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Monitoring and reporting

Information about the ongoing responsibilities of approval holders, registrants and nominated agents, as well as the activities we undertake to
ensure the on-going compliance of authorised chemical products and approval, registration, permit, or licence conditions.

Introduction

Ongoing responsibilities of approval holders or registrants and their nominated agents, compliance with statutory criteria and conditions of
approval, registration, permit, or licencing.

The APVMA is responsible for the regulation of agvet chemicals up to the point of sale or supply.

We conduct a number of post-authorisation activities to confirm that the chemical products, active constituents and licenced or permitted activities
that we have authorised remain compliant with the statutory criteria and any relevant conditions.

The ongoing responsibilities of holders

Complying with conditions of approval, registration, permit or licence, including reporting adverse information, maintaining particulars on the record,
and register and product stewardship.

A ‘holder’ is the person or company responsible for an approved active constituent, registered agvet chemical product, approved permit or
approved manufacturing licence within the Australian marketplace.  

The holder of an approval or registration is the person or body corporate listed in the APVMA’s Record or Register (either as the original party
making the application, or the party who has accepted ownership through subsequent approval or registration transferral). The holder of a permit or
licence is the party to whom the permit or licence has been issued.

Holders are responsible for all aspects of their approval or registration in the Australian marketplace including, where applicable, quality, efficacy,
stability and broadly advertised claims.

When issues relating to an approval or registration are brought to the APVMA’s attention, our initial point of contact is the holder or, where relevant,
their nominated agent. The extent of the holder’s involvement in the matter can then be determined. For example, it is possible that claims may be
made about a product that are independent of, and not supported by, the holder. In these instances, we will focus any compliance action on the
author of the claim.

Should materials or products be identified as counterfeit, we acknowledge that they are unlikely to be the responsibility of the holder of the ‘real’
product. We will most likely treat counterfeit products as unregistered agvet chemical products and compliance action will focus on the persons
responsible for importation, manufacture or supply of these products.

As a holder of an APVMA approval, registration, permit or manufacturing licence, you are responsible for:

being aware of (or having the ability to become aware of) your obligations under agvet legislation that governs manufacture, import and supply
of agvet chemicals
complying with the Agvet Code and other relevant Commonwealth, state and territory legislation
maintaining accurate records relating to your agvet chemicals
abiding by licence scope and conditions
maintaining appropriate manufacturing and formulation standards for agvet chemicals
handling chemicals responsibly and in accordance with Commonwealth, state and territory requirements.

We expect holders to be responsible corporate citizens by:

notifying us when necessary, and as part of fulfilling your obligations under the Agvet Code, in an honest and transparent way
letting us know of any difficulties complying with requirements or conditions, as soon as possible
using the appropriate mechanism to advise us within the required timeframe of any variations to the details of an agvet chemical product, its
label or intended use
providing reasonable assistance to our voluntary requests for information, data or records

The following content can be found at http://new.apvma.gov.au/node/32
If making a submission, please reference page number: 32

The following content can be found at http://new.apvma.gov.au/node/66
If making a submission, please reference page number: 66

The following content can be found at http://new.apvma.gov.au/node/67
If making a submission, please reference page number: 67
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providing timely cooperation with all lawful requirements and directions from APVMA Inspectors
alerting us to any adverse experiences
alerting us to potential non-compliance, including providing any information to the APVMA suspected to be false and/or misleading, and
alerting us about any suspected fraudulent activity.

If you are a nominated agent for an approval or registration, you have the same responsibilities as a holder.

Conditions set by the APVMA

The approval of an active constituent, label or permit, a manufacturing licence, an agvet product registration or import consent may be subject to
conditions that are prescribed by the Agvet Code Regulations or otherwise imposed by the APVMA. We set conditions on approvals to ensure that
the objects of the Agvet Code are met.

When you apply for and receive an approval (or licence, registration, permit or import consent) from us it is likely that your approval will contain a
number of conditions. These conditions are designed to be consistent, clear, easy to understand and effective in delivering the intended outcome.

Some conditions are established by regulation and form a set of standard conditions that maybe routinely applied. Other conditions may be
developed by the APVMA on a case-by-case basis to suit particular circumstances relating to the approved activity. 

Standard conditions

Standard conditions that will be imposed on an approval, licence or registration by the Agvet Code Regulations may include:

requiring the active constituent to be manufactured in accordance with the composition and purity entered for the active constituent in the
Record and by the manufacturer whose name and site are entered in the record for the active constituent
requiring the chemical product to contain each of the constituents entered for the chemical product in the Register
requiring the chemical product to be manufactured in accordance with the particulars entered for the chemical product in the register and
manufactured by a manufacturer whose name and site are entered for the chemical product in the register
requiring that any step in the manufacture of  veterinary chemical products take place in licenced premises
requiring the identifying information for the holder of the approval or registration, and the nominated agent (if any), must be the identifying
information for the holder and nominated agent (if any) entered in the Record or Register.
stipulating the type of container the product must be supplied in
requiring the label must be attached to the container and contain the relevant particulars for the label
requiring that the holder of a licence must manufacture the chemical product in accordance with the Manufacturing Principles and the
Australian GMP Code
limiting the quantities used, the area of treated crops or numbers of animals to be treated in the case of a permit
requiring that records be kept
undertaking an activity within a specified timeframe.

Your obligations

You should carefully read your approval documents including all terms and conditions attached (if any) to gain a clear understanding of your
obligations. We may assess your compliance with the terms of your approval; our compliance strategies include monitoring and enforcement. If you
don’t understand or have any questions about how to comply with your conditions you should ask us for assistance. If you think you are going to have
difficulty complying with a condition it is important that you let us know as soon as you identify the problem.

Non-compliance

Unless a specific exemption, defence or reasonable excuse applies, the Agvet Code makes it unlawful to fail to comply with conditions of an active
constituent approval, product registration, permit approval or manufacturing licence.

Non-compliance with a condition of approval will lead to compliance and enforcement action.

Feedback loops

An important part of our role is to ensure that agvet chemicals supplied to the marketplace comply with the provisions of the Agvet Code and any
conditions we have imposed. This establishes feedback loops and encourages public participation to ensure that the chemical inventory remains
safe and effective and that manufacturing activities are producing agvet chemicals of the expected high quality on an ongoing basis. Feedback
loops include the Adverse Experience Reporting Program , GMP audits and industry intelligence about non-compliance with manufacturing or
supply standards or conditions.

Should we become aware that an agvet chemical poses imminent risk to public health or the environment, or that that conditions we imposed have
been breached, we may use legislative provisions to stop the supply of the product. This may involve suspension, cancellation and/or recall of the

The following content can be found at http://new.apvma.gov.au/node/601
If making a submission, please reference page number: 601

The following content can be found at http://new.apvma.gov.au/node/792
If making a submission, please reference page number: 792

The following content can be found at http://new.apvma.gov.au/node/793
If making a submission, please reference page number: 793
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relevant products. Our aim is to maintain the quality, safety and effectiveness of all products in the marketplace.

Enforcement of conditions

We use a range of administrative and enforcement actions to ensure compliance with conditions of approval or registration, including:

formal warnings
issuing an infringement notice
issuing an enforceable direction
issuing a substantiation notice
accepting an enforceable undertaking
varying conditions placed on an authorisation (approval, registration, permit licence)
suspending or cancelling an authorisation, or,
issuing a notice to stop supply or recall products.

Formal warnings about an activity, enforceable directions, enforceable undertakings, or infringement notices (fines) are all mechanisms to provide a
proportional and rapid response to certain situations or incidences of non-compliance. It is important to note that due to the unique nature of each
non-compliant action or behaviour, the proportional and appropriate response will vary. We are not obliged to use any particular alternative option.

Compliance audits

The APVMA’s compliance audit programs aim to:

determine the level of compliance with conditions attached to an active constituent approval, product registration, permit approval or
manufacturing licence
evaluate those conditions for enforceability, comprehension, and ease of assessment for business-improvement purposes
demonstrate to the community that there are systems in place for measuring and improving compliance, thereby increasing community
confidence in the APVMA’s regulatory system
evaluate whether compliance with the conditions attached to the authorisation is assisting to protect human and animal health, agriculture, the
environment and trade.

Maintaining particulars

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 Record of Approved Active Constituents for Chemical Products (the Record)
the Register of Agricultural and Veterinary Chemical Products (the Register) , and/or
the APVMA file.

It is a requirement that relevant particulars are correctly maintained.

The holder or nominated agent can make an application to vary the relevant particulars or conditions of approval or registration (either standard or
non-standard) at any time. The holder can also make an application to change the holder of the approval or registration or vary the nominated agent.

The Agvet Code allows us to vary the relevant particulars or conditions entered into the record or register if they are recorded incorrectly or if they
are incorrect in a material respect and relate to:

the signal words required by the current Poisons Schedules in relation to the approved label
the street or postal address for the holder or the nominated agent.

The holder or nominated agent is obliged to notify us in writing within 28 days of becoming aware of any relevant particulars or conditions that relate
to an approval or registration and are incorrect in a material respect or have been inaccurately recorded. Failure to do so is an offence. Once
notified, we will correct the entry in the record, register or relevant APVMA file.

You should also notify us in writing if there are any changes in your (or your nominated agent’s) other details that are not relevant particulars or
identifying information; for example, a change of contact person, telephone number or email address.

Maintaining Good Manufacturing Practice evidence

The following content can be found at http://new.apvma.gov.au/node/794
If making a submission, please reference page number: 794

The following content can be found at http://new.apvma.gov.au/node/795
If making a submission, please reference page number: 795

The following content can be found at http://new.apvma.gov.au/node/603
If making a submission, please reference page number: 603

The following content can be found at http://new.apvma.gov.au/node/800
If making a submission, please reference page number: 800
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The holder of a veterinary chemical product registration is required:

to comply with the condition of product registration to ensure Good Manufacturing Practice (GMP) compliance throughout the life of a product
to maintain current and valid GMP evidence and submit this evidence when requested by the APVMA.

Change of manufacturer name with no change in site address

In the case of an Australian manufacturer where the manufacturer’s name is changed but the site,  ownership and licence number remains
unchanged, written notification with evidence that the licence has been updated is all that is required. A separate application is not required in this
case.  Where the ownership if the site changes (and a new licence issued), an application is required.

A name change for an overseas manufacturer requires written notification with GMP evidence confirming the name change or a statutory
declaration from the manufacturer or holder of the registration regarding the change of name and date of the change.

Product stewardship

The APVMA expects the agvet chemical industry to demonstrate a high level of product stewardship and adhere to all relevant Commonwealth,
state or territory legislation.

We value strong industry practices that augment government regulatory arrangements and support the Agvet Code. We also encourage the
development of industry-wide codes of practice that help industry members comply with legislation and promote best-practice chemical
manufacture, supply and use.

The importance of maintaining accurate records

Maintaining accurate records and adopting business practices that enable the verification of product and active-constituent compliance is key to
effective product stewardship.

Products can only be lawfully supplied to the Australian marketplace if they comply with their particulars of active-constituent approval, product
registration, label approval or relevant permit. Particulars are recorded at the time of approval or registration and relate directly to the compliance of
a product or active constituent. They are recorded in the Record, the Register or the APVMA file and remain valid and until formally varied.

When we assess the compliance of an active constituent or chemical product, we will consider the substance in accordance with these recorded
particulars. It is therefore very important to maintain the accuracy of these particulars, and to check that the active constituent or chemical product for
which you are responsible continues to accord with the particulars on the record, register or file. Non-compliance with the particulars will result in
compliance and enforcement action.

Section 161 of the Agricultural and Veterinary Chemicals Code Act 1994 obliges interested persons in relation to active constituents or chemical
products and holders of permits to advise us in writing of any new and relevant information about the chemical substances. You must advise us in
writing as soon as practicable. This is especially important if the changed information would or might adversely affect our understanding of the
product or active constituent or activity under permit.

Relevant information is specified by Section 161 of the Agvet Code and includes information that:

contradicts information previously given to us under the Agvet Code
shows that use or dealing with the substance may be hazardous, harmful or have unintended effects
shows that use of the substance may be ineffective
would have led us to make a different decision about the substance, if we had known.

When you advise us of a change in details or adverse information, we will carefully consider the information using risk-assessment principles and
may take action such as a chemical reconsideration, or seek your assistance to manage any risks identified. For example, new information about
the action of a chemical product might mean that we will work with you to modify instructions for use.

In the rare case that something goes wrong with a product we expect you to have adequate business systems in place to quickly mitigate risks.

Responsibility for unapproved or unregistered agvet chemicals

Agvet chemicals (active constituents and products) not approved or registered by the APVMA have not been evaluated for the Australian
marketplace and may represent a potential and unacceptable risk to people and animals, the environment and international trade.

The following content can be found at http://new.apvma.gov.au/node/801
If making a submission, please reference page number: 801

The following content can be found at http://new.apvma.gov.au/node/604
If making a submission, please reference page number: 604

The following content can be found at http://new.apvma.gov.au/node/802
If making a submission, please reference page number: 802

The following content can be found at http://new.apvma.gov.au/node/803
If making a submission, please reference page number: 803
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We take a risk based approach and will carefully consider any actions that may need to be taken. If we assess risk to be high we may take action to
control the substances and stop supply. Once it is confirmed that material is unapproved or unregistered, we will take action to ensure public safety.
This may include:

requiring destruction of existing materials or products (and potentially recalling previously supplied products)
exporting materials or products to another jurisdiction, or
requiring them to be stored and quarantined from use, pending registration.

In all cases, any costs associated with these actions will be borne by the party identified as primarily responsible for releasing the materials or
product into the Australian marketplace. It should be noted that the costs of chemical disposal or export can be significant and may be calculated on
a per-item basis. When little or no information about an active constituent or chemical product is known, the cost of disposal may be high.

When disposal, export or storage is required, we will provide details of the timeframe within which actions must occur, as well as the broad
principles that must be complied with (such as the requirement to use a licensed chemical disposal operator). On rare circumstances, we may
dispose of material and seek recovery of costs from responsible parties (and this may include legal proceedings).

Reporting adverse information after approval or registration

The APVMA operates the Adverse Experience Reporting Program to enable anyone to report an adverse experience related to the safety,
effectiveness or quality of an agvet chemical product. The purpose of this program is to minimise any unintended consequences when a product is
used according to its approved instructions on the label.

Where we receive information that indicates that there is a problem with the label instructions or the product itself, we may investigate the matter to
determine whether the problem can be resolved by amending the label, changing the manufacturing process or other approaches.

If a holder does not take voluntary action to correct an identified problem, we may take compliance and enforcement actions such as recalling the
product or commencing a formal reconsideration of the active constituent approval, product registration or product label under the reconsideration
scheme.

Certificates issued under section 70 of the Administration Act

The APVMA may issue a certificate under section 70 of the Agricultural and Veterinary Chemicals (Administration) Act 1992 (the Admin Act) that,
when produced, is prima facie evidence of the matters stated in the certificate. The certificate may state any of the following:

that the APVMA has done any act or thing or formed any opinion
that a substance referred to in a certificate was, or was not, at a particular time, or during a particular period, an active constituent, or an
approved active constituent, for a proposed or existing chemical product
that a chemical product referred to in the certificate was, or was not, at a particular time, or during a particular period, a chemical product, a
registered chemical product, a registered listed chemical product or a reserved chemical product.

We may issue a certificate under section 70 for a range of purposes including:

export purposes—where evidence of details related to an active constituent approval or chemical product manufacture is needed
use in legal proceedings.

Requests for certificates must be made in writing, and include details of the type of certificate sought, why the information is sought and the
appropriate information needed to support the request.

There is no fee charged for the issue of certificates under section 70.

We will assess all requests in a timely and efficient manner and endeavour to process your certificate request within 20 working days.

Section 70 export certificates

Certificates issued under Section 70 for export purposes may only state certain information about chemical substances or chemical product
manufacturing processes. We are unable to include information provided by, or liaise with the Department of Foreign Affairs and Trade, in
preparing these certificates. (see also Export Certificates under s69D of the Admin Act).

The APVMA does not provide advice on the documentation requirements of other countries.

The following content can be found at http://new.apvma.gov.au/node/605
If making a submission, please reference page number: 605

The following content can be found at http://new.apvma.gov.au/node/606
If making a submission, please reference page number: 606

The following content can be found at http://new.apvma.gov.au/node/798
If making a submission, please reference page number: 798

The following content can be found at http://new.apvma.gov.au/node/799
If making a submission, please reference page number: 799
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Section 70 certificates for use as evidence

Certificates that state information required for use in legal proceedings may be issued under sections 69ES and 70 of the Admin Act or under
section 149 of the Agricultural and Veterinary Chemicals Code Act 1994. The relevant provision will depend on the legislation under which the
legal proceedings are being initiated. 

Section 70 certificates are appropriate in circumstances where the relevant proceedings involve an offence punishable by imprisonment.

For more information please contact us.

Evidential certificates

The APVMA may issue certificates that state information required for use in legal proceedings under sections 69ES and 70 of the Agricultural and
Veterinary Chemicals (Administration) Act 1992 or under section 149 of the Agricultural and Veterinary Chemicals Code Act 1994.

The relevant provision will depend on the type of information required and the legislation under which the legal proceedings are being initiated. An
evidential certificate issued under section 69ES or section 149 is only appropriate where the relevant proceedings do not involve an offence
punishable by imprisonment. 

Requests for evidential certificates must be made in writing, and include details of the type of information sought and the purpose for which the
information is sought.

There is no fee charged for the issue of these certificates. We will assess all requests in a timely and efficient manner and endeavour to process
your certificate request within 20 working days.

Section 69ES evidential certificates

A certificate may be issued by the APVMA under section 69ES of the Agricultural and Veterinary Chemicals (Administration) Act for the purposes
of any proceeding before a court or tribunal or an authority or person having power to require the production of documents or the answering of
questions, other than a proceeding for an office that is directly punishable by imprisonment. The certificates may be used as evidence of the matters
stated in the certificate. The certificate may state any of the following:

that a substance referred to in the certificate was, or was not, at a particular time, or during a particular period, an active constituent, or an
approved active constituent, for a proposed or existing chemical product
that a chemical product referred to in the certificate was, or was not, at a particular time, or during a particular period, a chemical product or a
registered chemical product
that a person named in the certificate was an inspector at a particular time or during a particular period
that a notice, direction or requirement referred to in the certificate was given at a particular time to a particular person, or
any other matter given under section 149 of the Agvet Code.

Section 149 evidential certificates

A certificate may be issued by the APVMA under section 149 of the Agvet Code for any proceeding before a court or tribunal or an authority or
person having power to require the production of documents or the answering of questions, other than for offences directly punishable by
imprisonment. The certificate may be used as evidence of the matters stated in the certificate. The certificate may state any of the following:

that a substance referred to in the certificate was, or was not, at a particular time, or during a particular period, an active constituent, or an
approved active constituent, for a proposed or existing chemical product
that a chemical product referred to in the certificate was, or was not, at a particular time, or during a particular period, a chemical product, a
registered chemical product or a registered listed chemical product
that a label referred to in the certificate was, or was not, at a particular time, or during a particular period, an approved label for containers for
a chemical product or a label for containers for a chemical product that is required by an established standard for the product
that a permit or exemption referred to in the certificate was in force at a particular time or during a particular period
that an approval, registration, permit or exemption referred to in the certificate was suspended at a particular time or during a particular period
that an approval, registration, permit or exemption referred to in the certificate is, or was at a particular time or during a particular period,
subject to a stated condition
that a person named in the certificate was an inspector at a particular time or during a particular period
that a document referred to in the certificate that purports to be a copy of, or an extract from, a record, register or file kept under the code is a
true copy or extract, as the case may be
that a notice, direction or requirement referred to in the certificate was given at a particular time to a particular person under the code
that the APVMA had not received by a particular time an application, statement, report or other document, or any sample or other thing,
referred to in the certificate that was required or permitted to be made or given to the APVMA by a person under the code
that a document referred to in the certificate is, or was at a particular time or during a particular period, a standard, rule, code, specification or

The following content can be found at http://new.apvma.gov.au/node/607
If making a submission, please reference page number: 607

The following content can be found at http://new.apvma.gov.au/node/796
If making a submission, please reference page number: 796

The following content can be found at http://new.apvma.gov.au/node/797
If making a submission, please reference page number: 797
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method of a particular association, body or institution
that a licence referred to in the certificate was in force at a particular time or during a particular period
that a licence referred to in the certificate was suspended at a particular time or during a particular period
that a licence referred to in the certificate is, or was at a particular time or during a particular period, subject to a stated condition
that a particular statement contained in a document referred to in the certificate is, or was at a particular time or during a particular period, a
manufacturing principle that the APVMA has determined
that the matter referred to in the certificate, appearing

on an approved label
on a label for containers for a chemical product that is required by an established standard for the product, or
in a permit

is identical to matter set out in, or in a writing annexed to, the certificate.

If the evidential certificate states that a label attached to a sealed container contained any matter at any time in a manner prescribed or required by
the Agvet Code in relation to a chemical product, the certificate also provides evidence that the product was in the container at that time.

Administering holder and nominated agent details

An outline of the administrative processes related to maintaining holder and nominated agent details.

At any time, a holder of an active constituent approval or product registration can apply to transfer the approval or registration to another person or
entity.

As the holder of an approval or registration, you must notify the APVMA in writing if your (or your nominated agent’s) identifying information or other
details change: for example, street or postal address, contact person, telephone number or email address.

Your nominated agent may notify us of these changes on your behalf.

If you are an overseas holder, you must ensure you have an Australian nominated agent at all times or your approval or registration may
be suspended.

If you are the holder of a manufacturing licence, you cannot transfer your licence to the new manufacturer. In this situation the new manufacturer must
make an application for a new licence—or if they already hold a manufacturing licence, they must ensure that it covers all relevant manufacturing
steps for the product in question.

What is the Adverse Experience Reporting Program?

A description of the Adverse Experience Reporting Program and how to make an adverse experience report.

The Adverse Experience Reporting Program (AERP) is a quality assurance program established by the APVMA to facilitate the responsible
marketing and management of veterinary and agricultural chemicals throughout their lifecycle.

There are two components to the AERP:

the AERP Vet for registered veterinary medicines, and
the AERP Ag for registered agricultural chemicals.

The AERP as part of a feedback loop

It is essential that risk management systems (such as the regulatory system we operate) have strong feedback loops to ensure that the decisions
being made are appropriate and effective. Our pre-marketing evaluation processes are consistent with world’s best practice. In addition, as part of
our AERP, we collect information on how products perform in the field after registration to ensure that they continue to be safe and effective. The
AERP therefore completes the regulatory feedback loop to ensure that the registration decisions we make are appropriate. It also assists in
promoting and maintaining public confidence in the APVMA and the National Registration Scheme for Agricultural and Veterinary Chemicals.

Section 161 of the Agvet Code requires holders to provide us with any new, relevant information they become aware of. New, relevant information
on products can include adverse experience information relating to:

human health issues
harm to animals
damage to plants, things or the environment
lack of efficacy when used according to label directions.

The following content can be found at http://new.apvma.gov.au/node/68
If making a submission, please reference page number: 68

The following content can be found at http://new.apvma.gov.au/node/69
If making a submission, please reference page number: 69

The following content can be found at http://new.apvma.gov.au/node/239
If making a submission, please reference page number: 239

The following content can be found at http://new.apvma.gov.au/node/240
If making a submission, please reference page number: 240
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Scope

The scope of the AERP is broad. It allows us to receive adverse experience reports involving registered veterinary medicines and agricultural
chemical products as defined in the Agvet Code when used according to label instructions. The AERP may decide not to consider a report
because it falls outside the scope of the program.

Table 1 shows whether specific adverse experience reports (AERs) are in or out of the scope of the AERP.

Table 1: In and out-of-scope adverse experience reports

Adverse experience report type In scope or out-of-scope

Related to human health issues, where people are exposed to these products either by using them,
coming in contact, consuming treated produce, or being exposed as bystanders

Yes

Related to animal health issues, including both domestic and native birds and animals Yes

Related to crop and plant damage Yes

Related to lack of efficacy Yes

Related to environmental damage Yes

Related to residue issues Yes

Related to problems that lead to unacceptable exposure to users, operators or/and bystanders Yes

Related to trade issues (as these do not fall within the definition of an ‘adverse experience') No

Related to packaging design faults (as these do not fall within the definition of an ‘adverse
experience’)

No

Related to illegal off-label uses (ie contrary to label directions without appropriate advice, which
include instances where products are used on resistant or suspected resistant pest populations if the
label specifically warns against such use)

No

Related to products not registered by the APVMA No

Who can report an adverse experience?

Anyone can report an adverse experience to the AERP. This includes veterinarians, animal owners, farmers, gardeners, agronomists, health
workers, state and territory authorities or members of the public.

The APVMA receives reports about adverse experiences from three main sources:

registration and permit holders—they are obliged to report to us about any adverse experiences they become aware of involving their
product(s). This is one of the ways product registration holders can meet certain legislative obligations under section 161 of the Agvet Code.
veterinarians and the general public (including animal owners, farmers and other chemical users)—they can voluntarily report any adverse
experiences to both the APVMA and the product registration holder.
state agencies—they are encouraged to report any adverse experience reports they receive that are within our jurisdiction. This also enables
us to inform the relevant state authority of any information that we become aware of that falls within state jurisdiction (such as state control-of-
use issues).

Adverse Experience Reporting Program for Veterinary Medicines

The following definitions are relevant to the AERP for Veterinary Medicines. Definitions for the AERP for Agricultural Chemicals are
slightly different.

Definition of an adverse experience

The following definition of an adverse experience is to be used by product registration holders when determining what information should be
submitted to us. An adverse experience is:

An unintended or unexpected effect on animals, human beings or the environment, or lack of efficacy associated with the use of a
registered veterinary chemical product when used according to label instructions.

Definition of a serious adverse experience

A serious adverse experience involving veterinary medicines is expected to be reported to the APVMA by the product registration holders within 10
days. A serious adverse experience is:

Any adverse experience that results in death, is life-threatening, results in persistent or significant disability or incapacity, prolonged
duration of serious signs or is a congenital abnormality or birth defect in animals. A serious adverse experience in humans is one that

The following content can be found at http://new.apvma.gov.au/node/244
If making a submission, please reference page number: 244

The following content can be found at http://new.apvma.gov.au/node/309
If making a submission, please reference page number: 309
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requires medical treatment or involves death.

If there is any doubt about the seriousness of a suspected adverse experience, the incident must be treated as a serious adverse experience and
reported by the registration holder to the APVMA within ten working days.

The following provides a quick guide to determine if an adverse experience is to be regarded as serious.

Humans

death
medical treatment required
cattle, sheep and pigs
death
more than one veterinary visit
more than 10 per cent morbidity
welfare implications.

Horses

death
hospitalisation or more than one veterinary visit
welfare implications.

Poultry

more than 5 per cent increase in base mortality
more than 10 per cent morbidity
welfare implications.

Small animals

death
hospitalisation
welfare implications.

Adverse Experience Reporting Program for Agricultural
Chemicals

The following definitions are relevant to the Adverse Experience Reporting Program (AERP) for Agricultural Chemicals. Definitions for the AERP for
Veterinary Medicines are slightly different.

Definition of an adverse experience

The following definition of an adverse experience is to be used by product registration holders when determining what information should be
submitted to us. The definition is descriptive rather than prescriptive because it is almost impossible to provide a complete list of what constitutes
an adverse experience. This leaves the definition open to some interpretation; however, we consider that what should be included in this definition
is fairly straightforward. An adverse experience is:

An unintended or unexpected effect on plants, plant products, animals, human beings or the environment or lack of efficacy associated
with the use of an agricultural chemical product when used according to label instructions.

Definition of a serious adverse experience

A serious or urgent adverse experience is expected to be reported promptly to the APVMA by the product registration holder. A serious adverse
experience is one that involves:

widespread and significant crop and plant damage (for example, crop death, severe stunting or significant yield loss)
life-threatening or other significant effects in a human, including death
farm, domestic and native animal deaths
significant environmental damage, including fish kills and water quality issues.

As a point of comparison, a minor adverse experience is one that involves:

crop and plant damage that is not widespread or significant (for example, minor wilting or yellowing of crops, minor yield loss)
human health effects that require medical attention, but are not life-threatening
injury to domestic and native animals that requires veterinary attention
minor environmental damage.

The following content can be found at http://new.apvma.gov.au/node/310
If making a submission, please reference page number: 310

The following content can be found at http://new.apvma.gov.au/node/311
If making a submission, please reference page number: 311
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How do I report an adverse experience?

Product registration holders should record, investigate and assess all adverse experiences involving veterinary medicines or agricultural chemicals
and report them to us using the APVMA’s adverse experience reporting forms. Veterinarians and the general public are also encouraged to use
these reporting methods.

Online—adverse experience reporting tool
Adverse Experience Reporting Form for Veterinary Medicines and Agricultural Chemicals (downloadable)

We request a line listing of adverse experience reports classified as ‘probable’ or ‘possible’, with an indication of whether there was off-label use
involved or not (see Classification).

Registration holders should ensure:

any adverse experience reports sent directly to any and all manufacturers of their products are recorded, investigated and assessed by an
appropriately qualified representative
all the information mentioned in the reporting forms is submitted to the APVMA within the suggested timeframes
the report is

signed by the registration holder or their legally responsible person or representative
submitted with a covering letter containing a brief overview of all the adverse experience reports included in the summary (for example,
the number of products involved, the number of reports for each product, the types of reports—lack of efficacy, human safety, animal
safety, crop safety, and environmental damage) and comments on any reports that should be highlighted
accompanied by a copy of the actual label text of the veterinary medicine or agricultural chemical product involved.

When should I report an adverse experience?

Registration holders of veterinary medicines

Registration holders should report all adverse experiences of a serious nature involving veterinary medicines to the APVMA in writing within ten
working days of receiving all such reports. All serious and non-urgent adverse experiences should be investigated and evaluated as soon as
possible and the findings should be reported to us as soon as practically possible.

Registration holders of agricultural chemicals

Registration holders should report all adverse experiences of a serious nature involving agricultural chemicals to the APVMA in writing within ten
working days of receiving all such reports. This should be followed up with a progress report within a further twenty-eight working days. A final
investigation report, including conclusions, should be submitted as soon as practically possible. All serious and non-urgent adverse experiences
should be investigated and evaluated as soon as possible and the findings should be reported to us as soon as practically possible.

Veterinarians and the general public

Veterinarians and the general public may submit voluntary adverse experience reports directly to the APVMA at any time. These reports are copied
and forwarded to the relevant product registration holder(s) for investigation and assessment. The registration holder should review the submission
and send us an initial investigation report, containing as much information as possible, within 28 working days of receipt of the original AER. The
registration holder should then provide us with a concluding investigation report within three months of receipt of the original adverse experience
report.

Ongoing expectations of registration holders

Registration holders of currently registered products (including all veterinary medicines or agricultural chemical products that were registered at
some time during the reporting period) are requested to provide the APVMA with an annual summary of all suspected adverse experiences, unless
we request an interim report or more frequent reporting. The annual summary should be submitted using the forms below at the end of each financial
year and no later than close of business on the 30th of September each year. A reminder notice is published in the APVMA Gazette each year.

Registration Holder Reporting Form (Periodic Summary Update—PSU)—for Crop and Environment (DOC, 58kb)
Registration Holder Reporting Form (Periodic Summary Update—PSU)—for Veterinary Medicines (DOC, 55kb)

What can I expect will happen to my report?

The APVMA assesses every adverse experience reported. The following outlines what happens in an assessment:

Reports made directly to us by non-registration holders (voluntary reports from members of the public or users) are copied to the product

The following content can be found at http://new.apvma.gov.au/node/312
If making a submission, please reference page number: 312

The following content can be found at http://new.apvma.gov.au/node/313
If making a submission, please reference page number: 313

The following content can be found at http://new.apvma.gov.au/node/314
If making a submission, please reference page number: 314
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registration holder, who is then required to evaluate each report. The registration holder may contact the reporting person or the attending
veterinarian to help determine if any follow-up work is required.
The product registration holder must subsequently report its findings to the APVMA, which we then assess to determine if further information
is required. In some cases, additional expert opinion is sought from other government agencies such as the Office of Chemical Safety (OCS)
and the Department the Environment, universities, the Australian Veterinary Association, or other appropriate authorities.
We consider any scientific information or information about a registered product that is published or provided by an equivalent international
organisation.
We will consider if the product was used according to label instructions and warnings or if the product was not used according to label
instructions (off-label).
We apply a standard methodology to classify the relationship between a reported adverse experience and exposure to or use of a product.
The relationship between exposure to or use of a product and a reported adverse experience is classified in terms of:

probable
possible
probable or possible off-label
unlikely
unknown.

More information on how we classify the relationship can be found on the The Causality Assessment Algorithm.

We advise everyone who reports an adverse experience of the outcome of our assessment and classification, including any regulatory action
or ongoing monitoring activities. If an adverse experience is reported directly to a product registrsation holder, the registration holder must
provide a report to the APVMA (Registration holder report). We then assess this report to determine if any further laboratory, pathology or
veterinary work is required before we classify an adverse experience.

Feedback and corrective action recommendations

The APVMA will acknowledge all adverse experience reports within five working days of receiving them.

The conclusions we draw during evaluation of each adverse experience report will be reported back to the reporting person or entity usually within a
period of 90 days. For more complex reports, the timeframe may be longer as these often require additional expert assessment and/or the
provision of further information. On this basis, the timeframe for a response will vary depending on the nature of the investigation and consultation
we undertake. In our response, we will explain the conclusions and what corrective action, if any, will be taken.

We may take various actions in response to our assessment and classification of an adverse experience report. These actions include, but are not
limited to:

amending the conditions of a product registration, such as requiring changes to the label instructions or warnings
suspending and/or cancelling the registration of a product
reviewing the active constituent or product under chemical reconsideration
referring of the product for action—such as compliance action—or referral to state authorities for action
educational and promotional activities, such as providing scientific papers or articles on issues identified with a particular product to relevant
journals, magazines or newspapers. When required, education about safe and effective use of a product is also provided to the veterinary
profession, farming community or the general public.

Reporting

The APVMA aims to publish an annual report summarising all of the adverse experience reports in a calendar year classified as possible or
probable. Information in the annual report is arranged according to the active constituent of the products, so individual products are not identified. A
summary of regulatory actions taken by the APVMA in response to particular AERs may also be included.

Confidentiality

In accordance with confidentiality and consumer rights and responsibilities, all information provided on suspected adverse product experiences is
treated as confidential. The Adverse Experience Reporting Program is not intended to replace a consumer’s right or responsibility to complain to
the registration holder or manufacturer about an adverse experience involving an agricultural chemical or veterinary medicine. In fact, we make it
clear to people reporting adverse experiences that they should also report the matter to the registration holder, the manufacturer or to the person
from whom they bought the product.

Reconsideration

The process for reconsidering the approval of active constituents, product registrations and label approvals.

What is the reconsideration process?

The following content can be found at http://new.apvma.gov.au/node/315
If making a submission, please reference page number: 315

The following content can be found at http://new.apvma.gov.au/node/70
If making a submission, please reference page number: 70

The following content can be found at http://new.apvma.gov.au/node/538
If making a submission, please reference page number: 538
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Reconsideration is a legislated process that enables the APVMA 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 registered, if valid concerns arise about its ongoing safety in the market place.

The APVMA takes into account a wide range of scientific information when assessing potential risk before we register agricultural or veterinary
chemicals. 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, the APVMA 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 (see Figure 1 below).

Figure 1: The reconsideration process

How is an active constituent, chemical product or label nominated for reconsideration?

The APVMA may reconsider the approvals and registrations of agricultural or veterinary chemicals in the market if new concerns arise about their
efficacy or the potential risk they pose to animal or crop safety, trade, the environment, public health or occupational health and safety. These new
concerns may arise through the APVMA becoming aware of new information through our own sources or monitoring; for example, through:

international regulatory scientific reports or decisions
adverse experience reports submitted to us
reports of pesticide residue violations
peer-reviewed scientific literature
information submitted to us in compliance with existing statutory obligations
information obtained by state and territory authorities in their administration of control-of-use functions.

In addition, the public or a stakeholder may nominate an active constituent, product or label for reconsideration. The APVMA may also, at any time,
invite the public to nominate active constituents, chemical products or labels for us to reconsider. We publish such invitations in the APVMA
Gazette, and through any other avenues we think appropriate. Even without an invitation, nominations for reconsideration can be made in writing by
anyone at any time.

A nomination must provide reasons to support the proposal for reconsideration, including any evidence of risk when used in accordance with the
label instructions. If the nomination is made in response to the APVMA’s invitation, it must also conform to any criteria described in the invitation
notice.

How do we determine whether a reconsideration is needed?

When new information emerges, or a nomination is lodged, we assess all available information to determine whether the prima facie evidence
warrants a reconsideration; if it does, we determine the priority for the reconsideration. We then assess the information or nomination using the
available evidence that relates to the key areas of concern: efficacy, animal or crop safety, trade, the environment, public health, and occupational
health and safety.

Examples of the criteria that we use to determine whether a reconsideration is needed include:

new credible scientific evidence (eg high-quality peer-reviewed scientific literature and international regulatory scientific assessment reports)
that indicate a higher risk than was thought when the product was registered
adverse effects (eg incidents of residue violations) occurring when the product is used according to the label instructions
confirmed or substantiated reports of chemical failure or lack of efficacy
trade issues such as rejection of exported agricultural produce
overseas regulatory actions such as de-registration, restriction of use or change in use patterns.

If the assessment shows that the evidence available does not raise concerns, then we write to the nominator explaining that the evidence does not
warrant a reconsideration. However, if the assessment shows that a reconsideration is warranted, we prepare a work plan and assign a priority to
the reconsideration, based on the nature and level of concern associated with the chemical.

What is involved in preparing a scope and a work plan for the
reconsideration?

The APVMA has a policy of encouraging openness and transparency in its activities. Hence, before commencing the reconsideration, we publish
information related to it, including the scope of the reconsideration and a work plan.

Scope

The scope document outlines the areas of concern highlighted by the nomination and prioritisation steps, consideration of the available literature,
and general information available in the public arena. A reconsideration may cover one or more areas: efficacy, risk to trade, animal or crop safety,
the environment, public health or occupational health and safety. If, during the course of the reconsideration, new matters come to light that will affect
our ability to make a determination at the end of the consideration, we can expand the initial scope of a reconsideration or refine it.

The following content can be found at http://new.apvma.gov.au/node/542
If making a submission, please reference page number: 542

The following content can be found at http://new.apvma.gov.au/node/565
If making a submission, please reference page number: 565
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Work plan

The work plan provides predictability about the timeframe for the reconsideration. Although the Agvet Code Regulations require the work plan to be
set out, the plan is not a legislative instrument.

The work plan for a proposed reconsideration must include the following:

the date of any notice we published inviting nominations for reconsideration
the date on which the reconsideration will begin
the proposed timeframe for the reconsideration and how the timeframe has been calculated
the matters we propose to deal with in the reconsideration
the date on which we expect to give the Notice of Reconsideration to the holder
the date on which we expect to inform any other parties of the reconsideration and invite them to make submissions; and details of who those
parties are
the date on which we expect to give a notice (if any) to the holder to provide information, reports, results or samples, and a summary of the
type of information, report, result or sample required by the APVMA
the date on which we expect to issue a notice (if any) proposing to vary conditions or particulars, or to suspend or cancel the approval or
registration; and the anticipated recipients of the notice
the date on which we expect to make a decision in relation to the reconsideration.

Some of the work plan details described above cannot be known at the time that the plan is first prepared. Such details are added when they
become known. To incorporate these details, we update the work plan at least once a year, or whenever specified notices are issued or decisions
made. Events that would trigger an update of the work plan include:

the issue of a Notice of Reconsideration (to holders or any others), or a notice requesting the holder to provide information, reports, results or
samples
a decision in relation to the reconsideration (the work plan must include details of the decision and the date of the decision)
a variation to the label instructions (the work plan must include details of the variation)
the issue of a permit in relation to the reconsideration (the work must should include details of the permit)
any suspension, cancellation or recall action in relation to the reconsideration (the work plan must include details of the action taken and the
date of the action taken).

What does the reconsideration process involve?

After a nomination has been accepted for reconsideration and prioritised, it goes through three key steps before the regulatory decision is made:

the issuing of a Notice of Reconsideration
assessment
public consultation on the draft regulatory measure.

Notice of Reconsideration

To begin a reconsideration, the APVMA gives each holder a written Notice of Reconsideration that outlines:

the matters we propose to deal with in the reconsideration
the reasons for the reconsideration
the work plan
relevant information, including data, that the holder is required to submit to APVMA for reconsideration, and the timeframe for this to be
submitted (a minimum of 28 days).The notice invites the holder to make a written submission to the APVMA, within the same period, about
the matters for reconsideration.

The reconsideration starts on the first day after the expiry of the period given to the holder (to comply with the requirements of the Notice of
Reconsideration). We may extend the period stated in the notice if there are reasonable grounds for the holder needing additional time to procure
and supply the required information or data.

We may publish a notice on our website and in the APVMA Gazette, announcing that we are starting the reconsideration and giving details of the
reasons for the reconsideration, scope and work plan.

Assessment

We evaluate all the available information and data in consultation with our advisory agencies, the Office of Chemical Safety (within the Department
of Health) and the Department of the Environment.

A key step in the reconsideration process is risk analysis. The APVMA conducts science and evidence-based risk analysis with respect to the
matters of concern, analysing all the relevant information and data available.

During the course of the reconsideration, we may determine that there is a need for further information or materials. In this situation, we may issue a
notice requiring holders to:

provide specific information
carry out a literature search and give us a report of the search
conduct trials or laboratory experiments and give us the results
provide a sample of an active constituent, product or its constituents for analysis.

The following content can be found at http://new.apvma.gov.au/node/552
If making a submission, please reference page number: 552
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The time that the APVMA can grant the holder to comply with this notice is governed by the Regulations. It has to be less than one half of the
reconsideration period, unless circumstances beyond the control of the holder prevent them from carrying out the requirements.

Holders have the option of complying with the requirements, or applying to have their approval or registration cancelled. Secondary holders may be
able to enter into arrangements with primary holders to allow data where there is a limitation on its use (protected information) to be used for
reconsideration decisions to support secondary holders’ registrations and approvals.

The APVMA is likely to issue a notice in cases where the assessments indicate that the chemical can be used safely, but that further data or
information is required to verify some elements of the assessment or to refine risk mitigation measures. We are unlikely to exercise this power if the
scientific assessments carried out based on the available information and data demonstrate that the chemical cannot be used safely with respect to
any areas of concern.

What if the APVMA recognises a risk during the assessment period?

At any time during the nomination, prioritisation and assessment stages of a reconsideration, the APVMA may take regulatory action to mitigate
any risks identified in relation to the use of a chemical if we believe the action is warranted. The aim of any such action is to protect human health or
the environment (or both) while a final decision is being reached through the reconsideration process. The type of regulatory action taken will
depend on the nature of the identified risk and the extent of harm that may occur from the continued use of the chemical. Possible actions range
from amendment of instructions for use, to the suspension of active constituent approvals, product registrations or label approvals. If regulatory
action is taken before or during a chemical reconsideration, key stakeholders are usually consulted to assist with the development of a practical
risk-management plan.

Public consultation on the draft regulatory measure

Before making the final regulatory decision, we prepare the preliminary review findings and regulatory decisions, which summarises the results of
the assessment, identified risks, risk mitigation measures, proposed review findings and draft regulatory decisions. This document and the
assessment reports provided by the advisory agencies (the Office of Chemical Safety in the Australian Government Department of Health, and the
Australian Government Department of Environment) are released for public consultation.

Public consultation is not required by the Agvet Code, but is carried out as part of our policy of openness and transparency. The consultation
process is designed to involve a range of stakeholders including holders, users of the chemicals, peak industry bodies, interest groups, non-
government organisations, the Australian Government, state and territory governments and the public. All stakeholders have an opportunity to
provide information or comment on the risk assessment, the proposed review findings and the draft regulatory measures.

How is the final regulatory decision made?

After the public consultation period has closed, we assess all the comments received and amend the technical evaluation content, preliminary
review findings and the proposed regulatory measures as necessary. We then make the final regulatory decision.

There are three possible regulatory outcomes from a reconsideration:

affirm the approval or registration
vary the relevant particulars or conditions and affirm the approval or registration, or
suspend or cancel the approval or registration.

What is the process for affirming or varying an approval or registration?

The APVMA will affirm the approval or registration only if we are satisfied that:

the constituent meets the safety criteria for an active constituent
the product meets the safety criteria, the efficacy criteria and the trade criteria for a chemical product
the label meets the labelling criteria for a label
the constituent, product or label complies with any requirement prescribed by the regulations.

If we are not satisfied that the active constituent, product or label meets the criteria as described above, we will not affirm the approval or
registration. Instead, we will examine whether the relevant particulars or conditions of the approval or registration can be varied so that the criteria
can be met. For example, we will investigate whether the label instructions or conditions of approval or registration can be changed in such a way
that the risks can be mitigated, so that the active constituent, product or label will then meet the necessary criteria.

In deciding to vary the relevant particulars or conditions, the APVMA will:

consult with each state coordinator if the variation would affect any instructions for use, and take into account any recommendations made by
the coordinators
give the holder and any other relevant stakeholders a Notice of Proposed Decision. This will include a draft statement of reasons for the
proposed actions, information on the basis for the reasons and proposed variations, and an invitation to the holder and the stakeholders to
provide written submissions within three months. The APVMA will take into account the submission made by the holder and the stakeholders
when deciding whether to carry out the variation and the specifics of any variation.

How does the APVMA decide whether to suspend or cancel an approval or registration?

If the label instructions or conditions of approval or registration cannot be changed in a way that mitigates the risks and enables the active
constituent, product or label to meet the prescribed criteria, we will either suspend or cancel the approval or registration, the APVMA will give the
holder and any other relevant stakeholders a Notice of Proposed Decision, as outlined above. The APVMA will take into account the submission
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made by the holder and the stakeholders when making the decision to suspend or cancel the approval or registration.

In some circumstances, the reconsideration process may identify specific risks and appropriate measures to mitigate the risks that would be
difficult for holders or other stakeholders to address within the stipulated timeframe. If there is strong evidence that such risk-mitigation measures
will be put in place by the relevant stakeholders so that the approvals and registrations can meet the prescribed criteria, we will consider
suspension rather than cancellation as the reconsideration outcome.

Example of a situation where a suspension may be applied

Assume, for example, that the reconsideration of a particular chemical identified an unacceptable risk to workers when they were preparing the
spray mix, but found that this risk would be mitigated if the product was supplied in containers that allowed only closed mixing and loading. The
holders would need some time to change their systems and supply the product in containers that would allow such closed mixing and loading. If we
were satisfied that the holders intended to put the necessary measures in place, it is likely that we would consider suspension, rather than
cancellation, as an outcome of the reconsideration. Any such suspension would be for a reasonable period (as determined by the APVMA) that
would be sufficient for the necessary measure to be put in place by the stakeholders. The suspension would only be revoked when the required
measures had been implemented.

How are reconsideration decisions communicated?

If the APVMA affirms the approval or registration, a written notice of affirmation is given to the holder within 14 days of the decision being made.
The notice will include relevant particulars and conditions of the affirmed approval or registration. We will also publish a notice of the affirmation,
including a brief statement of the reasons for the affirmation, in the APVMA Gazette and on the APVMA website.

If we vary the use instructions and conditions before affirming the registrations or approvals, we will also determine whether to cancel any old labels
relating to the product; and whether to allow a phasing-out period (maximum of two years) during which the product can be used in accordance with
the cancelled label. The relevant use instructions and conditions will be varied, and the date on which the variation is made will be entered into the
APVMA register, and we will advise the holder accordingly. We will also publish a notice of the affirmation, including a brief statement of the
reasons for the affirmation and any decisions on the use or otherwise of the old labels, in the APVMA Gazette and on the APVMA website.

If the APVMA suspends or cancels the approval or registration, we will provide a written notice of suspension or cancellation that outlines the
reasons for the suspension or cancellation of approval or registration. In the case of a suspension, the notice will specify the duration of suspension,
and explain what actions need to be carried out by the holder for the suspension to be revoked. We will also publish a notice containing these
details in the APVMA Gazette and on the APVMA website.

What happens if the reconsideration involves protected
information

It is often the case that only some holders have the required scientific data or the capacity to conduct laboratory experiments and trials in response
to any section 33 notice. If a holder does not have that capacity, the holder may be able to rely on information or results that the APVMA has
obtained from other applicants or holders.

There are, however, limits on the APVMA’s ability to use such information or results in undertaking a reconsideration. Further, if the information or
results are ‘protected information’, the holder on whose behalf the protected information was given to the APVMA may be entitled to receive
compensation in respect of the APVMA’s use of that information.

What is ‘protected information’?

‘Protected information’ is information or results provided to us in response to a Notice of Reconsideration (section 32 of the Agvet Code) or certain
notices requiring information or results (sections 33 and 159 of the Agvet Code), that have been obtained because of a trial or laboratory
experiment, and relate to an approved active constituent or a registered chemical product. Protected information remains protected for the duration
of the ‘protection period’. The ‘protection period’ starts from the time the information is first given to us in relation to a reconsideration, and ends
eight years after we make the reconsideration decision.

Restriction on use of certain ‘protected information’

If protected information has been given to us in relation to a protected active constituent or a protected chemical product – that is, certain active
constituents or chemical products that are or include a patentable invention, and the term of the patent has ended or will end during the protection
period that applies to protected information about the constituent or product – we must not use that information in determining whether to continue
the approval or registration (that is, for the purposes of reconsideration), unless specified exceptions apply (see below).

Exceptions

We can use protected information for the purposes of reconsideration in a number of specified circumstances, including the following:

where the primary holder (essentially the holder by whom or on whose behalf protected information was given to us) and the secondary holder
(essentially the holder of the approval or registration being reconsidered, or certain persons in their place) have agreed to the terms of the
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compensation to be paid in respect of the use, and have notified us of the agreement and the terms of the compensation
where an arbitrator we have appointed has determined the compensation to be paid and the secondary holder has given notice to the primary
holder and us stating that the secondary holder agrees to comply with the determination
when the protection period has elapsed
if we are satisfied that it is in the public interest for the protected information to be used
when the protected information shows that the active constituent or chemical product whose approval or registration is subject to
reconsideration may not meet the safety criteria, the efficacy criteria or the trade criteria
where the information was previously given to us other than as protected information and there is no limitation of its use.

Mediation and Arbitration

If we cannot complete a reconsideration unless we use protected information, and the specified exceptions do not apply, we will issue a notice to
the primary holder (or holders) and the secondary holder to this effect under section 60(2) of the Agvet Code. The notice will also request that the
notice recipient tell us, within a specified period (of no greater than 60 days), whether the notice recipient wants us to take further specified action
(to facilitate agreement as to the terms of the compensation).

If a notice recipient tells us to take further specified action we will, within 14 days, issue a further notice to the primary holder (or holders) and the
secondary holder, under section 60(3) of the Agvet Code. The notice will, among other things, invite the primary holder (or holders) and the
secondary holder to negotiate as to the terms of the compensation to be paid for the use of the protected information. Further, it will state that if they
are unable to agree as to the terms of the compensation, mediation and, possibly, arbitration will follow (see below). The notice will also outline the
primary holder’s (or holders’) obligation to, within 28 days of receiving the section 60(3) notice, give written notice to the secondary holder setting
out the following:

the amount of the cost incurred by the primary holder in obtaining the protected information excluding any part of that cost that relates to
information that was obtained from a Government or public authority or was otherwise publicly available
the details of the amounts included in that cost as stipulated by section 69(3)
when the protected information was obtained by the primary holder
when we required the primary holder to give us the protected information.

If the primary holder (or holders) and secondary holder reach agreement as to the terms of the compensation, and notify us in writing that agreement
has been reached and of the terms of the compensation, we can use the protected information for the purposes of the reconsideration. If they fail to
reach an agreement, we will appoint a mediator to try to help them reach agreement. The maximum period allowed for the mediation is 14 days
from the appointment of the mediator. The mediation can end earlier if, within that 14 day period, the parties reach agreement as to the terms of the
compensation or the mediator or either party to the mediation tells us that the mediation has not been successful.

If the mediation ends without the parties reaching an agreement as to the terms of the compensation, we will appoint a person as an arbitrator to
determine those terms in accordance with any reasonable proposals made during the course of the negotiations (including the negotiations during
the period of the mediation).

The arbitrator must consider the proposals as to the terms of the compensation that were made by the parties to the negotiations or each of the
negotiations, in accordance with section 65 of the Agvet Code. The arbitrator may, in the circumstances set out in section 66 of the Agvet Code,
also issue a written notice to the parties requiring them to make fresh proposals to the arbitrator as to the terms of the compensation. If each party
fails within a reasonable period to make a fresh proposal, or a fresh proposal that the arbitrator considers reasonable, the arbitrator will notify us of
the failure. We may then suspend or cancel the active constituent or chemical product in relation to which the protected information was given to us,
or the active constituent or chemical product being reconsidered.

Division 3 of Part 3 of the Agvet Code governs how an arbitration is conducted and what constitutes a reasonable proposal for compensation. If the
arbitrator makes a determination or determinations as to the terms of compensation to be paid by the secondary holder to the primary holder (or
holders), the arbitrator will send the determination (or each determination) to us (and provide the primary holder (or holders) and secondary holder
with certified copies).

Once the arbitrator has determined the compensation to be paid for use of the information for the purposes of the reconsideration, and after the
secondary holder has given notice to the primary holder (or holders) and to us that the secondary holder agrees to comply with the determination,
we will then use the protected information for the purposes of the reconsideration.

How long does a reconsideration take?

The reconsideration assessment period

The Agvet Code Regulations specify a formula that can be used to determine the period within which the APVMA must conclude the
reconsideration:   

A + B + 2E + 3C + J + D + X

A = the longest of the relevant toxicology (including scheduling) or environment modules that the APVMA determines necessary

B = the longest of the relevant chemistry, residues, occupational health and safety, trade (non-food) and special data modules that the APVMA
determines necessary

C = the longest of the relevant finalisation modules that the APVMA determines necessary

D = four months          

E = the longest of any relevant efficacy modules that the APVMA determines necessary
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J = three months (only applies where the APVMA is statutorily obliged to consult the states during a reconsideration)

X = three months (only applies if the APVMA has to appoint an arbitrator)

Period to respond to a request to provide information, reports, results or samples

In addition to the formula specified above, the timeframe for reconsideration will depend on whether the APVMA requires the holder to provide
information, reports, results or samples, and what period the holder is given to address the requirements. In determining the response period, the
APVMA will consider such things as the complexity of the reconsideration, and whether trials or laboratory experiments are required. The maximum
period that may be given is half the period in which the APVMA is required to conclude a reconsideration. The APVMA may allow a further period
only where an extraordinary event or circumstance beyond the control of the holder prevents them from fulfilling their obligations.

In some cases, the APVMA will not require the holder to provide information, reports, results or samples during the assessment period. In such
cases, no additional time will be added to the reconsideration assessment period.

[Table 1 provides an example of a reconsideration involving an environment assessment. In this example, the reconsideration assessment period is
calculated as 23 months. This is based on modules 7.1 and 11.2. In this example, the states are not consulted and the APVMA does not need to
appoint an arbitrator.

A period of 11.5 months has been provided as the maximum allowable period for the holder to provide information, reports, results or samples in
response to a request from the APVMA. The total timeframe for reconsideration is calculated as 34.5 months, which is the reconsideration
assessment period (23 months) plus the maximum period for giving information, reports, results or samples (11.5 months).]

Table 1: Example—reconsideration timeframe based on a single assessment (environment)

Assessment

modules

The reconsideration assessment period
(months) using the formula

A + B + 2E + 3C + J + D + X

Maximum period for giving information,

reports, results or samples

Total timeframe for

reconsideration

7.1
(environment)

11.2
(finalisation)

A = 13

B = 0

E = 0 (2x0)

C = 6 (3x2)

J = 0

D = 4

X = 0

= 23 months

Half the period in which the APVMA is required to
conclude the reconsideration

= 11.5 months

34.5 months

Compliance

What powers are available to the APVMA to manage compliance with the law, as well as enforcement principles and policies.

Compliance and Enforcement Policy

Purpose and context

The Australian Pesticides and Veterinary Medicines Authority (APVMA) leads national regulation of agricultural and veterinary (agvet) chemicals up
to the point of retail sale. We work closely with other Commonwealth, state and territory agencies to fulfil the objects of our administered legislation
and maintain a level playing field for members of the regulated industry, while allowing access to a diverse and safe range of agvet chemical
products to support the Australian economy.

This Compliance and Enforcement Policy sets out how we conduct compliance and enforcement activities to support our vision, which is that ‘the
Australian community has confidence that agricultural and veterinary chemicals available in Australia are safe to use.’

The regulation of agvet chemicals in Australia is governed by legislation including:

the Agricultural and Veterinary Chemicals (Administration) Act 1992 (Admin Act)

the Agricultural and Veterinary Chemicals Act 1994 (Agvet Act)
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the Agricultural and Veterinary Chemicals Code, which is a Schedule to the Agricultural and Veterinary Chemicals Code Act 1994 (Agvet
Code)

the Agricultural and Veterinary Chemical Products (Collection of Levy) Act 1994 (Collection Act).

This policy is aligned with the APVMA Corporate Plan. Figure 1 shows how the policy relates to corporate and other compliance documentation.

Figure 1: Alignment of APVMA guiding documents

 

The policy sets out our compliance and enforcement objectives, the philosophy and principles that guide our compliance and enforcement activities,
and the approaches we apply.

Our philosophy is to strategically apply selected compliance and enforcement mechanisms to provide an effective and flexible regulatory system.

Each noncompliance issue or incident is unique. We consider all aspects of each issue or incident to establish risk and ensure that the most
appropriate action is taken.

We aim to move noncompliant people and companies into a state of sustained compliance and to deter future noncompliance through our visible
presence and the application of our compliance powers and authority. We use education and persuasion to establish a meaningful and lasting
commitment to compliance. Where we assess noncompliance to be high risk, deliberate, repeated or widespread, we use the full force of our
powers to address the issue.

Principles

The APVMA is guided by five key principles when undertaking its compliance and enforcement functions, exercising its regulatory responsibilities
and administering the various agvet chemical laws. Our compliance and enforcement principles are set out in Figure 2:

Figure 2: APVMA compliance and enforcement principles

Risk-based approach to regulation

The APVMA’s approach to compliance and enforcement is based on regulatory risk. We prioritise our compliance and enforcement activity and
allocate resources to areas of higher regulatory risk.

In establishing the risk and priority of noncompliant conduct, we consider the seriousness of the noncompliance. We determine whether a
contravention of agvet legislation has occurred based on evidence. We then take proportionate action to penalise and deter noncompliance and
encourage voluntary compliance.

We work with stakeholders and partner agencies to proactively identify and address emerging regulatory risks. In doing so, we aim for continuous
improvement in our capacity to identify, assess and reduce regulatory risk. We seek to innovate and may implement different compliance strategies
to achieve the most effective and efficient outcome. We also strive for transparency and regularly report on our activities to stakeholders and
partners. Figure 3 shows how our risk identification, implementation and review process operates.

Figure 3: Risk identification, implementation and review process

In allocating compliance and enforcement resources, we give the highest priority to dealing with noncompliant conduct that results in risk or harm to:

human or animal health
the environment and trade.

Priority is also given to noncompliant conduct that:

represents prolonged or deliberate unlawful behaviour
brings significant financial benefit or commercial gain to the lawbreaker
brings the regulatory scheme into disrepute.

We also recognise that most individuals and companies willingly comply with national agvet legislation. Accordingly, we also focus resources on the
development and delivery of information to enable compliance. We value engagement and we support and recognise sustained compliance.

Where we assess that issues arise frequently, however regulatory risk is low, we develop initiatives to ensure that our approach is efficient and cost-
effective.
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Individuals and companies who are careless, take chances or engage in criminal conduct can expect to be subject to the full effect of the laws. Our
response is proportionate to the character of the behaviour, as shown in Figure 4.

Figure 4: Character of conduct and APVMA response

Our legislation provides us with an effective range of powers to monitor compliance, gather information and evidence and manage risk. Those
powers include:

monitoring and investigative powers of entry to premises, including powers of inspectors to ask questions, require information, take samples
or seize materials
powers to require information, such as Notices to Produce or Appear, or Substantiation Notices
powers to intervene in market supply chains, such as Notices to Stop Supply or Recall
audits.

Our legislation also provides modern and graduated compliance and enforcement tools, enabling us to respond proportionately, with activities
ranging from awareness raising and education to criminal prosecution. Our response powers include:

formal warnings
suspension or cancellation of APVMA-issued authorisations, including licences, permits, approvals and registrations
adding and varying conditions
enforceable directions to take action or cease an activity in order to comply with agvet legislation
enforceable undertakings that may include actions to achieve sustained compliance (we can seek an order from a court if the terms of an
enforceable undertaking are not being met)
infringement notices (fines)
civil legal action.

The APVMA fully investigates criminal breaches of agvet legislation for referral to the Commonwealth Director of Public Prosecutions. Any person
(including the APVMA) can also apply to a court for an injunction to restrict activity or compel performance.

Consistent with the philosophy of a flexible and effective regulator, we apply the most appropriate regulatory action or sanction in any particular
circumstance to achieve the best outcome for people, animals, the environment, industry and trade. Our consideration of any noncompliance
includes assessments of risk, harm and the existence of any aggravating or mitigating circumstances.

Compliance and enforcement functions

Manufacturing quality and licensing

The APVMA’s Manufacturing Quality and Licensing (MQL) section conducts specialist compliance activities for veterinary chemical products. It
oversees two schemes that regulate veterinary chemical product manufacturing:

the Manufacturer’s Licensing Scheme for veterinary chemical products manufactured in Australia
the Overseas Good Manufacturing Practice (GMP) Scheme for veterinary chemical products manufactured overseas.

The MQL section monitors the GMP compliance status of Australian and overseas agvet chemical manufacturers.

Adverse Experience Reporting Program

The Adverse Experience Reporting Program (AERP) has been established to receive information and feedback about the quality and performance
of pesticides and veterinary medicines in use. Information received by the AERP can also help us to focus compliance and enforcement resources
on areas of emerging concern.

Compliance—monitoring and investigations

The Compliance Section delivers education and awareness activities, undertakes monitoring and compliance assurance activities, including
chemical sampling and testing, and responds directly to allegations of noncompliance received from the public, industry and our own sources,
including from intelligence activity. Most compliance staff are APVMA inspectors and may use powers, including coercive powers, to monitor,
investigate and enforce compliance.

Disclosure of information

Disclosure framework

People who report suspected noncompliance to the APVMA are usually interested in the progress of the matter. Detailed information is usually not
provided, as it may be unfair or prejudicial to a person or company.
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In particular, we will not comment if doing so would prejudice a person’s or a company’s right to a fair hearing or legal process, impinge on the
privacy or safety of others involved in the investigation (such as complainants, witnesses and suspects) or prejudice past, current or future actions of
the APVMA.

Details of investigative activities normally remain confidential. However, most court proceedings are open to the public. Enforcement outcomes and
other compliance activities are publicised when appropriate.

The APVMA may share information with co-regulators for law enforcement purposes. When this occurs, the relevant information security and privacy

provisions apply, as provided in the Privacy Act 1988.

We handle responses to information requests about general compliance and enforcement matters in accordance with the APVMA’s Service
Charter, subject to any confidentiality obligations and legislative requirements relating to information security and privacy. The service charter is
available on the APVMA website.

Media enquiries are handled by the APVMA Public Affairs unit and the APVMA Compliance and Enforcement spokesperson.

Notices and information that the APVMA publishes

We publish certain information relating to compliance and enforcement activities on our website, including information about monitoring activities
and enforcement actions. We also report on performance in compliance and enforcement activities in our annual report.

Requests for information relating to compliance or enforcement or to matters made pursuant to the Freedom of Information Act 1982 are handled in
accordance with the process set out in that Act. Decisions to release or refuse to release information are considered on a case-by-case basis in
accordance with the provisions of the Freedom of Information Act and the Privacy Act.

Key contacts and websites

Adverse experience reporting

Reports of adverse experiences or unintended effects from the use of registered agvet chemicals can be made through an online form at the
APVMA website or by email to aerp@apvma.gov.au.

Manufacturing quality

Further information on manufacturing quality is available in the Good Manufacturing Practice content of the regulatory guidelines.

You can contact the APVMA Manufacturing Quality and Licensing section via email at mls@apvma.gov.au.

Compliance

You can contact the APVMA Compliance section via email at compliance@apvma.gov.au.

Further information on how to report noncompliance is available on the APVMA website.

Alternatively, contact us on +61 2 6210 4701.

Good Manufacturing Practice

An outline of the legislative basis and systems used for our role in manufacturing quality and licensing.

Australians expect the veterinary chemical products they use to be safe, effective and of high quality. Manufacturers can meet those expectations by
using Good Manufacturing Practice (GMP)—consistent manufacturing processes under adequate supervision with effective quality control.

The Agvet Code requires the APVMA to license Australian manufacturers of chemical products through the Manufacturers’ Licensing Scheme if
those products are not listed, reserved or exempt under the code (agricultural chemical products and some types of veterinary chemical products
are exempt from the scheme).

The APVMA issues licences only to manufacturing facilities within Australia that have demonstrated compliance with the APVMA’s Manufacturing
Principles and the Australian Code of GMP 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 and as an ongoing activity over the life of the product.

The APVMA’s Manufacturing Principles are broadly comparable to other leading codes of GMP, such as:

the Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-operation Scheme’s (PIC/S) Guide to good manufacturing
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practice for medicinal products (2009)
the World Health Organization’s Quality assurance of pharmaceuticals: a compendium of guidelines and related materials, volume 2, Good

manufacturing practices and inspection.

Manufacturing quality and the licensing of Australian
manufacturers of veterinary chemical products

The APVMA issues manufacturing licences only to facilities that have demonstrated compliance with the APVMA’s Manufacturing Principles and
the Australian Code of GMP for Veterinary Chemical Products. Facilities are audited to confirm that they comply with these requirements before we
issue a licence and at regular intervals while the licence is in force.

We assess information about manufacturing premises when the manufacturer applies for a licence or a licence variation, or when we receive an
application for the registration of a veterinary chemical product. In exceptional circumstances, we can also issue a manufacturing permit, which has
a narrower coverage than a licence.

We also issue certificates of GMP compliance to facilitate exports of veterinary chemical products manufactured in Australia. There are two types of
certificate:

export certificates
certificates issued under a mutual recognition agreement (MRA) between the European Community and Australia.

The Agvet Code prescribes penalties for offences relating to noncompliance by Australian manufacturers with licensing provisions and conditions.
Penalties include the imposition of restrictive licence conditions and the suspension and cancellation of licences. The Agvet Code also provides
regulatory tools that allow us to monitor manufacturing activities and investigate suspected noncompliance.

Quality assurance under the Manufacturers’ Licensing Scheme

Quality assurance of the auditing scheme occurs through a number of mechanisms. The APVMA recruits auditors based on their experience,
qualifications and familiarity with the Manufacturing Principles and the Code of GMP, conduct training workshops and joint audits, and send
APVMA staff to audits as observers.

We can also conduct unannounced audits of manufacturing facilities to monitor day-to-day compliance with the GMP Code.

We welcome feedback from manufacturers about audits of their facilities, and any concerns they might have about the auditors. Manufacturers can
comment by contacting us directly or through the Manufacturers’ Licensing Scheme Industry Liaison Committee.

The legislative basis for the APVMA’s role in manufacturing
quality and licensing

The Agvet Code requires that non-exempt chemical products manufactured in Australia be manufactured in such a way that they comply with their
registered particulars, as well as with applicable standards. The code also provides for the licensing of Australian manufacturers of veterinary
chemical products by the APVMA. Australian manufacturers must comply with all conditions attached to their licences.

For imported veterinary chemical products, it is the responsibility of the registration holder to ensure that the products are not supplied
unless they have been manufactured according to a standard that is equivalent to the APVMA’s Manufacturing Principles and GMP
Code and that evidence of compliance is provided to us on request.

In effect, Australian and overseas manufacturers are required to maintain the same standards of GMP compliance.

Manufacturing Principles and GMP Code

Manufacturing Principles

The Agricultural and Veterinary Chemicals Instrument No. 1 (Manufacturing Principles) 2007 defines the basic principles that manufacturers of
veterinary chemical products must comply with to obtain and retain a manufacturing licence. If the APVMA believes that a prospective licence holder
will be unable to comply with the Manufacturing Principles, we must not issue the licence to that person.

Australian Code of Good Manufacturing Practice for Veterinary Chemical Products 2007
(the GMP Code)

The following content can be found at http://new.apvma.gov.au/node/147
If making a submission, please reference page number: 147

The following content can be found at http://new.apvma.gov.au/node/111
If making a submission, please reference page number: 111

The following content can be found at http://new.apvma.gov.au/node/112
If making a submission, please reference page number: 112

Monitoring and reporting

21/32

http://new.apvma.gov.au/node/301
http://new.apvma.gov.au/node/798
http://new.apvma.gov.au/node/103
http://new.apvma.gov.au/node/1054
http://www.apvma.gov.au/consultation/public/index.php
http://www.apvma.gov.au/consultation/public/index.php
http://www.apvma.gov.au/consultation/public/index.php


The GMP Code applies to all types of veterinary chemical products and to all types of manufacturing premises that produce or are involved in any
step in the manufacture of such products. Elements in the code provide guidance on the standards of practice necessary to satisfy the relevant
manufacturing principle. Alternative practices may be acceptable, provided they satisfy the requirements in the Manufacturing Principles.

GMP and licence conditions

The Agvet Code requires holders of a licence to manufacture veterinary chemical products to comply with all the conditions of the licence.
Contravention of licence conditions can result in the suspension or cancellation of the licence.

Conditions of registration for products manufactured overseas

The Agvet Code Regulations require veterinary chemical products manufactured outside Australia to be manufactured in compliance with the GMP
Code or an equivalent recognised code. Each step of manufacture must comply with that code. We examine compliance at the point of product
registration or variation.

Registration holders are advised of the relevant conditions in the Notice of Registration or Variation of a chemical product, and the Agvet Code
requires that they comply with all the conditions of that registration. Veterinary product registrations include a condition that the product must not be
supplied unless it has been manufactured in accordance with the APVMA’s Manufacturing Principles and GMP Code or a standard deemed to be
comparable by the APVMA. The registration holder must ensure GMP compliance throughout the life of a product, maintain evidence of that
compliance, and submit the evidence when we request it. Failure to comply with the conditions may result in action against the product or
registration holder. Information on the types of records that can demonstrate compliance is available in the guideline on recognition of overseas
GMP authorities. The same type of evidence can be used to demonstrate initial and ongoing compliance with GMP.

Noncompliance with licence or licence conditions

The Agvet Code states that it is an offence to carry out a step in the manufacture of veterinary chemical products in Australia unless the
manufacturer holds a licence. If a manufacturer is found to have done so without a licence, we can take regulatory action against the company or
individuals involved. Noncompliance with the conditions of a licence has similar consequences.

Suspension and cancellation of licences and registrations

The APVMA can suspend or cancel a manufacturing licence if the holder of the licence:

fails to comply with the Manufacturing Principles
contravenes the licence conditions
is or has been convicted of an offence against an agvet law, anothe law relating to criminal products, or certain criminal laws (is declared to
not be a ‘fit and proper person’ to hold a licence)
fails to pay a prescribed fee
ceases to carry out the manufacture to which the licence relates
requests that the licence be suspended or cancelled.

We can suspend or cancel a licence without notice if failure to do so would immediately result in imminent risk:

of death, serious injury or serious illness to people
of unintended harm to animals, plants or things or to the environment or
of impact on trade or commerce between Australia and places outside Australia.

We can also add to or vary the conditions of a licence to prevent such risks occurring.

Registration holders who use overseas manufacturers to produce veterinary chemical products may have their product registrations
suspended or cancelled if the conditions of registration that relate to the manufacture of the product are not met. If a product
manufactured overseas is supplied in contravention of a condition, we can commence a compliance investigation into people or
organisations in Australia responsible for the product.
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Recalls

Recall action (either voluntarily by a manufacturer or registration holder or compelled by the APVMA) is required:

a product represents a risk to Australia's trade or the safety of people, animals or the environment, or
there are concerns about the efficacy of the product, or
stocks or a particular batch of a registered chemical product do not conform with the details recorded in the Register.

Recalls remove such products from the marketplace to minimise potential adverse effects from their supply and use by consumers.
Manufacturers must have in place a system they can use to recall a product after it has been supplied to the market.

Further information about recalls is available in the recall guideline.

Fit and proper person test

The Agvet Code prescribes a test that is applied to a prospective licence holder to determine whether they are a ‘fit and proper person’ to be a
licence holder. This test is similar to tests imposed by other regulators. The effect is to prevent people holding a manufacturing licence for a period
of time if:

they have been convisted of an offence or ordered to pay a pecuniary penalty for contravening agvet law or a law relating to chemical products
the have been convicted of an offence or ordered to pay a pecuniary penalty for contravening a law relating to a matter of fraud or dishonesty
they have had a previous licence or permit cancelled, or contravened a condition of a licence
they have been involved with a body corporate that has previously contravened certain laws.

Under certain exceptional circumstances, we can issue a licence to a person considered to not be a fit and proper person to hold a licence. Further
information about the ‘fit and proper person’ test is available in the guideline about what we expect from applicants.

Key persons

The Agvet Code Regulations, the Manufacturing Principles and the GMP Code outline specific responsibilities for the people listed in the
manufacturing licence to control production and quality.

When a manufacturer applies for an APVMA licence, these people must be nominated. They will be listed on the licence as having control of:

the production of the chemical products manufactured by or on behalf of the licence holder
the quality control measures that are, or are to be, employed in the manufacture of the chemical products.

Under the Agvet Code Regulations, it is a condition of the licence that the key people maintain their control. If a key person is to be
replaced, the licence holder must advise the APVMA of the name, qualifications and experience of their replacement.

Manufacturing requirements

This page describes the application of Good Manufacturing Practice (GMP) in manufacturing facilities in Australia and overseas.

GMP principles

Quality assurance and quality control activities during manufacturing provide confidence in the quality of the final product. For example, simply
testing a sample of product before its release is unlikely to provide any assurance that the equipment used to make it was clean. However, the use
of written cleaning procedures, schedules and records, the disciplined use of ‘CLEAN’ and ‘IN USE’ status labels on equipment and documented
line clearance checks before each batch run provides documentary evidence that the equipment was clean.

It is vital that the quality management system is actively maintained, effective and relevant to the products being manufactured. It must be
fully documented and monitored for effectiveness and provide for continuous improvement. The effort required to maintain the system,
including its documentation, should be commensurate with the level of risk.

GMP in Australian premises
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Australian manufacturers of veterinary chemical products unless exempt under the Agvet Code regulations must be licensed by the APVMA and
comply with the Manufacturers’ Licensing Scheme and the conditions of their licences.

Manufacturers’ Licensing Scheme Anyone engaged in any step of manufacture of a veterinary chemical product in Australia must be licensed by the
APVMA through the Manufacturers’ Licensing Scheme, regardless of whether the product is to be supplied within Australia or exported.

As part of our assessments for product registration and permits, we assess the manufacturers nominated by the applicant to ensure that they are
licensed to manufacture the product and perform the nominated steps of manufacture, and that they comply with GMP.

Manufacturers seeking to obtain or vary a licence must apply to the APVMA for approval and pay the prescribed fees. We must be satisfied that the
manufacturing facility is suitable for the proposed activities and that the applicant is able to comply with the Manufacturing Principles and GMP
Code before we can issue or change a licence. In most cases, we base our decision on audit reports provided to support the application.

In many cases, a manufacturer who already holds a licence or certificate issued by the Therapeutic Goods Administration (TGA) or the National
Association of Testing Authorities (NATA) can use it to support an application to the APVMA.

Once a licence is issued it remains in force unless it is suspended or cancelled. The licence is subject to certain statutory conditions and any other
conditions that we believe necessary and include in the licence (or in schedules to the licence).

Licence scope

A licence holder is required to comply with the scope of their licence. This means that they can only manufacture the products or perform the steps
listed in the licence. A licence holder who wants to vary the scope of the licence to include additional categories of manufacture, product types or
steps should apply for a licence variation.

Recognition of certification or licensing by other authorities

APVMA licences issued in recognition of a TGA licence or NATA certificate include conditions that require the licence holder to manufacture the
product using the same premises, equipment, processes, procedures, documentation and personnel as are covered by the licence or certificate.

Internal review of licensing decisions

Manufacturers may apply to us for an internal review of a licensing decision if we:

refuse an application for a licence because the applicant has not met the application requirements
issue a licence subject to certain conditions
impose new conditions on a licence or vary existing conditions
suspend or cancel a licence.

We will then reconsider our original decision. A person other than the one who made the original decision will confirm it, vary it or set it aside and
make a new decision. Seeking an APVMA review of a decision does not affect manufacturers’ rights to apply to the Administrative Appeals
Tribunal for a review.

GMP in overseas premises

The APVMA does not license manufacturing facilities outside Australia. To ensure that veterinary chemical products supplied in the Australian
marketplace are of equivalent quality to products manufactured in Australia, they must be manufactured according to the APVMA’s Manufacturing
Principles and the GMP Code or a recognised equivalent overseas code.

We operate the Overseas GMP Scheme to achieve this. Registration holders of products manufactured overseas must demonstrate and maintain
satisfactory evidence of GMP compliance. The evidence can be in the form of a certificate or audit report from an APVMA recognised authority in
the manufacturing country and must be provided to us upon request.

Australia recognises certain overseas authorities and their documentation through mutual recognition agreements on conformity assessment,
memorandums of understanding and similar arrangements, which are agreed only after we establish that the overseas Code of GMP and regulatory
inspection and enforcement practices are comparable to Australia’s. Where that is the case, we can accept certificates of GMP compliance from
the recognised authority in that country. The recognition of overseas authorities guideline includes a list of overseas GMP authorities that are
recognised by the APVMA.

If the APVMA does not recognise an overseas manufacturing site’s local authority and there is no evidence available from another recognised
authority, the site must undergo an audit by an APVMA-authorised GMP auditor to confirm its GMP compliance before manufacture of the product
intended for supply to Australia. The audits of an overseas manufacturing site guideline provides further information about this.

Applications for product registration or a change of manufacturer should also include evidence of GMP compliance.

To ensure that the registration holders continue to comply with the conditions of product registration, we periodically select a group of veterinary
chemical products to confirm that the registration holder’s evidence about the overseas site remains current. Once a product and its site of
manufacture have been identified, we may also ask for information about GMP compliance for other products manufactured for the holder at the
same site.
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Arranging and undergoing an audit

This page contains information about arranging and participating in an audit for GMP compliance. General information about audits by APVMA-
authorised auditors is in GMP audit procedure.

Selecting and contracting an auditor

If the APVMA require you to have an audit by an APVMA-authorised auditor, select an auditor from the APVMA-authorised GMP auditors list and
contact them. Obtain a quote and arrange for the audit to be conducted at a time suitable to both parties. After booking the audit:

for an Australian audit, submit a Pre-Audit Notification and Information form to the APVMA
for an overseas audit, submit a Pre-Audit Notification Form—Overseas Audits.

Audit charges vary depending on the duration of the audit, the complexity of the manufacturing premises and category of manufacture,
and the travel required. The auditor, not the APVMA, determines the audit charges.

How an audit is conducted

At the conclusion of the audit of an Australian manufacturing site, the auditor provides an audit report to the manufacturing facility. Audit reports for
overseas sites are provided either to the manufacturing site or the registration holder, whoever commissioned the audit.

The manufacturer should review the audit report and develop a plan to address any non-conformances identified in the audit.

The original report should be signed by the manufacturer’s representative and sent to the APVMA along with a completed Response to GMP Audit
Report form within 25 working days of the audit being completed. The form also seeks feedback from the manufacturer about the conduct of the
audit.

Non-conformances

If non-conformances are identified during the audit, the manufacturer should submit evidence of the corrective actions taken to address them to the
auditor within the agreed timeframe. If the auditor considers it appropriate, they may also conduct a verification audit of the site. Once the auditor
has assessed the corrective actions as satisfactorily addressing the nonconformances, they will advise us. We will assess this information and
provide advice to the appropriate party.

Unofficial audits by GMP consultants

Manufacturers may engage APVMA-authorised GMP auditors, or any other suitably qualified consultants, to audit their plant at any time to:

assess the current level of compliance
advise on and assist in meeting requirements of the GMP Code (or equivalent).

However, you cannot use the report of a consulting audit as evidence of GMP compliance for licensing purposes. Audits for licensing
purposes can only be carried out by APVMA-authorised GMP auditors, and an auditor cannot perform this task if they have been
engaged by the manufacturer on GMP-related consulting matters (other than for licensing or auditing purposes) in the previous two
years.

Auditing of Australian veterinary chemical product manufacturing
sites

A manufacturing licence holder is required to undergo regular audits of the manufacturing site to ensure continued compliance with the APVMA’s
Manufacturing Principles and the GMP Code.

The following content can be found at http://new.apvma.gov.au/node/152
If making a submission, please reference page number: 152

The following content can be found at http://new.apvma.gov.au/node/153
If making a submission, please reference page number: 153

The following content can be found at http://new.apvma.gov.au/node/154
If making a submission, please reference page number: 154

The following content can be found at http://new.apvma.gov.au/node/155
If making a submission, please reference page number: 155

The following content can be found at http://new.apvma.gov.au/node/164
If making a submission, please reference page number: 164

Monitoring and reporting

http://new.apvma.gov.au/node/164
http://new.apvma.gov.au/node/1054
http://www.apvma.gov.au/consultation/public/index.php
http://www.apvma.gov.au/consultation/public/index.php
http://www.apvma.gov.au/consultation/public/index.php
http://www.apvma.gov.au/consultation/public/index.php
http://www.apvma.gov.au/consultation/public/index.php


A licence holder who wants to increase the scope of their licence to include additional manufacturing steps may be required to undergo a partial
audit to assess whether the site is suitable for and capable of performing the additional operations.

The auditor prepares a report, including their findings on the facility’s compliance with the GMP Code. The report also details any non-
conformances found during the audit. It is up to the manufacturer to determine the most appropriate corrective actions. We then determine whether
those actions are adequate and have been implemented appropriately.

Based on the audit report (and any other relevant information), the APVMA may:

issue or continue a licence
refuse to issue a licence
defer issuing a licence until we are satisfied that all non-conformances have been corrected
impose conditions on a licence or
suspend or cancel an existing licence.

Further information about how an audit is arranged and conducted is available in a separate guideline on arranging and undergoing an audit.

The APVMA also participates in joint, observed and unannounced audits of licensed manufacturing premises to monitor day-to-day compliance
with the GMP Code. These audits can also provide useful feedback on the effectiveness of our routine auditing program. Unannounced audits are
conducted under the monitoring provisions of the Agvet Code. We usually identify facilities for unannounced audits based on risk, although some
may be randomly selected. Risk factors include:

discrepancies in audit reports
the extent and seriousness of non-compliance identified in audit reports
the time since the previous audit of the premises
the compliance history of the premises
reports of product recalls or adverse experiences.

APVMA-authorised GMP auditors

The APVMA maintains a list of APVMA-authorised auditors who are available to conduct GMP audits. They are not employed by or contracted to
the APVMA, but conduct their audits under contractual agreements between the auditor and the manufacturer. The cost of the audit is borne by the
manufacturer.

We authorise GMP auditors on the basis of their knowledge and experience in the production and regulation of veterinary chemicals or
pharmaceuticals and their thorough knowledge of the Agvet Code and the Manufacturing Principles.

We have measures in place to ensure that auditors do not have any conflict of interest that could undermine the independence and integrity of the
Manufacturers’ Licensing Scheme and that they treat all company information supplied to them as confidential.

Audit scheduling—the GMP audit cycle

Figure 1 outlines the various steps in the GMP audit cycle and the roles of manufacturers, auditors and the APVMA.

Figure 1 The GMP audit cycle

The re-audit interval is set as part of the audit closure process and is based on the compliance risk of the manufacturer. The risk factors we take
into account include:

changes to staff and the scope of a manufacturing licence
the risks of a quality-control system breakdown occurring, based on the audit history of the manufacturer (number of non-conformances and
repeat non-conformances)
the consequences of such a breakdown, based on the nature and use of the products being manufactured
the number and nature of recent product recalls and adverse experience reports.

This risk-based approach to audit scheduling is consistent with the practices used by other national and international regulatory
agencies. We can modify a re-audit schedule at any time in response to new information presented to us or the introduction of a novel
manufacturing system for the premises.

Audit reports from other recognised regulators

We may recognise certification or licensing from the Therapeutic Goods Administration (TGA) or the National Association of Testing Authorities,
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Australia (NATA) as evidence of compliance with the Manufacturing Principles and GMP Code.

Challenging audit outcomes

We encourage manufacturers to provide feedback to us after each audit. If a manufacturer disagrees with the auditor's approach or findings, they
may raise their concerns with us. Depending on the nature of those concerns and the outcome of our investigation, we may set aside an adverse
audit finding, provide feedback to the auditors, or both.

Audits of overseas manufacturing sites by APVMA-authorised
auditors

The APVMA can direct you to undergo an audit of your overseas manufacturer’s site by an APVMA-authorised auditor as a requirement for issuing
a licence and as an ongoing condition of the licence where uncertainty exist in relation to whether a manufacturer or laboratory located outside
Australia complies with a standard of manufacture comparable to the manufacturing principles and the Australian Good Manufacturing Practice
(GMP) Code.

APVMA will direct you to undergo an audit of your overseas manufacturer’s site in situations that include, but are not limited to, the following:

when the local regulatory authority of the country where the manufacturer’s site is located is not in a country that has a GMP scheme that is
recognised by the APVMA as being equivalent to the Australian manufacturing principles and GMP Code
where your evidence and information relating to the standards of manufacturing or your level of compliance with this standard is insufficient to
the APVMA to enable us to determine whether you can or do meet the prescribed condition of a licence which requires your manufacturer site
outside of Australia to comply with a standard of manufacture comparable to the manufacturing principles and the GMP Code
when your overseas manufacturer’ site is located in a country with a local regulatory authority recognised by the APVMA but your
manufacture’s site has not been subject to a recent inspection that covers the scope of the GMP Code and manufacturing principles or
when your overseas manufacturer’ site is located in a country with a local regulatory authority recognised by the APVMA but although you have
recently had an inspection undertaken by the APVMA recognised regulatory agency, the certificate of inspection does not cover the scope of
the GMP Code and the manufacturing principles.

While the purpose of these audits is to confirm the GMP compliance of the facility, the scope of overseas audits is often limited to the specific
product or group of products to be imported into Australia by a particular registration holder.

Overseas audits are to be arranged and paid for by the manufacturing facility, the licence applicant or holder or by the product registration holder.

Following a satisfactory audit, we will issue a letter of recognition for the manufacturing site for a specified period (up to a maximum of three years)
to the person directed to undertake the audit by the APVMA who is considered to be nominated as the owner of the audit.

Recognition of overseas GMP authorities

Australia recognises certain overseas authorities and their documentation through mutual recognition agreements (MRAs) on conformity
assessment, memorandums of understanding and similar arrangements. These are agreed after the APVMA establishes that the other country’s
code of GMP (or equivalent) and regulatory inspection and enforcement practices are comparable to Australia’s. Where equivalence is established,
we can accept certificates of GMP compliance from that country.

Although Australia’s MRAs with the European Community (EC) and the European Free Trade Association (EFTA) are our only formal treaties of
mutual recognition, some other regulatory authorities are recognised as having standards equivalent to the Australian Code of GMP for Veterinary
Chemical Products.

Decisions often need to be made on a case-by-case basis because of differences in individual circumstances and the underlying legislation in
different countries.

Evidence of GMP compliance

Where manufacture is in a country with which Australia has an MRA, the evidence required is a current and acceptable Certificate of GMP
Compliance of a Manufacturer from the relevant competent authority.

Where manufacture is in another country whose GMP program is recognised by the APVMA (such as the United States, New Zealand or Canada),
the evidence required is a current and acceptable certificate of GMP compliance, a licence and/or an audit report from a recognised authority. In
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some instances, we will also recognise audit reports from competent authorities that are members of the Pharmaceutical Inspection
Convention/Cooperation Scheme (PIC/S).

Where manufacture is in a country with which Australia does not have an MRA or whose regulatory program is not recognised by the APVMA, the
acceptable evidence of GMP compliance might include:

a current and acceptable certificate of GMP from a recognised authority, based on a satisfactory audit by that authority
a satisfactory audit report by an auditor from a recognised authority confirming that the premises comply with a GMP code recognised by us
as comparable to the GMP Code
a satisfactory audit report by an Australian APVMA-authorised GMP auditor, confirming that the premises comply with the GMP Code.

For guidance on what objective evidence is required in such instances, contact us well before lodging an application for product
registration. This guidance would be provided as pre-application assistance, but would not be eligible for a rebate.

Mutual recognition agreements with the EC and the EFTA

We will accept a Certificate of GMP Compliance of a Manufacturer issued by a recognised authority in an MRA partner country. The certificate can
be downloaded from the European Union Drug Regulatory Authorities (EUDRA) GMP database. A printout of the certificate must be provided to us
for verification. If the manufacturing site is not listed on the EUDRA GMP database, then a traditional Certificate of GMP Compliance of a
Manufacturer will need to be provided. The countries currently recognised by the EC and EFTA MRAs are:

Austria
Belgium
Denmark
Finland
France
Germany
Greece
Iceland
Ireland
Italy
Liechtenstein
Luxembourg
Netherlands
Norway
Portugal
Spain
Sweden
United Kingdom
Switzerland

The scope of the MRA does not cover audits by recognised European Community authorities outside their own countries. However, such audits
may be considered on a case-by-case basis.

Memorandum of understanding with New Zealand

The APVMA has a memorandum of understanding with the New Zealand Ministry for Primary Industries’ Agricultural Compounds and Veterinary
Medicines Group that provides for the mutual recognition of certificates of GMP compliance by Australia and New Zealand.

Recognition of evidence from Canada and the United States

We recognise certain authorities in Canada and the United States as having GMP compliance requirements that are equivalent to Australia’s for
particular product types. Acceptable evidence is a current and acceptable certificate of GMP compliance or a licence and/or audit report from a
recognised authority.

Other countries

No authorities are currently recognised in countries other than those listed above.

Quality of documentation

Unless otherwise specified, a certificate provided to us as evidence must be either the original or a copy of the original certificate certified by the
issuing authority or a notary public as a true copy of the original. It must be fully legible and complete. Faxed, photocopied, scanned or emailed
copies of certificates are not acceptable.

Bilingual certificates are acceptable provided one of the languages is English. If the certificate has been issued in a language other than English, a
notarised English translation must be provided as well as a notarised copy of the original certificate.
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Validity of documents

Documents should usually be obtained from a government authority that is recognised by the APVMA. Recognised authorities are the APVMA, the
Therapeutic Goods Administration (TGA), the National Association of Testing Authorities, Australia (NATA) and specified government authorities in
Canada, the European Community, Iceland, Liechtenstein, New Zealand, Norway, Switzerland and the United States. We do not usually accept
documents from non-government inspection bodies as primary evidence of GMP compliance. There must be no qualifying statement on a
certificate that renders it invalid (such as a statement that ‘the certificate is issued for the Government of the UK and must not be used for any other
purpose’).

Certificates and audit reports are only accepted for three years after the date of the last inspection or until the expiry date shown on the certificate
(whichever is earlier). Certificates that claim validity for more than three years are only accepted for a maximum of three years after the last
inspection date. A certificate that has an expiry date less than three years hence will only be accepted until the stated expiry date.

Information in the documents

The certificate or audit report must be dated. It must be clear from a certificate that:

it has been issued for the manufacture of veterinary chemical products or veterinary medicines
the manufacturing facility is authorised to manufacture the type of product under consideration
the facility is regularly inspected for compliance with the relevant GMP Code.

The scope of a certificate or audit report must cover the type of product to which the application relates and the relevant steps of manufacture. The
name and street address of the manufacturer on the certificate must be identical to that shown on the application form for registration. If no
satisfactory documentary evidence of compliance can be provided, the overseas manufacturing facility will need to be audited by an APVMA-
authorised auditor for compliance with the Manufacturing Principles and the GMP Code.

Audit reports

We will consider audit reports from:

an APVMA-authorised GMP auditor from Australia
an auditor from one of the overseas authorities recognised by the APVMA.

In certain circumstances, we may consider an audit report from an alternative quality assurance certifying body that is internationally recognised.
However, we must agree to do so before the audit takes place.

Acceptable evidence of GMP compliance

The types of evidence we accept vary according to the country of manufacture and the product.

Evidence from recognised EC and EFTA countries

Sterile and non-sterile medicinal products, vaccines and other immunobiologicals, ectoparasiticides,
medicated stock feeds, premixes and supplements

Evidence should be in the form of a Certificate of GMP Compliance of a Manufacturer.

If the manufacturing site is not listed on the EUDRA database, contact the relevant issuing authority to obtain a certificate.

If you have difficulty obtaining the correct type of certificate from EUDRA or the relevant authority, contact us for assistance. If delays in auditing
schedules cause delays in obtaining a certificate, contact us to discuss options that may be available.

Stock feed additives (such as direct-fed microbials, probiotics and enzymes) and therapeutic pet foods

Manufacturing sites in these countries should be inspected and licensed by a government authority for compliance with manufacturing requirements
in Regulation (EC) 183/2005.

The evidence should be a current certificate or other document from the relevant overseas government authority, which states that the facility has
been inspected and complies with Regulation (EC) 183/2005. If this regulation has been transposed into national legislation, it must be clear that
the evidence relates to Regulation (EC) 183/2005.

We will also accept evidence of GMP compliance from one of the European Community Feed Additives and PreMixtures Quality System (FAMI-

The following content can be found at http://new.apvma.gov.au/node/144
If making a submission, please reference page number: 144

The following content can be found at http://new.apvma.gov.au/node/145
If making a submission, please reference page number: 145

The following content can be found at http://new.apvma.gov.au/node/146
If making a submission, please reference page number: 146
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QS) certification bodies in a recognised European Community country for a manufacturing facility located in that same country. All of the following
documents are required for us to accept evidence from FAMI-QS:

a certificate issued by a recognised certification body within the European Community confirming that the site complies with the FAMI-QS
requirements
a copy of the most recent audit report for the manufacturing facility
an original statutory declaration from the company confirming that quality control testing has been performed on the product and reviewed
before its release.

Documents from other non-government authorities such as ISO inspection bodies are not acceptable.

Evidence from Switzerland

Sterile and non-sterile medicinal products, vaccines and other immunobiologicals, ectoparasiticides,
medicated stock feeds, premixes and supplements

The evidence should be a certificate from Swissmedic, the Swiss agency for therapeutic products. The certificate should clearly state that the
manufacturer is authorised to manufacture veterinary medicinal products (or pharmaceutical products) in accordance with the laws and regulations
of the Swiss Confederation. It should also state that the manufacturing plant is regularly inspected and complies with GMP requirements as
recommended by the World Health Organization and the Pharmaceutical Inspection Convention, or other comparable standards.

Stock feed additives (such as direct-fed microbials, probiotics and enzymes) and therapeutic pet foods

Manufacturing sites in Switzerland should be inspected and licensed by a government authority for compliance with manufacturing requirements that
are similar to the European Commission’s Regulation (EC) 183/2005, as Swiss regulations tend to be aligned with EC legislation.

The evidence should be a current certificate or other document that states the name and street address of the manufacturing site, and declares that
the site is regularly inspected and the products are manufactured in accordance with the requirements of the Swiss equivalent of Regulation (EC)
183/2005. It will not always be clear from the documentation that the national legislation relates to that regulation, in which case you will need to
provide a letter from the Swiss agency confirming that the national legislation relates to Regulation (EC) 183/2005.

Evidence from New Zealand

The evidence should be a current Certificate of GMP Compliance of a Manufacturer issued by the Agricultural Compounds and Veterinary
Medicines Group (ACVM) of the Ministry for Primary Industries. The certificate should include details about the manufacturing site, the date of the
most recent inspection and authorised product types and manufacturing steps.

Some veterinary products in New Zealand are exempted from registration in regulations under the ACVM Act or are ‘specific requirements
products’, which are a class of feed additives that require registration in New Zealand but not a GMP inspection of the premises manufacturing
them. In those cases, an audit by an APVMA-authorised auditor will usually be required. An audit by another recognised authority (such as an
inspectorate from a recognised EC country) may be acceptable.

Evidence from the United States

Immunobiologicals such as vaccines, antisera and other biological products of a therapeutic nature

The required evidence is a current Certificate of Licensing and Inspection from the US Department of Agriculture’s Center for Veterinary Biologics.
The certificate must state the name and address of the manufacturing site and that the product and the manufacturing site have been inspected and
licensed under the laws and regulations of the United States.

The expiry date listed on these certificates is usually two years, and the certificate will only be acceptable for the time period nominated.

Sterile and non-sterile medicinal products including medicated stock feeds, premixes, supplements and
performance enhancing biological products, such as boar taint vaccines and hormones

The required evidence is a current Certificate to Foreign Government from the US Food and Drug Administration. It should state the name and
street address of the manufacturing site and the products involved, and that the product and the manufacturing plant are subject to the jurisdiction of
the Food and Drug Administration, the manufacturing plant is subject to periodic GMP-type inspections or audits, and the products and the
manufacturing plant are in compliance with GMP. The expiry date listed on these certificates is usually two years.

The Food and Drug Administration does not regulate ectoparasiticides, stock feed additives or therapeutic pet foods.

Products listed above that are either not marketed in the United States or not yet registered

The US Department of Agriculture’s Center for Veterinary Biologics and the US Food and Drug Administration does not usually issue appropriate
certificates for export-only products or issue a certificate before a product is registered in the United States.

Certificates that refer to closely similar products manufactured at the same site may be considered on a case-by-case basis. An audit report from
another recognised authority (such as an inspectorate from a recognised EC country) can also be considered as part of a documentary package,
also on a case-by-case basis otherwise we will usually require an audit by an APVMA-authorised GMP auditor to confirm GMP compliance.

Ectoparasiticides, stock feed additives, such as direct-fed microbials, probiotics and enzymes, and
therapeutic pet foods

No authorities are recognised, as government agencies in the United States do not conduct GMP audits of these products to a standard equivalent
to the Australian Code of GMP.
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An audit report from another recognised authority (such as an inspectorate from a recognised EC country) may be considered on a case-by-case
basis. We will usually require an audit by an APVMA-authorised GMP auditor to confirm GMP compliance.

Evidence from Canada

Immunobiologicals such as vaccines, antisera and other biological products of a therapeutic nature

Evidence should be sought from the Veterinary Biologics Section of the Canadian Food Inspection Agency. The following documents must all be
provided:

a current Veterinary Biologics Export Certificate, which confirms that the product is made in a licensed facility and the product is registered
(licensed) in Canada
a current Veterinary Biologics Establishment Licence, which confirms that the site is licensed and gives details about authorised
manufacturing steps
a copy of the most recent inspection report if the Veterinary Biologics Establishment Licence is more than three years old (to confirm that the
site has had a recent inspection).

If the product is not marketed in Canada, the following documents should be sought:

a Veterinary Biologics Export Certificate that states that the product is for export only and manufactured in a licensed establishment
a current Veterinary Biologics Establishment Licence, which confirms that the site is licensed and gives details about authorised
manufacturing steps
a copy of the most recent inspection report if the Veterinary Biologics Establishment Licence is more than three years old (to confirm that the
site has had a recent inspection).

If these documents cannot be provided, we are likely to require an audit by an APVMA-authorised auditor.

Sterile and non-sterile medicinal products including premixes and supplements

Evidence should be sought from Health Canada (Canada’s health department). The following documents must be provided:

an Establishment Licence that shows the most recent inspection date
an Inspection Exit Notice for the most recent inspection at the site.

If these documents cannot be provided, we will require an audit for GMP compliance by an APVMA-authorised auditor.

Ectoparasiticides

No authorities are recognised in this country. An audit report from another recognised authority (such as an inspectorate from a recognised EC
country) may be considered on a case-by-case basis. We will usually require an audit of GMP compliance by an APVMA-authorised GMP auditor.

Medicated stock feeds, stock feed additives and therapeutic pet foods, including direct-fed microbials,
probiotics and enzymes

No authorities are recognised, as government agencies in Canada do not conduct GMP audits for these products to a standard equivalent to the
Australian Code of GMP.

An audit report from another recognised authority (such as an inspectorate from a recognised EC country) may be considered on a case-by-case
basis. We will usually require an audit of GMP compliance by an APVMA-authorised auditor.

Evidence from all other countries

No authorities are currently recognised in countries other than those listed above.

An audit report from another recognised authority (such as an inspectorate from a recognised EC country) may be considered on a case-by-case
basis. We will usually require an audit of GMP compliance by an APVMA-authorised GMP auditor.

Testing laboratories

Evidence of GMP compliance should be sought in the first instance from recognised government authorities. If evidence cannot be obtained from
recognised authorities, we may consider certification for compliance with the ISO/IEC 17025 Standard (General requirements for the competence
of testing and calibration laboratories). NATA has entered into MRAs with national accreditation bodies from a range of countries. Those bodies
are listed in NATA’s mutual recognition arrangements (MRA) network. Only certification for compliance with the ISO/IEC 17025 Standard from the
listed accreditation bodies would be acceptable for consideration.

History of GMP for veterinary products in Australia

In the early 1980s, a survey of antibiotics by the Department of Health indicated that almost 80 per cent of veterinary antibiotic products failed to
meet the expected standard, and that more than 30 per cent failed for what were considered to be serious reasons involving potency or a lack of
stability. There were concerns at the time that other classes of veterinary chemical products might have similar problems.

Risks to the quality of veterinary chemical products during manufacture include:

The following content can be found at http://new.apvma.gov.au/node/139
If making a submission, please reference page number: 139
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environmental contamination
product cross-contamination
errors in dispensing ingredients
poorly maintained equipment
inexperienced staff
lack of management control
inadequate operating procedures
lack of effective testing and quality control.

After the 1980s survey, industry and government both recognised that quality needs to be built into products at the time of their manufacture, rather
than ‘tested into’ them before their release. This would be achieved through adherence to recognised manufacturing practices and standards.

Since then, there has been increasing national and international harmonisation of requirements, auditor training, audit reports and certificates of
manufacturer compliance, and the sharing of ‘rapid alerts’ for recalls of defective products. This cooperation contributes to the efficient and effective
management of national regulatory programs.
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