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Using the regulatory guidelines

An introduction to the regulatory guidelines and how they work, including information about the
APVMA—what we do and how we carry out our responsibilities. An application aid provides
an overview of the decision-making process.

Application Aid

Intended to guide you through each step of the application process. It will also provide an
estimate of the timeframe and the fee for an application. Available from 1 July 2014.

Intended to guide you through each step of the application process, the application aid will
also provide an estimate of the timeframe and the fee for an application. Available from 1 July
2014.

Aligning regulatory effort with risk

The APVMA’s legislative framework provides for the consistency, efficiency and transparency
of agvet chemical approvals, registrations and reconsiderations, and helps us to align our

regulatory effort with risk. Section 1A of the Schedule to the Agricultural and Veterinary

Chemicals Code Act 1994 sets out the purpose and framework for regulatory decision
making for agvet chemicals.

This section highlights the importance of maintaining a balance between our regulatory effort,
the regulatory burden imposed on those affected, and the risk associated with chemical use.

The following content can be found at http://new.apvma.gov.au/node/28
If making a submission, please reference page number: 28

The following content can be found at http://new.apvma.gov.au/node/35
If making a submission, please reference page number: 35

The following content can be found at http://new.apvma.gov.au/node/597
If making a submission, please reference page number: 597
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In administering the code, we aim to impose a regulatory burden in keeping with what is
reasonably necessary to manage risks to the health and safety of human beings, animals and
the environment.

The legislative framework provides us with certain discretions—such as the extent to which
we need to take into account particular matters in determining whether the efficacy and trade
criteria have been met. By allowing us these discretions, constrained within appropriate limits
by the Agvet Code Regulations, the framework makes us better able to match our regulatory
effort with risk.

The statutory criteria that we will need to address in making regulatory decisions will include
criteria for safety, efficacy, trade and labelling. Currently, we align regulatory effort with risk
through the use of modular applications and registration models, thereby allowing reduced
regulatory effort on applications for the proposed use of active constituents, products and
permits that involve less risk.

Different product types give rise to risks and, as a result, the levels and types of assessment
required for us to be satisfied of the statutory criteria in registering a new product vary.
Generally, lower risk products require reduced levels of assessment for us to be satisfied of
the statutory criteria. For example, to satisfy the statutory criteria in registering a new product,
we may (subject to limitations on use of information) be able to use a nominated reference
product that is very similar to the proposed product. This not only reduces our regulatory effort
in determining whether the statutory criteria have been met, but also reduces the effort
required by applicants to address the criteria.

The responsibilities of manufacturers,
importers and suppliers of agvet
chemicals

Before an agricultural or veterinary (agvet) chemical product can be legally imported,
supplied, sold, promoted or advertised in Australia, the APVMA must register it (subject to
certain exceptions). Part of our role is to monitor and enforce compliance in the marketplace
with the regulatory requirements relating to agvet chemical products, and to help
manufacturers, importers and suppliers of agvet chemicals to be aware of and have an
understanding of these regulatory requirements.

We work closely with state and territory governments to ensure there is effective coordination
and communication of monitoring and compliance efforts. We also work with the Australian
Customs and Border Protection Service to help stop the illegal importation of agvet
chemicals.

The following content can be found at http://new.apvma.gov.au/node/994
If making a submission, please reference page number: 994

The following content can be found at http://new.apvma.gov.au/node/995
If making a submission, please reference page number: 995
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Using the regulatory guidelines

Manufacturers of veterinary chemical
products

The APVMA administers a Manufacturers’ Licensing Scheme where use of Good
Manufacturing Practice (GMP) ensures that manufacturing processes are consistent, are
under adequate supervision, and have effective quality control.

Australian manufacturers of veterinary chemical products must be licensed by the APVMA
through the Manufacturers’ Licensing Scheme before they can start manufacturing those
products (subject to certain exceptions).

We will only issue licences to manufacturing facilities within Australia that have demonstrated
compliance with the Manufacturing Principles and the Australian Code of Good
Manufacturing Practice for Veterinary Chemical Products. Facilities undergo audits to
confirm that they are compliant with these requirements before we issue a licence and at
regular intervals while the licence is in force.

Because the Manufacturers’ Licensing Scheme applies only to manufacturers in Australia, we
also operate the Overseas GMP Scheme, which requires the manufacturing quality of
imported products to meet GMP standards equal to those applied to Australian
manufacturers. We assess overseas sites’ GMP compliance at the time an application is
made to us and as an ongoing activity over the life of the product.

If you are manufacturing a veterinary chemical product without the appropriate licence, you
may be committing an offence under the Agvet Code.

For further information on becoming a licensed manufacturer, refer to the licensing and Good
Manufacturing Practice guidelines.

Importers

The APVMA monitors the importation of agvet chemicals to limit the potential distribution of
unregistered and unapproved chemicals in the Australian marketplace. Once an agvet
chemical product is registered, persons must use these products and not attempt to import
products with similar names registered for use in other countries. Such imported products
may not be identical to the APVMA-registered products and are unlikely to carry the APVMA-
approved label designed to meet Australian requirements for efficacy and safety.

We may, however, give consent in writing to a person who wishes to import a chemical

substance for which import would otherwise be an offence under the Agricultural and
Veterinary Chemicals (Administration) Act 1992 (Admin Act).

You must not import an unregistered agricultural or veterinary chemical product or an
unapproved active constituent into Australia, unless it has either been exempted from the

The following content can be found at http://new.apvma.gov.au/node/996
If making a submission, please reference page number: 996
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importation provisions or the importer has obtained written Consent to Import from the
APVMA. Under special but limited circumstances, we may provide written Consent to Import
to allow the import of unregistered agvet chemical products and unapproved active
constituents.

If you have imported a product without our consent (and our consent was needed) and you do
not have a reasonable excuse, you may have committed an offence under the Admin Act. You
may also find you cannot clear the product through customs.

For further information on importing agvet chemicals, refer to the guideline on Consent to
Import.

Suppliers

An agvet active constituent must be approved, or exempted from approval, by the APVMA
before it can be supplied to the market.

An agvet chemical product must also be registered by the APVMA before it can be supplied
to the market (subject to certain exceptions). A product is considered an agricultural chemical
product or a veterinary chemical product if it meets the definition of an agricultural chemical
product or a veterinary chemical product. An agvet chemical product must also have an
approved label attached to it before it can be supplied to the market.

The APVMA maintains a public database (PubCRIS) where you can check whether an agvet
chemical product is registered or an active constituent is approved. To find out if the product
you are supplying requires registration before it is supplied check the guideline: Does my
product require registration?

If you supply an unapproved active constituent or a product that is not registered (where active
constituent approval or product registration is required), or a product that has an unapproved
label attached and is not subject to an approved permit, you may have committed an offence
under the Agvet Code.

The APVMA operates an Adverse Experience Reporting Program, which is a quality
assurance program established to facilitate the responsible management of agvet chemicals
throughout their life cycle. If in supplying an agvet chemical you become aware of any adverse
experiences, you should report them to the APVMA. 

The role of the APVMA

Find information on the APVMA's legislative framework (including the Agvet Code and the

The following content can be found at http://new.apvma.gov.au/node/997
If making a submission, please reference page number: 997

The following content can be found at http://new.apvma.gov.au/node/37
If making a submission, please reference page number: 37
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Regulations), what we do and how we administer the law. Provides information on how we
manage risks, as well as our standard of good regulatory science practice.

The APVMA's regulatory activities

Access to safe and effective agricultural
and veterinary chemicals

Australians need access to safe and effective agricultural and veterinary (agvet) chemicals to
control pests and diseases on animals and plants. Because of the potential risks from the
incorrect use of agvet chemicals, the Australian Government has, for many years, played a
key role in the regulation of pesticides and veterinary medicines. Regulatory measures are in
place to ensure these chemicals work, but are also safe for humans, non-target animals and
plants, and the environment.

Agvet chemical products consist of one or more active constituents and may also contain
other non-active constituents (or excipients). The active constituents are responsible for the
biological or other effects of the product. The non-active active constituents are included for a
range of reasons, such as stabilising the product, acting as a carrier for the active constituent
or improving the properties of the product (for example, solubility or dispersion).

Under the existing national controls for agvet chemicals, it is a serious offence for any person
to import an agvet chemical product into Australia or to distribute or sell a chemical product in
any state or territory in Australia, if that product has not been registered by the APVMA for
that state or territory (subject to certain exceptions).

All active constituents for agvet chemical products must be approved by the APVMA (subject
to certain exceptions). It is a serious offence for any person to sell a chemical product that
does not have an APVMA-approved label attached to its container (subject to certain
exceptions).

What are ‘active constituents’?

Active constituents are the substances in an agricultural  or veterinary chemical product that

The following content can be found at http://new.apvma.gov.au/node/1012
If making a submission, please reference page number: 1012

The following content can be found at http://new.apvma.gov.au/node/998
If making a submission, please reference page number: 998

The following content can be found at http://new.apvma.gov.au/node/999
If making a submission, please reference page number: 999
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are primarily responsible for the product’s biological or other effect identifying the product as
an agricultural or veterinary chemical product (as the case may be). Generally, an active
constituent must be approved either before or at the same time as the chemical product
containing it is registered. A limited number of active constituents are exempt from APVMA
approval process or can be approved with the APVMA as the holder where information
needed to register them is not readily available.

Agvet chemical product registration

If we decide to grant an application for registration of a chemical product and approve the
proposed label, we must register the chemical product by entering certain information about it
in the Register, and approve the label for the product by giving it a distinguishing number and
recording certain information about it in the relevant APVMA file.

Once a chemical product has been registered and its label approved, it can then be legally
distributed, sold and used in all Australian states and territories in which the product has been
registered for use and which are described on the chemical product label.

If a holder later wants to vary any of the ‘particulars’ of registration as entered in the Register
or to make any variation to the approved label for the chemical product—including making
additional claims about the chemical product—they will need to apply to us seeking approval
for the proposed variations.  

Registration ensures that users have access to chemical products that are correctly
packaged and labelled with all necessary limitations, precautions and directions for use.
Registration of agvet chemical products also provides an assurance that these products are
safe and effective when used according to label instructions.

Registration also helps to ensure that unacceptable residues from the chemicals used in
agriculture do not appear in food for human or animal consumption in Australia, or destined
for export.

Agvet permit approval

The Agvet Code requires that all agvet chemical products sold in Australia be registered by
the APVMA (subjec to certain exceptions).

In most states and territories, registered chemical products must only be used for the
purposes specified on the label. However, in practice, situations often arise where chemical
products are needed for a use not specified on the label—‘off-label’ uses. We can consider
applications for permits that allow for the legal use of chemical products in ways different from

The following content can be found at http://new.apvma.gov.au/node/1000
If making a submission, please reference page number: 1000

The following content can be found at http://new.apvma.gov.au/node/1001
If making a submission, please reference page number: 1001
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the uses set out on the chemical product label. We can also consider applications for permits
allowing limited use of an unregistered chemical product.

In addition, we may issue a permit to persons (including individuals, organisations or
corporations) allowing them (or others) to use a particular agvet chemical product in a limited
way (that is, for minor uses, emergency uses or research purposes) when that chemical
product either is not registered or the proposed use is contrary to the use instructions and
directions on the approved label.

Ongoing compliance to ensure safety and
efficacy

The APVMA has three primary post-authorisation (eg post approval or registration) programs
to help ensure the ongoing safety and efficacy of agvet chemicals:

compliance and enforcement
reconsideration of approvals and registrations
the Adverse Experience Reporting Program.

Compliance and enforcement

Part of our role and responsibility is to monitor and enforce compliance with the Agvet Code
and other legislation we administer. We also work closely with state and territory government
departments to ensure there is effective coordination and communication of compliance
efforts.

We aim to maintain the integrity of the regulatory system, and focus our compliance and
enforcement effort on activities that pose the greatest risk to human, plant or animal health,
the environment, and trade.

In addition to conducting our own compliance campaigns, we encourage industry and the
public to report the advertising and supply of unapproved active constituents  and
unregistered chemical products or the promotion of chemical products inconsistent with
approved labels. Upon receipt of a report, we prioritise it for appropriate action based on the
level of risk.

Higher risk reports are pursued through an enquiry that may escalate to an investigation, with
a view to compliance actions. The reports assessed as representing a low to medium, or
continuing risk, are primarily dealt with through warnings and negotiation to achieve
compliance.

The following content can be found at http://new.apvma.gov.au/node/1006
If making a submission, please reference page number: 1006

The following content can be found at http://new.apvma.gov.au/node/1007
If making a submission, please reference page number: 1007
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Reconsideration of approvals and
registrations

Reconsideration is a process that enables us to reconsider the approval of an active
constituent, registration of a chemical product or approval of a label at any time after it has
been approved or registered, for example, if credible new information arises about the
ongoing safety, environmental impact or effects on trade of the product.

We take a wide range of scientific information into account when estimating potential risk
before we register agricultural or veterinary chemical products. Nevertheless, sometimes
credible new scientific information may emerge that suggests the existence of previously
unknown risks to human health, animal or crop safety, the environment or trade, or suggests
product ineffectiveness. If this happens, we can initiate a reconsideration process to assess
the identified risk and determine whether changes are needed to ensure that the product can
continue to be used safely.

Adverse Experience Reporting Program

The Adverse Experience Reporting Program assesses and classifies reports of adverse
experiences from exposure to, the use of, or the administration of a registered veterinary or
agricultural chemical product sold in Australia when used according to label instructions. This
program is vital for detecting uncommon conditions that are not evident and therefore not
assessed during clinical or field trials for the initial APVMA registration of a product. It is also
used for tracking the incidence of known adverse experiences from some products
(particularly veterinary medicines).

Rights to review decisions

If you are unsatisfied with a decision made by the APVMA under the Agvet Code or the Agvet
Code Regulations, you may be able to:

request that the APVMA reconsider the decision (that is, seek internal review) within 42
days from the date that the decision was made (pursuant to section 166), or
apply to the Administrative Appeals Tribunal (AAT) for review of the decision in

The following content can be found at http://new.apvma.gov.au/node/1008
If making a submission, please reference page number: 1008

The following content can be found at http://new.apvma.gov.au/node/1009
If making a submission, please reference page number: 1009

The following content can be found at http://new.apvma.gov.au/node/991
If making a submission, please reference page number: 991
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accordance with the provisions of the Administrative Appeals Tribunal Act 1975
(pursuant to section 167).

We may only undertake an internal review of a decision if it falls within section 166(1) or
section 166(1A) of the Agvet Code.

Section 166(1) applies if:

a decision on a particular matter (the original decision) has been made under the Agvet
Code or the Agvet Code Regulations on behalf of the APVMA by a staff member of the
APVMA, and
the person seeking the internal review is entitled to apply under section 167 of the
Agvet Code to the AAT for review of the original decision.

Section 166(1A) applies if:

a decision on a particular matter (the original decision) has been made under the Agvet
Code or the Agvet Code Regulations on behalf of the APVMA by a staff member of the
APVMA,
the original decision is of a kind referred to in section 166(1A)(b) (generally, decision to
refuse certain applications based only on requirements set out in sections 8A(a), 8A(b)
or 122(1), as the case may be), and
if the original decision were reviewable by the AAT, a person would be entitled to apply
to the AAT for review of the original decision.

When we reconsider a decision, we must confirm, vary set aside the original decision, or set
aside the original decision and make a new decision in substitution for the original decision.
We must then notify the person who made the request of our decision on the reconsideration
as soon as practicable.

If we have not given notice on the internal review decision within 90 days after the request
was made, the person who made the request may, by writing, notify us that they consider that
the APVMA has confirmed the original decision at internal review.

The AAT may also review certain decision (that is, those set out in section 167 of the Agvet
Code).

AAT review is not available for certain APVMA decisions, such as a decision to refuse
certain applications based only on the requirements set out in sections 8A(a), 8A(b) or
122(1), as the case may be).

Please note that reconsideration by the APVMA (that is, internal review) of a decision is
distinct from the reconsideration of approvals or registrations done under Division 4 of Part 2
of the Agvet Code.

What information can the APVMA

The following content can be found at http://new.apvma.gov.au/node/992
If making a submission, please reference page number: 992

9/26

http://www.comlaw.gov.au/Series/C2004A04723
http://www.apvma.gov.au/consultation/public/index.php


Using the regulatory guidelines

consider in an internal review?

If you make an application seeking an internal review of the a decision, we must reconsider
that decision by having regard only to the information used to make that decision.

In an internal review, we will not consider further information or new information provided after
the original decision is made.

While we are limited to only have regard to the original decision material, this does not
prevent you from making a new application (where appropriate) if new information becomes
available after the original decision in respect of the original application is made.

APVMA decisions listed under section
167 of the Agvet Code that can be
reviewed by the AAT

A decision under subsection 14(1) to approve or register a constituent, product or label:

(i) with an instruction or relevant particular other than an instruction or particular set out
in the application for the approval or registration, or

(ii) subject to particular conditions.

A decision under subsection 14(2) to refuse an application for approval or registration,
other than a decision based only on requirements set out in paragraph 8A(a) or (b).
A decision under subsection 26C(2) to refuse an application to vary relevant particulars,
other than a decision based only on requirements set out in paragraph 8A(a) or (b).
A decision under subsection 29(2) to refuse an application to vary relevant particulars
or conditions, other than a decision based only on requirements set out in paragraph
8A(a) or (b).
A decision under subsection 29D(3) to refuse to accept a late application.
A decision under subsection 29G(1) to vary relevant particulars or conditions.
A decision under subsection 34A(1) or 34AF(3) to vary relevant particulars or
conditions.
A decision (the information decision) under subsection 34J(3) that the APVMA is
satisfied that it is in the public interest to use information that section 34G would
otherwise prohibit the APVMA from using for making a decision (the substantive
decision):

(a) under section 14 or 29 about an application, or

(b) under section 34 about a reconsideration of an approval or registration. (But see
below).

The following content can be found at http://new.apvma.gov.au/node/993
If making a submission, please reference page number: 993
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A decision under section 34AA or Division 5 of Part 2 to suspend or cancel the
approval of an active constituent for a proposed or existing chemical product, the
registration of a chemical product or the approval of a label for containers for a
chemical product.
A decision under subsection 48(3) refusing to accept a late application.
A decision to use protected information under paragraph 59(2)(d).
A decision under subsection 74(2), 75(2), 76(2) or 78(2) extending, or refusing to
extend, a period.
A decision under subsection 81(3) shortening, or extending or refusing to extend, a
period.
A decision under section 99 to require the analysis of a substance or mixture of
substances.
A decision to issue a recall notice.
A decision under Part 7 to refuse an application for a permit, other than a decision
based only on requirements set out in paragraph 8A(a) or (b) or a requirement made by
the APVMA under subparagraph 111(1)(b)(iii).
A decision under Part 7 to issue a permit subject to particular conditions or for a
particular period only.
A decision under Part 7 to refuse to extend a permit other than a decision based only
on requirements set out in paragraph 8A(a) or (b).
A decision under section 118, 119, 119A or 119B to suspend or cancel a permit.
A decision under Part 8 to refuse an application for a licence other than a decision
based only on requirements set out in subsection 122(1).
A decision under Part 8 to issue a licence subject to particular conditions referred to in
subsection 126(1).
A decision under subsection 126(2) to impose a new condition on a licence or varying
an existing condition.
A decision under section 127 to suspend or cancel a licence.
A decision to disclose information to an authority or organisation under paragraph
162(3)(d) without the consent of the applicant or holder concerned.
A decision to disclose information under section 163.
A decision under subsection 164(8) to refuse to waive or remit the whole or a part of a
fee.
A decision under this Code prescribed by the regulations.

Note that, despite paragraph 167(1)(ea), you may not apply to the AAT for review of the
information decision if we stated in the notice of that decision given under section 34K that
we believed it was necessary to make the substantive decision before 28 days had elapsed
after giving the notice, to prevent imminent risk to persons of death, serious injury or serious
illness.

The Record and Register

When an active constituent is approved, an agvet product is registered, or a label for an agvet
product is approved, the APVMA records certain particulars (the relevant particulars) on:

The following content can be found at http://new.apvma.gov.au/node/1005
If making a submission, please reference page number: 1005
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the Record of Approved Active Constituents for Chemical Products (the Record)
the Register of Agricultural and Veterinary Chemical Products (the Register), or
the relevant APVMA file.

The Agricultural and Veterinary Chemicals Code scheduled to the Agricultural and

Veterinary Chemicals Code Act 1994 requires us to keep the Record and Register in two
parts, one containing confidential commercial information and the other containing other
information. To support transparent and effective regulation, we make the components of the
Record and the Register that do not contain confidential commercial information publicly
available. The database comprising these components is called PubCRIS and is available on
our website.

We also have a permits database, which lists minor use and emergency use permits that we
have issued. The database is publicly available on our website.

Risk management

The APVMA manages potential risks posed by agvet chemicals by, among other things,
imposing conditions on approvals or registrations, and through requiring that certain
information be contained on chemical product labels. Further, access to certain agvet
chemical products is restricted if the Agvet Code Regulations declare them to be restricted
chemical products.

Conditions of approval or registration
and label approval

Under section 23 of the Agvet Code, approvals and registrations are subject to two types of
conditions: mandatory statutory conditions that apply in all cases of a particular kind (as
prescribed by the Agvet Code Regulations), and the case by case conditions imposed on a
particular approval or registration as the APVMA thinks appropriate. Conditions of active
constituent approval, chemical product registration, and label approval are a means by which
we manage the risks posed to people, plants, animals and the environment by agvet
chemicals.

The mandatory statutory conditions prescribed by the Agvet Code Regulations address the
general risks posed by all agvet chemicals. These conditions, together with our compliance
monitoring, reviewing and enforcement activities, ensure that people, plants, animals and the
environment remain safe from agvet chemicals.

The case by case conditions address the specific risks associated with particular agvet

The following content can be found at http://new.apvma.gov.au/node/987
If making a submission, please reference page number: 987

The following content can be found at http://new.apvma.gov.au/node/989
If making a submission, please reference page number: 989

http://www.comlaw.gov.au/Series/C2004A04723
http://new.apvma.gov.au/node/45
http://new.apvma.gov.au/node/46
http://new.apvma.gov.au/node/601
http://www.apvma.gov.au/consultation/public/index.php
http://www.apvma.gov.au/consultation/public/index.php


chemicals and will be imposed on approvals and registrations when we think it is
appropriate. These conditions, together with our compliance monitoring, reviewing and
enforcement activities, means that we are able to provide a higher level of assurance that the
risk posed by these agvet chemicals will be better managed, which enables us to ensure that
people, plants, animals and the environment remain safe from agvet chemicals.

The conditions of approvals and registrations may require certain things to be done before
the supply of an agvet chemical product occurs, to ensure the chemical product supplied
meets the statutory criteria considered by the APVMA. For example, conditions may require
specific types of packaging for products, or for labels to carry use-by dates.

In approving a label for a container for chemical products, we must be satisfied that the label
contains adequate instructions. This allows us to ensure that the risks of using the agvet
chemical product are adequately mitigated through appropriate instructions. Appropriate
instructions include:

circumstances in which the product should be used
how the product should be used
times when the product should be used
frequency of use of the product
withholding period after use of the product
re-entry period after use of the product
disposal of the product when it is no longer required
disposal of the containers of the product
safe handling of the product and first aid in the event of an accident caused by the
handling of the product
the appropriate signal words required by the current Poisons Standard.

The APVMA’s Argicultural Labelling Code and Veterinary Labelling Code also contain further
labelling requirements that further help in mitigating the risk of using agvet chemical products
when used in accordance with the label instructions.

Restricted chemical products

Certain essential but inherently hazardous agvet chemical products may be declared by the
Agvet Code Regulations to be restricted chemical products (RCPs). These products are
strictly controlled. RCPs can only be supplied to persons who are authorised to use the
product under the laws of a state or territory. The relevant Australian state or territory authority
determines who may be considered as an ‘authorised person’, based on advice from the
APVMA following a risk assessment of the chemical product—these are people with specific
training or qualifications in the safe handling and use of RCPs.

Australian state and territory authorities implement the RCP scheme through their respective
control-of-use legislative frameworks by authorising persons to use RCPs once they have
successfully completed the relevant training and/or met other requirements.

The following content can be found at http://new.apvma.gov.au/node/988
If making a submission, please reference page number: 988
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A chemical product may not be declared by the Agvet Code Regulations to be a restricted
chemical product unless the APVMA has certified in writing that it is in the public interest for
the product to be so declared. In deciding to give such a certificate, the APVMA must have
regard to the following:

whether the product may have an effect that is harmful to human beings
whether the product may have any unintended effect that is harmful to any animal, plant
or thing or to the environment
whether any special knowledge, skill or qualification is required in the preparation or
handling of the product
whether any special equipment is required to use the product with safety.

There are 11 chemical products or classes of chemical products which have been declared
to be restricted chemical products in Schedule 4 of the Agricultural and Veterinary

Chemicals Code Regulations 1995. 

Table 1: Schedule 4—Restricted chemical products
Number Restricted chemical products

1 A chemical product containing ethylene dibromide (also known as EDB)

2 A chemical product containing sodium monofluoroacetate (also known as 1080)

3 A chemical product containing acrolein

4
A chemical product that is a pre construction termiticide product containing
bifenthrin

5
A chemical product that is a pre construction termiticide product containing
chlorpyrifos

6 A chemical product containing endosulfan

7
A chemical product containing pindone that is a concentrate and for which the
relevant label instructions require further mixing with carriers before it is ready to
use as a bait

8 A chemical product containing mevinphos

9
A chemical product containing rabbit haemorrhagic disease virus (RHDV) (also
known as rabbit calicivirus) that is in injectable form and requires mixing with
carriers such as oats or carrot before it is ready to use as a bait

10
A vertebrate pest control chemical product containing fenthion, alphachloralose
or 4 aminopyridine

11

All chemical products with formulations containing, as active constituents, all 3 of
the following in various chemical forms:

(a) copper

(b) chromium

(c) arsenic

Using the regulatory guidelines
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Supplying restricted chemical products

A person must not supply a restricted chemical product, or cause or permit a restricted
chemical product to be supplied, to a person who is not authorised to use the product under a
relevant state or territory law (that is, a person who is not authorised by a relevant state or
territory authority).

A person must not supply a restricted chemical products, or cause or permit a restricted
chemical product to be supplied, unless the label attached to the container for the product
contains the words:

RESTRICTED CHEMICAL PRODUCT—ONLY TO BE SUPPLIED
TO OR USED BY AN AUTHORISED PERSON

Becoming authorised to use the RCP

The requirements for a person to become authorised to use a RCP may vary across the
states and territories. For further information on state and territory control-of-use restrictions
for RCPs, contact your relevant state or territory authority:

Australian Capital Territory—Environment and Sustainable Development Directorate
New South Wales—Department of Environment and Heritage
Northern Territory—Department of Primary Industry and Fisheries
Queensland—Department of Agriculture, Fisheries and Forestry
South Australia—Biosecurity SA
Tasmania—Department of Primary Industries, Parks, Water and Environment
Victoria—Department of Environment and Primary Industries
Western Australia—Department of Agriculture and Food.

The APVMA—a trusted regulator

Our vision is to be recognised nationally and internationally as a best-practice regulator of
pesticides and veterinary medicines that has the respect and confidence of governments, the
community, the rural sector, chemical users and the chemicals industry.

We are committed to continuous improvement, scientific excellence, innovation and being a
world class regulator of agricultural and veterinary chemicals.

To assist us to achieve our vision and maintain our contemporary scientific knowledge base,
we:

engage with international agencies
adopt international guidelines when they are suitable for an Australian context

The following content can be found at http://new.apvma.gov.au/node/896
If making a submission, please reference page number: 896
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are party to agreements with comparable overseas regulatory agencies.

The APVMA is frequently the lead agency on international working groups dealing with a
range of regulatory issues involving pesticides and veterinary medicines. Our staff are
regularly invited to speak at international conferences.

Organization of economic cooperation
and development

The APVMA participates in various activities of the Organization for Economic Co-operation
and Development (OECD), including the Working Group on Pesticides and Task Force on
Biocides, Working Party on Manufactured Nanomaterials.

The Working Group on Pesticides is a committee that directs and oversees the work of the
OECD Agricultural Pesticide Programme that encompasses agricultural pesticides. It is
composed of government officials from OECD member countries, representatives from the
European Commission and other international organisations, observers from the pesticide
industry, and public interest non-governmental organisations.

The Pesticide Programme has three main objectives:

to help OECD governments share the work of pesticide registration and re-registration
—the licensing of new products and re-licensing of old ones. This collaboration involves
finding ways for governments to work together in assessing pesticide risks to humans
and the environment. Work sharing is possible because the same pesticides are often
used in many countries
to harmonise the data and methods used to test and assess pesticide risks.
Harmonisation not only helps governments work together but also ensures the quality of
the data and the rigour of the assessments
to help OECD governments reduce the risks associated with pesticide use. The
programme identifies how governments can supplement pesticide registration and
further reduce the risks that may result even when registered pesticides are used
properly.

The Task Force on Biocides manages the work of the Biocide Programme including non-
agricultural pesticides, and reports directly to the Joint Meeting of the Chemicals Committee
and the Working Party on Chemicals, Pesticides and Biotechnology.

The task force is composed of government officials from OECD member countries,
representatives from the European Commission and other international organisations,
observers from the pesticide industry, and public interest non-governmental organisations.

The OECD Working Party on Manufactured Nanomaterials concentrates on human health
and the implications for the safety of the environment posed by manufactured nanomaterials
(limited mainly to the chemicals sector). The working party also aims to ensure that the
approach to the assessment of hazard, exposure and risk is of a high, scientifically-based,

The following content can be found at http://new.apvma.gov.au/node/1010
If making a submission, please reference page number: 1010
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and internationally harmonised standard.

VICH

VICH (International Cooperation on Harmonisation of Technical Requirements for
Registration of Veterinary Medicinal Products) is a trilateral (European Union–Japan–United
States) program that was established under the auspices of the World Organisation for
Animal Health to harmonise technical requirements for veterinary product registration.
Australia, New Zealand and Canada have observer status on VICH.

The objectives of the VICH are:

to establish and implement harmonised regulatory requirements for veterinary
medicinal products in the VICH regions, which meet high quality, safety and efficacy
standards and minimise the use of test animals and costs of product development
to provide a basis for wider international harmonisation of registration requirements
to monitor and maintain existing VICH guidelines, taking particular note of the
International Conference on Harmonisation work program and, where necessary,
update these VICH guidelines
to ensure efficient processes for maintaining and monitoring the consistent
interpretation of data requirements following the implementation of VICH guidelines
by means of a constructive dialogue between regulatory authorities and industry, to
provide technical guidance for responses to significant emerging global issues and
science that affect regulatory requirements within VICH regions.

The APVMA supports the international harmonisation of requirements for data. The APVMA
participates in the working process of the VICH Steering Committee, joins in Committee
discussions and provides experts where appropriate to the VICH Expert Working Groups.
However, Australia’s observer status does not confer voting rights in the VICH process.

To date, the APVMA has adopted VICH guidelines on data requirements for
chemistry, human safety (toxicology), environmental safety, anthelmintics and
good clinical practices.

Before adopting a VICH guideline, we ensure its suitability to Australian conditions. This
practice reflects a principle in the APVMA Standard on Good Regulatory Science Practice—
namely, that we will follow international, harmonised guidelines where it is possible or
appropriate to do so.

When we adopt VICH guidelines that describe the global harmonisation of
registration requirements, we minimise the use of test animals and the cost of
product development, and increase the availability of veterinary medicinal
products in Australia.

The following content can be found at http://new.apvma.gov.au/node/897
If making a submission, please reference page number: 897

The following content can be found at http://new.apvma.gov.au/node/910
If making a submission, please reference page number: 910
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Joint FAO/WHO Meeting on Pesticide
Residues

The Joint FAO/WHO Meeting on Pesticide Residues (JMPR) provides independent, expert
scientific advice to the Codex Alimentarius Commission and its specialist committee on
pesticide residues, the Codex Committee on Pesticide Residues (CCPR). The Codex
Alimentarius Commission develops international food standards and guidelines, with the aim
of protecting consumer health, ensuring fair trade practices and promoting coordination of all
food standards work undertaken by government and non-government organisations.

The JMPR comprises the World Health Organisation (WHO) Core Assessment Group and
the Food and Agricultural Organization of the United Nations (FAO) Panel of Experts on
Pesticide Residues in Food and the Environment. The WHO Core Assessment Group
undertakes toxicological reviews of pesticides and establishes health-based guidance
values, such as acceptable daily intakes and acute reference doses, which in turn are
important for establishing maximum residue limits (MRLs) used in international trade. The
FAO Panel reviews pesticide residue data, undertakes dietary risk assessments and
recommends to CCPR to be considered for adoption by the Codex Alimentarius
Commission as Codex MRLs. APVMA scientists participate in both the WHO Core
Assessment Group and FAO Panel of Experts on Pesticides Residues.

In addition to its role in international standing-setting for pesticides, the JMPR also develops
scientific guidelines on the interpretation of toxicological studies and advances pesticide risk
assessment methodologies.

The toxicological and residues monographs published by the JMPR are an important source
of information used by the APVMA.

Joint FAO/WHO Expert Committee on
Food Additives

The APVMA actively participates in the Joint FAO/WHO Expert Committee on Food
Additives, which is an international expert scientific committee administered jointly by the
Food and Agriculture Organization of the United Nations (FAO) and the World Health
Organization (WHO).

The committee has been meeting since 1956, initially to evaluate the safety of food. Its work
now includes the evaluation of contaminants, naturally occurring toxicants and residues of
veterinary drugs in food. To the end of 2012, the committee has evaluated the residues of
approximately 95 veterinary drugs.

The committee has developed principles for the safety assessment of chemicals in foods that

The following content can be found at http://new.apvma.gov.au/node/898
If making a submission, please reference page number: 898
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are consistent with current thinking on risk assessment and take account of developments in
toxicology and other relevant sciences. We use the committee’s methodology to evaluate
residues of veterinary drugs in food to establish maximum residue limits.

Harmonisation

The APVMA actively participates in the harmonisation of data guidelines with our
international counterparts through organisations such as the Organization for Economic Co-
operation and Development (OECD) and the International Cooperation on Harmonisation of
Technical Requirements for Registration of Veterinary Medicinal Products (VICH).

We already align many areas of our guidelines with international standards; for example, the
OECD guidelines for the testing of chemicals and VICH efficacy data. Hazard assessments
are commonly shared internationally or worked on jointly, and are used to form the basis of
each country’s risk assessment. The risk assessment then takes into account the country-
specific uses of products and national policy approaches to the assessment of risks.

The alignment of Australian data guidelines with overseas regulators simplifies the assembly
and submission of dossiers by the chemical industry. The use of common international
methodology to assess data aligns the Australian evaluation with international best practice
and improves the consistency of decision making. The use of harmonised data guidelines
and assessment also promotes Australia’s ability to participate in international sharing of
work and global joint reviews.

Our manufacturing requirements and standards are broadly comparable to other leading
codes of good manufacturing practice such as the Pharmaceutical Inspection Convention and
Pharmaceutical Inspection Co-operation Scheme’s  Guide to Good Manufacturing Practice
for Medicinal Products, 2009 and the World Health Organization’s  Quality Assurance of
Pharmaceuticals—A compendium of guidelines and related materials—Volume 2, Good
manufacturing practices and inspection.

Collaborative and overseas assessments

The APVMA collaborates internationally to assess specific applications, and we may use
overseas assessment reports in work-sharing arrangements to support independent national
risk assessments.

For regulatory authorities, the various forms of sharing work can offer opportunities to make
more efficient and effective use of the specialist and expert resources needed to evaluate a
dossier. These arrangements may also benefit you in various ways, including:

The following content can be found at http://new.apvma.gov.au/node/1011
If making a submission, please reference page number: 1011

The following content can be found at http://new.apvma.gov.au/node/1053
If making a submission, please reference page number: 1053
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greater consistency and predictability in decision-making across regions
harmonised approaches to assessment
single dossier preparation
coordinated access to new markets. 

You must propose the regulatory approach to the agencies involved and facilitate aspects of
the planning and coordination of a global submission or work share.

Work-share arrangements do not affect our responsibility to conduct independent risk
assessments and decision making. Our decisions may differ from those made in other
jurisdictions because we take the local conditions and use pattern into account.

International work sharing

International work-sharing arrangements are usually established on a case-by-case basis
because the circumstances of each project are likely to vary. The primary element is the
sharing of a hazard assessment report that is accompanied by the original data and takes
into account additional local information or data guidelines.

Global joint reviews of agricultural pesticides

A global joint review is the concurrent evaluation of a new pesticide or variations to a
registered pesticide product through a globally coordinated system of evaluations, peer
reviews and report sharing. Countries take lead roles in the hazard assessments of proposed
pesticides, and their reports are peer-reviewed by other participating countries. These
reports are shared and used as the basis for each country’s own risk assessment and
decision-making, which may require the provision of data reflecting regional conditions and
use patterns. The global joint review process does not extend to evaluation of efficacy and
where required each country undertakes its own independent evaluation.

The Organization for Economic Co-operation and Development (OECD) has established the
framework for conducting the reviews in the Guidance document on the planning and
implementation of joint reviews of pesticides. This document includes detailed information on
global joint review processes for applicants and regulatory authorities.

The consistent preparation of OECD-format dossiers by industry for submission in multiple
OECD countries, the harmonisation of data requirements and the production of OECD-format
reports that can be easily shared among regulators form part of the OECD vision.

Since Australia completed its first global joint review of a pesticide dossier in 2007, we have
committed to continued involvement in these applications.

For further guidance on work-sharing arrangements or collaborative and overseas
assessments or to arrange for pre-application assistance meetings, please contact our
international coordinator.

The following content can be found at http://new.apvma.gov.au/node/1002
If making a submission, please reference page number: 1002
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The Rotterdam and Stockholm
conventions

In 2004, Australia became a party to two international agreements relating to the trade of
certain hazardous chemicals:

Rotterdam Convention on the Prior Informed Consent Procedure for Certain Hazardous
Chemicals and Pesticides in International Trade
Stockholm Convention on Persistent Organic Pollutants.

To implement these conventions, controls on the import, manufacture, use and export of such
chemicals have been introduced under the following legislation:

Agricultural and Veterinary Chemicals (Administration) Act 1992
Customs (Prohibited Imports) Regulations 1956
Customs (Prohibited Exports) Regulations 1958.

The Agricultural and Veterinary Chemicals (Administration) Act 1992 makes provisions for
the role of the APVMA in meeting Australia’s obligations under international agreements. Our
role can include:

prohibiting the importing, manufacturing, exporting or other dealings of certain
chemicals or products, or 
prohibiting certain activities in relation to these chemicals either absolutely or subject to
conditions. 

It also includes providing information to other countries on the importing, manufacturing,
exporting or other dealings with other chemicals that are the subject of international
agreements. These agreements include the Rotterdam Convention on the Prior Informed
Consent Procedure for Certain Hazardous Chemicals and Pesticides in International Trade
and the Stockholm Convention on Persistent Organic Pollutants. The Customs Regulations
complement the Agvet Code Regulations by introducing controls at the border. The
Department of Agriculture assists in managing these controls through its Livestock Industries
and Agvet Chemicals Branch.

The Rotterdam Convention

The Rotterdam Convention on the Prior Informed Consent Procedure for Certain Hazardous
Chemicals and Pesticides in International Trade was adopted at a conference in Rotterdam
in September 1998. The Australian Government ratified the Rotterdam Convention on 20 May
2004, and obligations relating to the convention came into force for Australia on 18 August
2004.

The Prior Informed Consent (PIC) procedure is a mechanism for formally obtaining and

The following content can be found at http://new.apvma.gov.au/node/1003
If making a submission, please reference page number: 1003
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disseminating the decisions of importing parties about whether they wish to receive future
shipments of those chemicals listed in Annex III of the convention and for ensuring compliance
with these decisions by exporting parties.

All parties are required to make a decision as to whether they will allow future import of each
of the chemicals in Annex III of the convention. All exporting parties are required to ensure that
exports of chemicals subject to the PIC procedure do not occur contrary to the decision of
each importing party. 

The Department of Agriculture will issue a notice in the Commonwealth of Australia
Agricultural and Veterinary Chemicals Gazette when chemicals are added to the Rotterdam
Convention. Previous notices were issued on:

1 June 2004 
27 April 2010
17 Aug 2010
20 Dec 2011
13 March 2012.

For the current chemicals included under the Rotterdam Convention, you should refer to the
Annex III Chemicals.

The Stockholm Convention

The Stockholm Convention on Persistent Organic Pollutants is a global treaty to protect
human health and the environment from chemicals that remain intact in the environment for
long periods, become widely distributed geographically, accumulate in the fatty tissue of
humans and wildlife, and have harmful impacts on human health or on the environment or
both.

Exposure to persistent organic pollutants (POPs) can lead to serious health effects including
certain cancers, birth defects, dysfunctional immune and reproductive systems, greater
susceptibility to disease and damages to the central and peripheral nervous systems. 

Control measures apply to the import, export, production, disposal and use of POPs.
Participating governments also promote the best available techniques and best
environmental practices for replacing POPs while preventing the production and use of new
ones. The Australian Government ratified the Stockholm Convention on 20 May 2004, and
obligations relating to it came into force for Australia on 18 August 2004.

For the current chemicals included under the Stockholm Convention, you should refer to the
Listing of POPs in the Stockholm Convention.

The following content can be found at http://new.apvma.gov.au/node/1004
If making a submission, please reference page number: 1004

The following content can be found at http://new.apvma.gov.au/node/336
If making a submission, please reference page number: 336
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APVMA standard on good regulatory
science

This APVMA standard sets out the principles of good regulatory science practice (GRSP) that we follow. The

standard is consistent with the principles described in other good practice standards, such as the standards for

good manufacturing practice, good laboratory practice and good clinical practice.

Objective

Compliance with the GRSP standard will strengthen the regulatory science quality that
underpins our regulatory decisions. A working definition of regulatory science quality is:

Protecting the health and safety of people, animals and the environment and
supporting agricultural and livestock industries by making sound science-based
regulatory decisions regarding pesticides and veterinary medicines within a
framework of accepted international risk assessment and risk management
practices.

Science-based regulatory decisions are underpinned by a contemporary understanding of
science, the identification and analysis of issues, the use of logic, and the documentation of
risk assessment and risk management advice and decisions.

Principles of good regulatory science
practice

Quality assurance

The APVMA will maintain an externally audited and certified quality system.
Our chief regulatory scientists will be responsible for the oversight of quality assurance
aspects of GRSP.
All staff will have a responsibility for quality assurance, and team managers and
executive directors will have line responsibility for the quality of work in their areas.

The following content can be found at http://new.apvma.gov.au/node/337
If making a submission, please reference page number: 337

The following content can be found at http://new.apvma.gov.au/node/338
If making a submission, please reference page number: 338

The following content can be found at http://new.apvma.gov.au/node/339
If making a submission, please reference page number: 339
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Personnel and training

APVMA staff will receive training in the principles of GRSP relevant to their needs.
Our staff will maintain relevant expertise as necessary, or the APVMA will access
relevant expertise. Expertise will include knowledge of:

the objectives of regulation and the requirements of legislation
risk assessment and management
data/studies being fit for purpose.

APVMA staff, agencies and advice providers will be appropriately involved in technical
assessments.
There should be no gaps or unexplained or conflicting overlaps in the responsibilities of
those concerned with GRSP.
Key staff responsible for managing and supervising regulatory science quality will have
skills and experience to discharge the responsibility for ensuring that regulatory
decisions are underpinned by regulatory science quality.

Standard operating procedures

The APVMA will maintain key procedures and work processes, including for the
preparation and maintenance of documents, as part of its quality system, through
compliance with ISO:9001:2000.
Relevant key procedures and work processes will reflect or incorporate scientific and
risk analysis principles.

Regulatory decision-making

Decisions must be consistent with the APVMA’s governing legislation.
Criteria for technical assessments are:

data received will be assessed for their fitness for purpose to ensure their
suitability for evaluation
risk assessment procedures will be appropriate to the particular application being
considered and the level of risk involved
risk management decisions will be based on risk assessment undertaken
scientific issues will be addressed at the appropriate times during evaluation.

The following content can be found at http://new.apvma.gov.au/node/340
If making a submission, please reference page number: 340

The following content can be found at http://new.apvma.gov.au/node/341
If making a submission, please reference page number: 341

The following content can be found at http://new.apvma.gov.au/node/342
If making a submission, please reference page number: 342
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Using the regulatory guidelines

The APVMA will identify the scientific criteria detailed in governing legislation and use
these in technical assessments that support regulatory decisions.

Documentation of technical assessments

Technical assessments will include a risk assessment and proposed risk management
strategies.
Technical assessments will be documented before regulatory decisions are made.
Technical assessments will include sufficient detail, which is appropriate to the level of
risk for the product group, risk area or issue.
The level of risk for a particular product group or risk area will be reflected in technical
reports and written advice.
Relevant legislative criteria will be identified and addressed in technical reports.

Advice from agencies, technical service
providers and international sources

Advice provided by agencies, technical service providers and international sources will
be critically considered prior to its use in regulatory decision-making.
We may have regard to information and data from recognised international sources
wherever possible.
Information from international sources will be determined to follow the same criteria as
required of Australian information and data before its use by the APVMA.

Quality control

Different staff will be involved in the technical assessment and the final regulatory
decision-making where practical and/or appropriate.
A more senior or experienced staff member will peer-review all technical assessments.

The following content can be found at http://new.apvma.gov.au/node/343
If making a submission, please reference page number: 343

The following content can be found at http://new.apvma.gov.au/node/344
If making a submission, please reference page number: 344

The following content can be found at http://new.apvma.gov.au/node/345
If making a submission, please reference page number: 345

The following content can be found at http://new.apvma.gov.au/node/346
If making a submission, please reference page number: 346
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Using the regulatory guidelines

Feedback and communication

The APVMA will develop and maintain regulatory guidelines.
A comprehensive list of guidelines and a guidance agenda will be available in the
public domain. The guidance agenda will list the guidelines that we are planning
to develop during the financial year.
We will follow international, harmonised guidelines where possible or appropriate.

We will use existing mechanisms for feedback from stakeholders on regulatory science
quality.
We will seek stakeholders’ views on a wide range of scientific regulatory issues, most
often via the APVMA website.

APVMA dictionary

Definitions of legal, administrative and scientific/technical terms used in the regulatory
guidelines. Includes links to commonly used abbreviations and acronyms.

Definition of terms
Abbreviations and acronyms
 

The following content can be found at http://new.apvma.gov.au/node/38
If making a submission, please reference page number: 38
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Note: the APVMA dictionary is a stand-alone section of the regulatory guidelines that doesnot link through to other content.  This content is not available in this PDF but may be reviewed online at: • Definition of terms: http://new.apvma.gov.au/definition-of-terms• Abbreviations and acronyms: http://new.apvma.gov.au/abbreviations-and-acronyms
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