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Information and assistance

Learn about the forms of assistance, information and support available from the APVMA.

The regulatory guidelines as a source of
help

The new guidelines have been designed to make information easier to find, as well as to
clarify processes and what you can expect from the APVMA.

The regulatory guidelines contain information about how the APVMA performs its functions
and exercises its powers across the full spectrum of its activities. They contain guidelines,
standards and methods that guide the APVMA’s regulatory decisions.

If you are unsure of the application process, the types of information that might be necessary
to support your application, or the fees and timeframes that might apply to a particular
regulatory proposal, use the application aid. This will help you to find the information you need
through a series of questions.

If you are already familiar with the APVMA and want to obtain information about particular
functions or the specific types of information that may be necessary to support particular
types of applications, use the regulatory guidelines to locate the relevant information. For
example:

information about whether a product you propose to supply in the Australian market
requires registration by the APVMA can be obtained through the Registration self-
assessment tools
guidance about the types of information that may be necessary to support particular
types of applications can be obtained from the Information guidelines and standards
section

The following content can be found at http://new.apvma.gov.au/node/27
If making a submission, please reference page number: 27

The following content can be found at http://new.apvma.gov.au/node/41
If making a submission, please reference page number: 41
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information about fees and timeframes and application processes is available in the
Make an application section
information about post-authorisation activities and responsibilities is available in the
Post-authorisation section.

If you are unable to locate the information you require in the Regulatory guidelines, or would
like further clarity or information about a particular matter, please contact the APVMA for
further assistance.

General assistance

A description of the processes and direct contact points for application enquiries.

If you cannot locate the information you require in the regulatory guidelines, or need further
information, please lodge a general enquiry using the APVMA online form. We will respond to
all enquiries within 10 working days in writing or via return phone call.

We will address your question directly or highlight where you can find the relevant information
in the Regulatory guidelines. If your enquiry relates to the preparation of an application you will
make at some future time, we may suggest you submit pre-application assistance
application.

Enquiry about your application

If your enquiry relates to an application that is currently under consideration by the APVMA,
please contact the relevant case manager. The case manager’s contact details will have
been included in correspondence you received from us in relation to the application. You can
check the status of your application using the APVMA’s online portal.

Contact case manager

Pre-application assistance

How we can help you plan and prepare your application. Includes the scope of assistance
provided and what fees apply.

The following content can be found at http://new.apvma.gov.au/node/94
If making a submission, please reference page number: 94

The following content can be found at http://new.apvma.gov.au/node/43
If making a submission, please reference page number: 43

The following content can be found at http://new.apvma.gov.au/node/106
If making a submission, please reference page number: 106
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What is pre-application assistance?

Pre-application assistance helps potential applicants understand how to prepare or make an
application to the APVMA. This includes information about how you might meet the
application requirements or address the statutory criteria for a particular application. The
APVMA provides this assistance on a fee-for-service basis. We may provide the assistance
either through a written response, a face-to-face meeting or a teleconference.

You may apply to the APVMA for pre-application assistance in relation to any application to
the APVMA under the Agvet Code or the Agvet Code Regulations. Pre-application
assistance may include seeking information about:

the administrative requirements relating to making an application
the types of information (data) that you may provide to address the statutory criteria for
specific regulatory proposals, including matters for which new information may not be
required
the relevance of the efficacy or trade criteria for a specific regulatory proposal
the timeframes and fees that would apply to a specific regulatory proposal following a
determination using the application aid
the potential relevance of overseas data and/or assessment reports to particular
regulatory proposals
how to develop an agreement on the project plan for a timeshift application, which may
include agreements for global joint review applications.

Pre-application assistance will not include an assessment of a proposed
application, or evaluation of any associated information or data. If you require an
assessment of a technical nature before making an application, you may apply for
a technical assessment.

The pre-application assistance provided by the APVMA can only be based on the information
provided to APVMA by the applicant at the time of seeking assistance. The assistance
provided cannot account for future changes made to a proposal by the applicant,
advancements in scientific knowledge or future changes in regulatory requirements. Any
assistance provided cannot be taken as an agreed position on the adequacy of information
reviewed to support a proposal or as an indication of the nature of a potential future regulatory
decision. Every application made to the APVMA will be assessed on its merits against the
relevant statutory tests and according to relevant contemporary scientific practice and
standards.

Applicants should note that any pre-application assistance provided by the APVMA will not in
any way be binding upon the APVMA in its consideration of any related application or in the
exercise of its discretion under the Agvet Code or Agvet Code Regulations. The assistance
from the APVMA may become out of date or be superseded and is without prejudice. Any
pre-application assistance given by the APVMA to an applicant is by way of guidance only. It
is for each applicant to decide whether to follow that guidance, having regard to any
independent legal or technical advice the applicant has obtained.

The following content can be found at http://new.apvma.gov.au/node/107
If making a submission, please reference page number: 107
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What are the benefits of getting
assistance?

Pre-application assistance provides an efficient and effective way to gain a better
understanding of how you might make a complete application to the APVMA. This will place
you in a better position to address the application requirements and relevant statutory criteria.

What you can expect from pre-application
assistance?

Once you have submitted your pre-application assistance application through the APVMA
Portal, you will receive an automated acknowledgement via email.

Within 10 days from the date you have submitted your application  for pre-application
assistance, we will contact you and advise you of one of the following outcomes:

your application will be addressed in a written response
your application will be addressed through a face-to-face meeting at the APVMA's
premises or by teleconference
your application will be refused – this may occur if your application relates to a technical
assessment and should be considered under the technical assessment service. Our
response will include the reasons why your application has been refused and the
options available to you to obtain the information you need.

These three outcomes are discussed in more detail below.

The time it will take the APVMA to respond to your enquiry will vary depending on
the specific enquiry and the complexity of the issues to be considered. However,
we will endeavour to provide the pre-application assistance or organise the
meeting time within 28 working days of receiving your application.

Written response

If, after reviewing your application for pre-application assistance, the APVMA decides
your application can be dealt with in writing, we will respond to you by secure email.

If the APVMA can address your application under the initial application fee, this email will
include an answer to your pre-application assistance application.

If the work involved to address your application requires the payment of an additional fee, the
email will include:

confirmation that the APVMA does not consider that a face-to-face meeting or

The following content can be found at http://new.apvma.gov.au/node/108
If making a submission, please reference page number: 108

4/12

https://portal.apvma.gov.au/
http://new.apvma.gov.au/node/44
http://www.apvma.gov.au/consultation/public/index.php


Information and assistance

teleconference is required based on the information you have provided with
the application
confirmation that the APVMA can provide written pre-application assistance
an estimation of the additional fees necessary to complete the pre-application
assistance
a timeframe in which the APVMA will provide this assistance
a unique reference number for your application.

From receipt of this email, you will have five working days to respond and either:

confirm that you wish to proceed with the pre-application assistance, or
advise that you are no longer seeking pre-application assistance.

Depending on your response, the APVMA will either progress your application for pre-
application assistance or take no further action in relation to your application.

Face-to-face meeting or teleconference

If, after reviewing your application for pre-application assistance, the APVMA decides that a
face-to-face meeting or teleconference is warranted, we will respond to you by secure email
with the following information:

a list of APVMA attendees (which may include external agencies, depending on the
nature of the application)
an estimation of the additional fees necessary to complete pre-application assistance
(if any)
the proposed times and dates for the meeting
a unique reference number for the application.

From receipt of this email, you will have five working days to respond and either:

confirm that you wish to proceed with the pre-application assistance, or
advise that you are no longer seeking pre-application assistance.

Depending on your response, the APVMA will either progress your application for pre-
application assistance or take no further action in relation to your application.

If the pre-application assistance application is to proceed, an APVMA officer will contact you
within three working days of the receipt of your response to arrange a time and date for the
meeting. The agreed date for the meeting will then be confirmed via email.

At its discretion, the APVMA will select staff with relevant expertise to attend pre-application
assistance meetings, which may include officers from external advising agencies. The
estimate of fees provided by the APVMA may be subject to change; for example, if a one-
hour meeting runs overtime to two hours. The final fee will reflect the work undertaken in
providing pre-application assistance and therefore will be calculated once the pre-application
assistance has been provided.

The APVMA will record minutes for any pre-application assistance meetings and provide you
with an electronic copy of the minutes within five working days.

5/12



Withdrawn application for pre-application assistance

You may withdraw your application for pre-application assistance by giving a signed written
notice to the APVMA, for example, if after receiving the APVMA’s estimate about likely fees,
you decide you no longer seek pre-application assistance.

The initial fee of $350 will generally be retained by the APVMA; however, we may consider
remitting all or a portion of the pre-application assistance fee if the fee was paid in respect of
an application that has been withdrawn or if the APVMA considers it desirable to do so.

Where an application for pre-application assistance was withdrawn or where the applicant
did not seek further action from the APVMA in relation to an application for pre-application
assistance, and the fee (or a portion of the fee) has been retained by the APVMA, you may
still apply for a rebate when you subsequently lodge a related application.

If, after an application for pre-application assistance was withdrawn or where you did not
seek further action from the APVMA in relation to an application for pre-application
assistance, you wish to obtain pre-application assistance for the same or another query, you
will need to make a new application for pre-application assistance, accompanied by the
required fee, through the APVMA portal.

How to apply for pre-application
assistance?

We will only accept request for pre-application assistance electronically through the APVMA
portal.

(Note: The Australian Government’s proposed amendments to the Agvet Code Regulations
require all application forms, information and data that are required to be lodged with the
APVMA to be done so in electronic form progressively from 1 July 2014. However, the
APVMA will have discretion, to be able to grant an exemption for electronic lodgement to
those genuinely needing to lodge via alternative means because of considerations about
access and equity and the need to prevent discrimination.) 

You can also upload any supporting information with your request.

The APVMA portal is an online system where applicants, holders and nominated agents can
submit and check the status of their applications and transact with the APVMA in a secure
environment.

The following content can be found at http://new.apvma.gov.au/node/109
If making a submission, please reference page number: 109

The following content can be found at http://new.apvma.gov.au/node/110
If making a submission, please reference page number: 110
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Pre-application assistance fees

The fee for pre-application assistance is determined in accordance with the Agvet Code
Regulations and the legislative instrument made by the APVMA under regulation 69B of the
Agvet Code Regulations. The fee for pre-application assistance is charged on a per-unit
basis. The Agvet Code Regulations prescribes that each unit of pre-application assistance
(or part of a unit) is $175. The Legislative Instrument made by the APVMA under regulation
69B of the Agvet Code Regulations set out what constitutes a unit of pre-application
assistance for the different kinds of assistance the APVMA provides.

The fee for applying for pre-application assistance is $350 (two units), which must be paid
upon lodgment of an application for pre-application assistance. This fee covers the
administration and initial review of the pre-application assistance request. It may also cover
the provision of the assistance for minor and straightforward matters.

The final pre-application assistance fee will be determined once the APVMA has provided
the pre-application assistance.

For further information on how pre-application assistance fees are calculated and
applied, refer to the legislative instrument.

Invoice for additional fees

The applicant will receive an invoice for any additional fees payable in relation to the pre-
application assistance when the request has been completed and the assistance provided.

While in most cases the amount included in the invoice will reflect the previously provided
estimate, additional pre-application assistance units may need to be included in the invoice
to reflect the actual time spent on the request. For example, if the fee estimate previously
provided included the required number of units for a one-hour meeting but the meeting went
for two hours, the invoice would reflect this.

The applicant must pay the amount in the invoice by the due date. The legislative framework
requires the APVMA to check that there are no outstanding fees when considering if an
application meets the application requirements. Failure to pay this fee may impact on your
current or future applications before the APVMA.

Pre-application assistance rebate

In some circumstances, if any pre-application assistance fee was paid in relation to an
application (including where an application for pre-application assistance was withdrawn and
the fee was retained by the APVMA), your application fee will be reduced by the amount of
pre-application assistance fee paid. The maximum amount by which an application fee may
be reduced is prescribed in the Agvet Code Regulations.

When you apply for an approval, registration or variation, you will be able to include the unique
reference number given to your application for pre-application assistance. This number will
indicate to the APVMA that you received pre-application assistance and will allow us to
reduce the application fee appropriately, as well as retrieve the record of any assistance we
provided to inform our consideration of the application.

http://new.apvma.gov.au/node/1054


If you provide the full application fee with your application, we will remit the applicable amount
of the pre-application assistance fee as set out in the table of fees and assessment periods
before the application is determined.

If you only provide the minimum assessment fee with your application, we will reduce the
balance of the outstanding fee by the amount of pre-application assistance fee, as per the
table of fees and assessment periods, when we request the balance of the fee.

No rebate is applicable for an application for pre-application assistance made in relation to
an application for technical assessment, manufacturing licence, registration renewal, re-
approval or re-registration.

Technical Assessment

Processes, benefits and applicable fees and timeframes for technical assessments.

What is technical assessment

An applicant may apply to the APVMA to make a technical assessment to assist the
applicant in making a later application for an approval, registration, licence or permit.

Examples of technical assessments include:

assessment of a trial protocol
assessment of data an applicant is considering submitting to the APVMA as part of a
proposed application for registration of a chemical product or approval for an active
constituent
assessment of a product to provide assistance on whether that product fits the
definition of an agricultural or veterinary chemical product
assessment of an overseas data package to determine whether the data is sufficient to
address the statutory criteria for a regulatory proposal to be made in Australia.

What are the benefits of getting a
technical assessment?

The following content can be found at http://new.apvma.gov.au/node/44
If making a submission, please reference page number: 44

The following content can be found at http://new.apvma.gov.au/node/324
If making a submission, please reference page number: 324

The following content can be found at http://new.apvma.gov.au/node/325
If making a submission, please reference page number: 325
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A technical assessment can provide added certainty in relation to your proposed application.
For example, an assessment of a trial protocol will provide you with information about whether
a proposed experimental methodology appears adequate to generate information suitable
for regulatory purposes. However, while a decision about the adequacy of the trial protocol
will provide you with some assurance that the study design may be appropriate, it does not
guarantee that the data generated from the study  will satisfy the APVMA’s statutory criteria.
The APVMA will assess each application on its merits.

How to apply for a technical assessment

We will only accept requests for technical assistance electronically through the APVMA
portal.

(Note: The Australian Government’s proposed amendments to the Agvet Code Regulations
require all application forms, information and data that are required to be lodged with the
APVMA to be done so in electronic form progressively from 1 July 2014.

However, the APVMA will have discretion to be able to grant an exemption for electronic
lodgement to those genuinely needing to lodge via alternative means because of
considerations about access and equity and the need to prevent discrimination.)

The APVMA portal is an online system where holders and nominated agents can submit and
check the status of their applications and transact with the APVMA in a secure environment.

You can provide supporting information, such as a dossier, separately in paper form.
However, from 1 July 2015, the APVMA will be accepting dossiers electronically.

Technical assessment fees and
assessment period

The fee and the assessment period for an application for technical assessment are
determined by applying the relevant assessment modules, which are prescribed by the Agvet
Code Regulations.

We will process an application for technical assessment in much the same way as an
application for registration and, within one month of receiving the application, issue a notice
to notify you:

of the date on which the assessment of the application will commence
of the balance of the application fee payable (if any), which must be paid within 28 days

The following content can be found at http://new.apvma.gov.au/node/326
If making a submission, please reference page number: 326

The following content can be found at http://new.apvma.gov.au/node/327
If making a submission, please reference page number: 327
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of the date of the notice
of the number of copies (if any) of the application you must give to the APVMA within
28 days of the date of the notice and in the required format
of the assessment period for the application and the expected date by which the
application will be determined
of the modules to be completed in relation to the application
that if the APVMA or another prescribed authority makes a request under section 159
of the Agvet Code, the assessment period will be extended
that if the APVMA does not determine the application within the assessment period for
the application (and any extension to the assessment period), you may notify the
APVMA you wish to treat the application as having been refused, and you may seek
review of the refusal in accordance with subsection 165(3) of the Agvet Code
that you may withdraw your application at any time before an application is determined,
by giving the APVMA a signed, written notice.

The assessment period commences on the day:

the above notice is issued, or
the applicant complies with the notice requesting the balance of fees or additional
copies.

The assessment period may change if the APVMA issues a notice requiring further
information under section 159 of the Agvet Code. In that case, the extended assessment
period for an application for technical assessment is one and one third of the modular
assessment period, rounded to the nearest whole month, plus one month. This extension can
only be applied once, regardless of how many notices are issued under section 159.

Using PubCRIS

Search for details of registered, stopped, cancelled and archived products, and approved,
suspended and archived active constituents.

PubCRIS or Public Chemicals Registration Information System is the APVMA’s public
database of registered chemical products. This database contains searchable details of all
agricultural and veterinary chemical products that are registered for use in Australia, including
the details of the approved active constituents contained in these registered products.
PubCRIS includes other useful information, such as the holder of the approval or registration,
any limitation on the use of data associated with the approval or registration, the pest that
needs to controlled, the host on which it occurs and details of the relevant particulars of the
approved label for the product.

This database allows you to search by the:

name of the product
registration number of the product
name of the active constituent

The following content can be found at http://new.apvma.gov.au/node/45
If making a submission, please reference page number: 45
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approval number of the active constituent
holder
other constituent
host
pest.

There are a number of advanced search and filter options by which you can further
refine your search, such as product type, the state in which the product is
registered and the product’s formulation type.

PubCRIS also enables you to export your search results into Microsoft Excel and allows you
to search information on stopped, cancelled and expired products.

You can access the PubCRIS database via the APVMA portal or using the APVMA’s iPhone
app which can be downloaded free of charge from the App Store.

Using the permits database

Search by name, number, date or state usage for minor use, emergency use, stopped,
cancelled and archived permits issued by the APVMA.

The permits database allows you to search for agvet chemical products (either registered or
unregistered) that may be available under a minor use permit for off-label use (that is, for a
use not authorised by the registration conditions of use). The database also includes permits
that have been issued by the APVMA and contain new instructions for use as an outcome of
a chemical reconsideration finding.

This database allows you to search by the name of the product or active chemical, by the
permit number, by the crop or animal or by the pest or purpose that the permit is issued for.
The database also allows you to filter by permit approval date ranges or by a specific state in
which the permit is approved.

You can access the permits database via the APVMA portal.

Requesting information from the APVMA
under freedom of information

How to request information from the APVMA under the Freedom of Information Act 1982.

The purpose of the FOI Act is to give members of the public rights of access to information

The following content can be found at http://new.apvma.gov.au/node/46
If making a submission, please reference page number: 46

The following content can be found at http://new.apvma.gov.au/node/47
If making a submission, please reference page number: 47
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held by the Australian Government and its agencies.

To request information under the FOI Act, you must:

make the request in writing
state that the request is an application for the purposes of the FOI Act
provide enough information to the APVMA to clearly identify the documents sought.

For further information and access to the FOI form refer to the APVMA website.
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