a requirement
prescribed by the Agvet Code Regulations

3. for a label—that the label may not meet the labelling criteria or may not comply
with a requirement prescribed by the Agvet Code Regulations.

b. The information may include the following:
1. any information given or submissions made in response to a notice issued under

section 30 of the Agvet Code in relation to the reconsideration
2. our reasons for deciding to undertake the reconsideration (and the information

supporting those reasons)
3. any information given or submissions made in response to a notice issued under

section 32(1) of the Agvet Code in relation to the reconsideration
4. any submissions made in response to an invitation issued under sections 32(2A)

(b) or 34AB(2)(f) of the Agvet Code in relation to the reconsideration
5. any information, reports, results or samples provided in response to a notice

issued under section 33(1) of the Agvet Code in relation to the reconsideration
6. any information given to us as required by section 161 of the Agvet Code in

relation to the reconsideration
7. any other information we have generated or obtained through the performance of

our functions that is relevant to the reconsideration, including information we have
obtained from the holder or from third parties (including adverse experience
reports from product users, and reports or other information from government
bodies, research bodies and advocacy groups).

c. The matters to be covered by the reconsideration may change during the course of the
reconsideration.

What do we take into account in carrying out a reconsideration?
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In undertaking a reconsideration, we must have regard to the information specified in section
33(3) of the Agvet Code, including any other information we consider necessary to enable us
to make a decision on the reconsideration. 

a. This information includes all of the information referred to above to the extent we
consider it necessary to enable us to make a decision on the reconsideration.

Annexure—relevant legal provisions

a. Division 4 of Part 2 of the Agvet Code provides for the reconsideration of:
1. the approval of an active constituent for a proposed or existing chemical product
2. the registration of a chemical product, and
3. the approval of a label for containers for a chemical product.

b. The APVMA may invite the public to propose reconsiderations of active constituents,
chemical products or labels. The APVMA can also commence a reconsideration of its
own initiative. 

c. The Division sets out the notice and other requirements associated with the
reconsideration process. Following reconsideration, the APVMA must:

1. affirm the approval or registration
2. vary the relevant particulars or conditions of the approval or registration in such a

way as to allow the approval or registration to be affirmed, or
3. suspend or cancel the approval or registration.

Note: Section 30 of the Agvet Code authorises the APVMA to invite the public to propose

reconsiderations. Section 31 authorises the APVMA to reconsider approvals and registrations (see also

regulations 20 and 78B of the Agvet Code Regulations). Sections 32 and 33 deal with notice

requirements prior to reconsideration (see also regulation 21 of the Agvet Code Regulations). Sections

34, 34A and 34AA deal with the reconsideration process and possible outcomes. Section 34AB deals

with notice requirements in respect of the proposed decision on the reconsideration. Sections 34AC

deals with notice requirements if the APVMA affirms the approval or registration following

reconsideration (see also regulation 22 of the Agvet Code Regulations). Section 34F deals with

reconsideration of approval of a label without notice (see also regulation 22AA of the Agvet Code

Regulations). 

Varying relevant particulars and
conditions

What is this guideline about?

The following content can be found at http://new.apvma.gov.au/node/979
If making a submission, please reference page number: 979
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a. This guideline is made pursuant to section 6A of the Agvet Code.

b. The purpose of this Guideline is to set out our principles and processes in relation to
performing our functions and exercising our powers relating to varying relevant
particulars and conditions under Division 3 of Part 2 of the Agvet Code.

c. It covers applications for variation of relevant particulars and conditions of approvals
and registrations, and variation on our own initiative. It does not cover varying
prescribed relevant particulars under Division 2A of Part 2 of the Agvet Code.

d. The provisions of the Agvet Code and the Agvet Code Regulations covered by this
guideline are outlined in the annexure to this guideline.

e. This guideline commences on 1 July 2014.

Applying for variation

Preliminary assessment—where can I get more information?

a. We expect applicants to lodge an application to vary relevant particulars or conditions
of an approval or registration that contains or is accompanied by all relevant information
such that the application ‘meets the application requirements’.

Note: Section 8A of the Agvet Code defines ‘meets the application requirements’.

b. We will undertake a preliminary assessment of applications for variation in accordance

with Section 6A guideline—preliminary assessment.

c. For the purposes of section 28(4) of the Agvet Code, we may alter an application, after
it has passed preliminary assessment, and with the written consent of the applicant, in
accordance with Section 6A guideline—altering applications.

How will we determine applications for variation?

a. We must be satisfied of the relevant matters in section 29 of the Agvet Code before we
can vary the relevant particulars or conditions of an approval or registration.

b. We will take into account Section 6A guideline—approvals and registrations in

performing this function.

Varying on our own initiative

a. Under section 29A of the Agvet Code, we may, on our own initiative, and with the
written consent of the holder, vary the relevant particulars or conditions of an approval or
registration.

b. [These guidelines are still to be developed.]
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Annexure—relevant legal provisions

a. Division 3 of Part 2 of the Agvet Code provides for the variation of relevant particulars
or conditions of an approval or registration. Holders of approvals or registrations can
apply to us for a variation, or we may seek to vary the relevant particulars or conditions
on our own initiative.

Note: Section 27 of the Agvet Code deals with applications to vary a relevant particular or condition.

Section 28 deals with preliminary assessment of the application (see also regulation 19AD of the Agvet

Code Regulations). Section 29 deals with assessment of an application for a variation. Section 29A

gives us the power to vary a relevant particular or condition on its own initiative, with the consent of the

holder. Section 29B sets out how a variation takes place.
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