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23 August 2024 

 
Manufacturing Quality and Licensing Team 
Australian Pesticides and Veterinary Medicines Authority 
GPO Box 3262 
Sydney NSW 2001 
 
 

By email only: enquiries@apvma.gov.au (cc: mls@apvma.gov.au ) 

 

Dear MQL team, 

Re: Updated GMP Audit Procedure 

 

Thank you for the opportunity to provide feedback on the updated GMP Audit Procedure. Our members 

have reviewed the updated procedure and we are pleased to provide the following comments to 

APVMA.  

General comment: 

The greater level of detail added to the procedure is appreciated. AMA notes that the inclusion of greater 

detail does not reflect ‘new’ processes, but rather, formalises and clarifies what is already current 

practice and aligns with current APVMA expectations.  

Other audits: 

The recognition of TGA and NATA audits is welcomed. Information on the process for TGA and NATA 

audits and the requirements for notifications by both registrants and APVMA is an important addition to 

the GMP Audit Procedure guidance.  

Audit duration: 

The audit duration will be determined using a risk-based approach, taking into account non-conformities  

and license variations, in addition to the product category. AMA supports a risk-based approach to 

determine audit durations that are proportionate to the risks being assessed by the audit process.   

Auditor selection: 

Auditors are to be selected 6 weeks prior to the audit, rather than the current 4 weeks. We anticipate 

this will support better planning and workflow management for both registrants and the regulator.  



 

 

Communications: 

Auditors are expected to provide their report within 10 working days of audit completion. Although this 

has not changed, AMA members note that auditor compliance with this requirement is variable.  

The expectations on timeframes for key communications during the audit process are identified in this 

audit procedure. AMA expects that these timelines will be respected for all key communications from 

APVMA to the registrant, and from the registrant to APVMA. This will improve predictability and 

efficiency of the audit process, and support better management of timeframes and resources for all 

parties.  

 

I hope that this feedback is of assistance in finalising the GMP audit procedure guidance material. 

Please let me know if we can provide any further information or clarification. 

We look forward to further engagement with the MQL team on future consultations, including the 

updated GMP Code.  

 

 

Yours sincerely, 

 

 

 

 

 

 

 



 

 
The Veterinary Manufacturers and Distributors Association Ltd 

ABN 28 819 231 380 
PO Box 386 Paynesville Vic 3880 

Telephone: 0447 715 515 
Email: vmda@vmda.com.au Website: vmda.com.au 

 

  

 

 

 
          

22 AUGUST 2024 

 

 

VMDA SUBMISSION RE AUDIT PROCEDURES 

 

 

The VMDA has only two comments in addition to those already made via ILCF. 

 

 

1. Under ‘Duration of Audit’ there is a note that the duration “…may be modified on 

account of additional intelligence…” 

 

The VMDA believes that this requires clarification as to the nature and provenance of 

the ‘intelligence’. 

 

In the experience of at least one of our members, the audit period was extended 

because of ‘adverse reaction reports’. 

 

The manufacturer in question does not hold any registrations, and therefore may not 

be advised by the registration holder/s of any such reports (and in this case was not). 

 

In addition, the nature of the reports is not disclosed and therefore there is no 

evidence provided to the manufacturer as to whether their processes and procedures 

were in any way involved in the suspected adverse reactions. 

 

The manufacturer has no opportunity to provide any argument as to whether the 

extended audit time is justified. 

 

The VMDA suggests that this procedure is clarified and modified so that 

manufacturers can clearly see and defend the basis of extended audit times. 

 

2. On the cover sheet for additional information the word ‘APPENDIXES’ is used.  While 

there may be some casual use of this form of words for documentation, it is 

generally considered to be incorrect.  For documentation the plural of APPENDIX is 

APPENDICES. 
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INTRODUCTION 

The purpose of this document is to provide detailed instructions on how routine (full or partial) GMP audits of 

veterinary chemical manufacturing premises are to be planned, conducted and reported to the Australian 

Pesticides and Veterinary Medicines Authority (APVMA). 

This manual covers the procedure to be followed by APVMA-authorised GMP auditors when auditing an 

Australian veterinary chemical manufacturing facility for compliance with the Agricultural and Veterinary 

Chemicals (Manufacturing Principles) Determination 2014 (Manufacturing Principles), the Australian Code of Good 

Manufacturing Practice for Veterinary Chemical Products, 2007 (and relevant annexes—GMP Code), Part 8 of the 

Agricultural and Veterinary Chemicals Code Act 1994 (AgVet Code) and Part 7 of the Agricultural and Veterinary 

Chemicals Code Regulations 1995 (AgVet Code Regulations). It covers procedures to be followed for routine (full 

and partial) audits, and for verification (on-site) audits and desk reviews of corrective actions arising from routine 

audits. It also covers the procedures to be followed by Licence Holder when selecting an auditor and when 

responding to and forwarding the GMP Audit Report to the APVMA. 

The procedure should also be followed for audits of overseas veterinary chemical manufacturing facility by 

APVMA-authorised GMP auditors, however some differences in processes, forms, etc may apply. These 

differences are summarised in Section 5. For a list of all forms and templates, refer to Appendix A (page 29). 

The procedure also covers other recognised GMP accreditation from Therapeutic Goods Administration (TGA) and 

the National Association of Testing Authorities, Australia (NATA). The TGA will audit a veterinary chemical 

manufacturing facility against the Pharmaceutical Inspection Co-operation Scheme (PIC/S). Testing laboratories 

can be audited by NATA to ISO17025 General Requirements for the Competence of Testing and Calibration 

Laboratories.  

The APVMA may attend audits as an observer(s) or may periodically conduct announced and unannounced audits 

to assess day-to-day GMP compliance. 

All GMP Audit Reports are reviewed by the APVMA to ensure that a veterinary chemical manufacturing facility is 

compliant with the Agricultural and Veterinary Chemicals (Manufacturing Principles) Determination 2014 

(Manufacturing Principles) and the GMP Code for the purpose of licensing.  
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Independent advice 

If a Licence Holder has no previous experience with manufacturing veterinary chemical products within Australia, 

they may seek the services of a GMP consultant or a regulatory affairs consultant. The APVMA also 

recommends that Licence Holders seek independent legal advice to ensure they comply with all relevant 

requirements. 

Responsibilities of key persons 

The AgVet Code Regulations, the Manufacturing Principles and the GMP Code outline specific responsibilities for 

the key persons nominated by the Licence Holder and listed in APVMA records as being responsible for controlling 

production and quality. 

Under the AgVet Code Regulations, it is a condition of the licence that the key people maintain their control of 

production and quality. If a key person is replaced, the Licence Holder must advise the APVMA of the name, 

qualifications and experience of their replacement as soon as practicable. 

Variations to a licence or its conditions 

Licence Holders are responsible for notifying the APVMA of any changes or variations that may affect their licence 

or its conditions. This can apply to changes in the product (types), the manufacturing site and processes or to key 

persons. 

Licence Holders must submit an application to vary their licence, in accordance with the requirements set out in 

the AgVet Code. 

Recalls 

Licence Holders are responsible for having a system in place to recall a product after it has been supplied to the 

Australian market and for implementing that system when required. 

Recall action can be instigated by the Licence Holder, registrant or by the APVMA when: 

• A chemical product may not meet the safety criteria, the trade criteria or the efficacy criteria 

• The constituents of stocks of a registered chemical product or of a particular batch of a registered 

chemical product differ by more than the prescribed extent from the constituents stated in relation to the 

product in the Register 

• The concentration of the constituents of stocks of a registered chemical product or of a particular batch of 

a registered chemical product differs by more than the prescribed extent from the concentration of the 

constituents stated in relation to the product in the Register, or 

• The composition or purity of any constituent of stocks of a registered chemical product or of a particular 

batch of a registered chemical product differs by more than the prescribed extent from the composition or 

purity of that constituent stated in relation to the product in the Register. 
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The APVMA has published recall guidelines to provide more details on the responsibilities of Licence Holders and 

other parties when undertaking recalls. 
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Adding a new manufacturing site(s) 

You may request pre-application assistance to discuss the application requirements for a new licence or to vary a 

licence. There is a fee for this service.  

To be ready for an audit, the Licence Holder must have: 

• Completed constructing or fabricating the premises 

• Taken functional control of the site (APVMA may ask to see a certificate of occupancy or equivalent) 

• Documented and implemented a quality system, in accordance with the requirements of the 

manufacturing principles and specifically tailored to the Licence Holder’s proposed manufacturing 

operations, that includes procedures, records and instructions for the management of: 

­ Quality Management Systems (QMS) such as deviation, change control, risk management, 

product quality review systems 

­ Documentation 

­ Materials 

­ Production operations, including master batch records 

­ Personnel matters including training, clothing and hygiene 

­ Validation and qualification 

­ Equipment assembly and calibration 

­ Maintenance, cleaning and sanitisation 

­ Environmental monitoring 

­ Pest control 

­ Complaints 

­ Recalls 

­ Returns 

­ Self-inspection 

­ Laboratory controls and operations 

­ Release for supply. 

• Qualified all relevant facilities, utilities and equipment to at least the operational qualification (OQ) stage 
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2.3 NATA Audits 

The Licence Holder must maintain their NATA accreditation and advise the APVMA in writing, within 10 working 

days, of any changes in the scope of that accreditation that are likely to impact on the analysis or testing or both of 

veterinary chemical products. The Licence Holder must also provide the APVMA with copies of all NATA 

assessment reports and correspondence i.e. responses to non-conformances, related to the conduct and closure 

of such assessments, within 10 working days of receipt of those reports or correspondence. Providing this 

correspondence is important as the APVMA does not have an agreement with NATA and cannot retrieve or 

provide information to NATA. 

Figure 2: NATA audit process 
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3 APVMA AUDITS: PROCEDURE 

An overview of the audit and review procedure for APVMA audits is given in Figure 3 below. Each of the items in 

this figure is discussed in the following three sections. 

Figure 3: APVMA audit process 

3.1 Before the audit 

APVMA determines audit duration 

When determining audit duration, the APVMA will take into account the type of products manufactured, the 

complexity of the manufacturing process, the size of the manufacturing facility, the Licence Holder’s audit history, 

and any manufacturing-related adverse experiences or voluntary recalls. In addition, the APVMA will consider any 

changes to key personnel (appointments or resignations), operations or to buildings, key equipment or product 

lines. 

As a baseline, however, audit duration will be calculated as the sum of the following three parts: 

a) Risk-based audit duration, plus

b) Non-conformity additional duration, plus

c) Licence variation additional duration.

Risk-based audit duration ranges from Low (1 day) to High (3 days), as set out below: 

a) High risk – audit duration 3 days 
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High risk products and processes include: 

• Category 1 - Sterile products 

• Category 1 - Immunobiological products 

• Multi-category manufacturing. 

b) Medium risk – audit duration 2 days 

Medium risk products and processes include: 

• Category 2 or 3, only non-sterile products 

• Products containing antibiotics. 

c) Low risk – audit duration 1 day 

Low risk products and processes include: 

• Category 4, Premix / supplements 

• Laboratories 

• Single step – labelling / packaging, release for supply, or storage. 

A day will be added to this risk-based starting point for audit duration, if either of the following non-conformity 

scenarios applies: 

• 10 or more total non-conformities, and/or 

• 5 or more Major non-conformities from the previous audit. 

A further day will then be added to the calculated audit duration if the license is to be varied for either of the 

following reasons: 

• A new facility is to be added to the license (i.e., a new building for storage, manufacturing or laboratory 

services) 

• A new step of manufacture / product dosage form / category is to be added to the license, increasing the 

base risk (e.g., the current licence covers non-sterile products, and a variation is sought to add a sterile 

step of manufacture). 

The APVMA will use this three-step formula to obtain a baseline estimate for audit duration. At the APVMA’s 

discretion, this baseline calculation may then be modified to a maximum of 5 days on account of additional 

intelligence about the Licence Holder or manufacturing site.  
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Notification of completed Audit form and the GMP Audit Report 

The auditor must use approved, current versions of audit documents, in the standardised format, as provided by 

the APVMA. Audit documents to be completed by the auditor include: 

• The Notification of Completed Audit form (FM_MQL06), within three (3) working days of audit completion 

(24 hours where Critical non-conformances are observed). 

• The GMP Audit Report (FM_MQL05), within ten (10) working days of audit completion. 

• The GMP Audit Report supplements for annexes 1 to 6 to (as required), within ten (10) working days of 

audit completion.  

The auditor must complete and forward a Notification of Completed Audit form to the APVMA within three 

working days of completion of the audit. Where Critical non-conformances have been identified, this form must 

be submitted to the APVMA within 24 hours of the audit. If additional comments are warranted, they can be 

provided as a covering letter. The form should be uploaded to Objective Connect (preferred) or sent to the APVMA 

by email.  

The auditor must provide the Licence Holder with the GMP Audit Report and any associated documents (e.g. 

report supplements for annexes, product audit checklists) within 10 working days (2 calendar weeks) of the last 

day of the audit. A copy of the GMP Audit Report and associated documents are to be submitted to the APVMA by 

the auditor at the same time through Objective Connect (preferred) or sent to the APVMA by email. 

Auditors should note that the GMP Audit Report has four (4) sections: 

• Manufacturer and audit details: details of the manufacturer, facility and key audit information. 

• Compliance report: should contain sufficient detail, based on the observations made, to allow the 

APVMA to make an informed licensing decision. 

• Non-conformances identified: lists Minor, Major and Critical non-conformances identified in detail and 

close-out requirements (desk or verification audit and due dates); estimate of audit rating from non-

conformance score 

­ Non-conformances must be accurately classified and clearly written in a way which would allow 

the Licence Holder, the APVMA and/or another auditor to identify what was non-compliant. They 

should also be written in a way which would allow another auditor to review and confirm the 

corrective actions at a subsequent audit.  

­ Each non-conformance must be assigned an identifying reference number, and the relevant GMP 

code clause or Manufacturing Principle must be cited. The most relevant one should be 

referenced (maximum 3) (refer Appendix B).  

­ The agreed date for submission of corrective actions / plan for desk-review and/or date for 

verification audit should be included in this section. 

­ Section C also includes the auditor’s calculation of the non-conformance score and audit 

rating/level. The rating or score may be subject to change once the APVMA have assessed the 

provided information. While the APVMA does not normally alter the NC rating provided by an 

auditor, the APVMA may de-aggregate distinct non-conformances when determining a non-
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the auditor’s assessment of their corrective actions addressing non-conformances identified, the Licence Holder 

should write to the APVMA detailing their concerns and the reasons why they then consider corrective actions to 

be adequate.  

In these and other cases of dispute, the APVMA will convene an APVMA Review Panel. This Panel will be chaired 

by the APVMA delegate for the issuance of licenses (the MQL Assistant Director: or the MQL Director in the 

A/Director’s absence) and will include the Senior GMP Officer with oversight for the audit review. The Panel will 

discuss the matter at hand with both the manufacturer and the external authorised auditor and will make a 

determination that can then be taken forward in the audit review and close-out procedure. 

3.3 Audit close-out 

As noted above, auditors must provide the Licence Holder with the GMP Audit Report and any associated 

documents within 10 working days (2 calendar weeks) of the last day of the audit. Licence holders will then have 

an additional 15 working days (3 calendar weeks) in which to respond to this in writing and provide corrective 

action evidence and/or a plan for review. Including a further 15 working days (3 calendar weeks) for the auditor’s 

assessment of this response results in an overall 8-calendar-week window for the immediate rectification of non-

conformances. 

• Where non-conformances can be corrected within this 8-week window between the end of the audit and 

the APVMA-authorised auditor’s assessment of the Licence Holder’s response to the audit outcomes, the 

audit will be closed out by the auditor. As required, this may include a verification audit (see below). 

• Where the correction of non-conformances cannot be completed within this 8-week window, a Corrective 

and Preventive Action (CAPA) Plan will be developed by the Licence Holder. Once the auditor and the 

APVMA have agreed to the CAPA Plan, audit close-out will then be transitioned to the APVMA. As 

required, this may include a verification audit (see below). 

The two pathways to audit close-out are discussed below. 

Note, however, that where Critical non-conformances have been identified, the APVMA and the auditor will work 

together with the Licence Holder to develop a CAPA Plan that can be implemented immediately and, thus, will 

immediately address any risk to animals, humans or environment.  

Audit close-out by APVMA-authorised auditor 

Within 15 working days of receipt of the GMP Audit Report (which should also be within 25 working days of the 

audit completion), Licence Holders must sign FM_MQL05 confirming they have read and agree to the report, and 

with any non-conformances noted. Licence Holders must then return a copy of the GMP Audit Report to both the 

APVMA (mls@apvma.gov.au) and to the auditor.  

If no non-conformances are identified, the Licence Holder must complete only the GMP Audit Report 

(FM_MQL05). Although not compulsory, the APVMA also requests that Licence Holders complete Part 2: 

Manufacturer’s Feedback to APVMA. 

If non-conformances have been identified in the GMP Audit Report, the Licence Holder must also complete, sign 

and return to the auditor and to the APVMA (as above) Part 1 of a Response to GMP Audit Report form, providing 
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a requirement for a verification audit. Guidance for Licence Holders on the information that should be included in 

the Plan is given in Appendix C.  

The CAPA Plan should be discussed with the auditor, finalised, and submitted to the APVMA by the Licence 

Holder within the stated 8-week period. The auditor must also provide the APVMA with a signed copy of the Plan, 

endorsing its corrective actions and timelines. The APVMA will then review the Plan and, if acceptable, audit 

close-out will at this point be transitioned to the APVMA. If changes to actions or timelines are required, these will 

be negotiated with the Licence Holder and auditor.  

Failure to submit an acceptable CAPA Plan: in the situation where the Licence Holder and auditor cannot agree 

to a Plan that is acceptable to both, the APVMA will form an APVMA Review Panel (Section 3.2). If a prolonged 

disagreement appears unavoidable, the APVMA will terminate the auditor’s ongoing involvement and will take 

responsibility for development of the Plan. If a Plan cannot be developed to a standard that is acceptable to the 

APVMA within 16 calendar weeks (four months) of completion of the audit, the facility will be considered non-

compliant with Regulation 61 (3A) and will be managed accordingly. 

Audit close-out: once transitioned to the APVMA, the APVMA will assume responsibility for monitoring 

completion of the tasks within the timelines detailed in the Licence Holder’s CAPA Plan. Note that Licence Holders 

are expected to observe these timelines unless written advice to the contrary is obtained from the APVMA. Note 

also that failure to complete the tasks described within the timelines stated may result in regulatory action by the 

APVMA. This may include, as relevant, licensing action or adjustment of the Licence Holder’s audit interval 

(Section 4). Once the CAPA Plan has been completed to the satisfaction of the APVMA, the APVMA will review 

the audit and close it out. At this point, the APVMA will issue an audit outcome letter that includes, amongst other 

things, the due date for the next audit and the first estimate of audit duration (Section 3.1).  

Verification audits 

Verification audits involve an on-site inspection or visit by the auditor. The verification audit differs from routine 

audits in that the scope of the audit will be restricted to confirming that non-conformances identified at the previous 

full audit have been satisfactorily addressed.  

The procedure for a verification audit will be similar to that for a full audit, except that a product-specific evaluation 

will not usually be required and the APVMA will not usually provide the auditor with any further information unless 

it is specifically requested. 

Where the non-conformances are of a Critical nature, or where the Licence Holder disputes the auditor’s findings, 

the Licence Holder is advised to use the dispute resolution process (Section 3.2). 

Each time a verification audit or desk review is performed to review corrective actions or plan, the auditor must 

complete a Corrective Action Review form (MQL_24) noting the non-conformance number, specific evidence 

reviewed, and its acceptability. If further corrective action is required, the auditor should note the new due date for 

re-submission of evidence on the form. In most cases, the maximum period allowed should be 15 working days. 

The auditor will send the form to the Licence Holder and a copy to the APVMA within 15 working days of receipt of 

submissions for desk review. 

Once all non-conformances are closed out to the auditor’s satisfaction (by evidence or plan), this should be 

indicated on the Corrective Action Review form by ticking the ‘YES’ box. 
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In the event that a verification audit or desk-review is delayed, or submissions are not received by the due date, 

the auditor should advise the APVMA of the status of the arrangements for closure. The APVMA will follow-up with 

the Licence Holder where necessary. 
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5 APVMA AUDITS OF OVERSEAS SITES 

Registrants of intermediate or finished products manufactured overseas are required to provide acceptable 

evidence of overseas GMP compliance to the APVMA. Conditions of registration require the registrant to ensure 

all sites involved in any step of manufacture—whether in Australia or overseas—maintain compliance with GMP. 

Registrants also need to ensure appropriate evidence of compliance is kept and submitted to the APVMA on 

request. 

If a product applicant or registrant is unable to provide existing acceptable evidence of GMP compliance for an 

overseas manufacturing site used, then an audit by an APVMA-authorised auditor may be required. 

For overseas audits, the majority of the audit processes and procedures described above apply, with the following 

differences: 

• The audit may be arranged and/or paid for by the product applicant / registrant rather than the 

manufacturer 

• The auditor may require additional notice for overseas audits, to allow for travel arrangements to be made

• The pre-audit notification and information form for overseas sites should be used (fm_mql45) 

• The audit will usually focus on the products to be imported to Australia, rather than the full range of 

products manufactured at the site 

• Additional time may be required for the audit if interpreters or translation of documents are required

• The APVMA cannot issue a licence for overseas sites; instead, the APVMA provides a letter of 

confirmation of GMP compliance for the site, to whoever commissioned the audit. 

Information on APVMA audits of overseas sites can be found on the website. 
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APPENDIX D – GUIDANCE ON ASSESSING CAPA PLANS (FOR 

AUDITORS) 

The following guidance outlines the APVMA’s expectations of auditors when undertaking an assessment of and 

approving a ‘plan’ for the closure of non-conformances for Licence Holders.  

Expectations: 

• Auditors should use the Corrective Action Review (CAR) form to record their assessment and a copy of 

final version of the plan provided by the Licence Holder should be attached. 

The documents should be sent to the APVMA within eight weeks of the audit being completed.

• Auditors should assess and confirm that the Licence Holder has identified the ‘root cause’ where 

applicable. 

• Auditors should ensure that timeframes have been stipulated, are reasonable and practical.

• Auditors should confirm that there is sufficient detail provided to allow the next auditor to understand what 

was agreed to for the closure. Think about how you would interpret the response and what you would 

expect to see if you were provided with only the CAR form for the plan three years after the last audit—

would you be able to understand what has been assessed and accepted? Will it result in the NC being 

closed? 

• A clear description of what has been agreed to should be included in the CAR form to allow the APVMA

and the next auditor to clearly identify what you have considered and why the response is accepted.

• If the auditor is not satisfied that an acceptable plan has been provided after three attempts by the 

Licence Holder (within the stated allowable timeframe), this should be noted accordingly on the CAR form.

• Please note ambiguous information or comments included within CAR reports must be avoided. 
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