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1 GOOD MANUFACTURING PRACTICE CODE REVIEW  

 

CONSULTATION OVERVIEW 

From 9 September 2019 to 13 December 2019, the Australian Pesticides and Veterinary Medicines Authority 

(APVMA) invited submissions from stakeholders interested in the revision and management of the Australian Code 

of Good Manufacturing Practice for Veterinary Chemical Products (the GMP Code), under the Agricultural and 

Veterinary Chemicals Code (Manufacturing Principles) Determination 2014. 

Nine submissions were received from industry stakeholders and current and former APVMA auditors. 

This review included the governance of the GMP Code, and sought comments on the risk-based scheduling and 

management of GMP audits and suggestions for proposed revisions to the GMP Code. 

The APVMA sought feedback in relation to the GMP Code to ensure that guidance provides clear information to 

assist manufacturers and auditors in their adherence to the Code, and the identification and resolution of non-

compliance. 

The role of the regulator in the auditing of licensed manufacturing facilities is to periodically assess if the 

manufacturer’s quality assurance system is operating effectively and provide the manufacturer with a compliance 

report to strengthen areas of weakness. The Agricultural and Veterinary Chemicals Code Regulations 1995 outline 

the license conditions for manufacturers of veterinary products (reg 61). 

A number of broad areas to inform discussion about the GMP Code were identified: 

 The governance of the GMP Code (for example, the role and composition of the Manufacturers’ Licensing 

Scheme-Industry Liaison Consultative (MLS-ILC) Forum). 

 The current auditor management process, where manufacturers directly contract external, APVMA-approved 

auditors. 

 Comments from manufacturers on the impact of the risk-based audit interval determination to decrease non-

compliance, and to reduce the regulatory burden on compliant sites. 

 The core elements of GMP, outlined in the GMP Code and Annexes. 

 The scope of the GMP Code in the context of international schemes to support the export of products 

manufactured in Australia. This may include reference to other international schemes, like the Pharmaceutical 

Inspection Co-operation Scheme (PICS) or FAMI-QS. 

 Recommendations to ensure adequate consultation on any proposed changes to the GMP Code. 

 The type and frequency of further support, if any, that should be provided to manufacturers or auditors to 

ensure compliance with the GMP Code.
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1 KEY THEMES AND ACTIONS 

1.1 Governance of the Code and the role of the MLS-ILC Forum 

Key points raised APVMA response 

MLS-ILC is valuable for maintaining regular communications 

with industry bodies. There was support for a transparent 

governance arrangement between industry and government. 

Meeting dates have been set for 2020 to 2021 

MLS-ILC meetings, along with a draft 2 year 

forward work plan for discussion at the first 

meeting of the financial year. 

Discussion and review of the Terms of Reference, 

including membership structure of the MLS-ILC to 

be considered. 

Update MLS-ILC Terms of Reference, with emphasis on 

achieving specific, time-related outcomes, improving 

transparency and allowing stakeholders to better plan their 

contributions, through a defined forward agenda and work 

plans. Membership of MLS-ILC should also be reviewed, 

including numbers of industry body and individual company 

representatives. 

Consider at least one face-to-face meeting per year, with other 

meetings by tele- or video-conference, and set meeting dates 

12 months in advance. 

1.2 Current auditor management processes 

Key points raised APVMA response 

The current system allows manufacturers to select an auditor 

with the most appropriate knowledge and experience of the 

relevant area and manufacturing process. Some, but not all, 

stakeholders were aware that summaries of each auditor’s 

background and industry experience are available on the 

APVMA website. 

The APVMA will develop and deliver new 

education, guidance and communication 

resources around GMP requirements and the 

audit process. 

More information is needed about the audit review and 

calibration process, reasons why audit closeout times may be 

extended, and the recruitment, training and management of 

APVMA accredited auditors. 

The MLS-ILC forward work program will include 

discussion of auditor recruitment and education 

processes. 

The need to obtain separate audits to meet the European 

Union Pharmaceutical Inspection Convention Pharmaceutical 

Inspection Cooperation Scheme (EU/PIC/S) standard is a 

concern for some stakeholders. Others requested that auditors 

be able to undertake multiple audits for different accreditations 

at the same time (for example, FAMI-QS) as well as the 

APVMA GMP code. 

Potential options for management of other 

accreditation requirements, including EU/PIC/S 

and FAMI-QS, and the potential costs and 

benefits of any changes, will be discussed with 

the MLS-ILC throughout 2020 to 2021 along with 

broader industry and other stakeholder 

consultation around any proposed changes. 
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1.3 Impact of risk-based audit interval determination to decrease non-

compliance and reduce regulatory burden on compliant sites 

Key points raised APVMA response 

The risk-based system has had a positive impact on regulatory 

burden and audit cycles. Clear communication from the 

APVMA on audit dates has been appreciated. 

The risk-based system will be added to the MLS-

ILC forward work plan for discussion in 2020 to 

2021 (see 1.1). 

Potential options for management of other 

accreditation requirements, including EU/PIC/S 

and FAMI-QS, and the potential costs and 

benefits of any changes, will be discussed with 

the MLS-ILC throughout 2020 to 2021 along with 

broader industry and other stakeholder 

consultation around any proposed changes (see 

1.2). 

A reduced and simpler set of audit intervals was requested, 

and for audits to include an assessment of the length of the 

audit versus its findings. Some stakeholders expressed 

concerns around the points-based risk assessment system and 

the potential for differences between auditors. 

If other QA schemes and/or auditors could be used, this might 

further reduce regulatory burden. 

1.4 Core elements of the GMP Code 

Key points raised APVMA response 

General descriptive, rather than prescriptive tone of the Code 

is valued. 

The MLS-ILC forward work plan will involve a 

section-by-section review of the Code during 2020 

to 2022. 

The APVMA should be open to considering an outcomes-

based approach to regulation. 

Stakeholders will be consulted on proposed 

updates or amendments. 

1.5 Scope of the GMP Code in the context of international schemes 

Key points raised APVMA response 

Mutual Recognition Agreement (MRA) certification suggested for consideration:  

Some Pharmaceutical Inspection Co-operation Scheme 

(PIC/S) member countries do not recognise APVMA-issued 

certificates as non PIC/S member. One solution would be for 

the APVMA to join PIC/S, which will require APVMA to have 

auditors who can audit to PIC/S standards. 

Other stakeholders indicated that for many 

manufacturers, PIC/S is not relevant or required, 

and is highly prescriptive, specific, costly to 

follow, and does not allow for flexibility in auditing. 

It may be preferable for manufacturers who 

require PIC/S accredited audits to continue to be 

audited by the Therapeutic Goods Administration 

(TGA). 

The scheme needs to meet international expectations for 

exports and internationally recognised standards, including the 

Joint Accreditation System of Australia and New Zealand 

(JASANZ) and GMP+. 

Queries were raised as to whether the TGA 

auditors have the necessary experience for 

veterinary medicine manufacturer audits and 

whether some audit findings may be impractical or 

unnecessary for veterinary medicines. The 

APVMA advises that PIC/S audit requirements are 

the same for human and veterinary medical 

products, and therefore audit findings cannot be 

amended or disregarded on this basis. 
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Key points raised APVMA response 

Specific issues 

Using other QA streams can potentially streamline the auditing 

process. 

The MLS-ILC forward work plan will involve a 

section-by-review of the Code during 2020 to 

2022. 

In addition to the above, opportunities to reduce regulatory 

burden, for example around issue of export certificates, should 

be explored. 

Stakeholders will be consulted on proposed 

updates or amendments. The APVMA remains 

willing to consider proposals for ways to reduce 

the regulatory burden while maintaining 

compliance with the relevant legislation. 

1.6 Recommendations to ensure adequate consultation for the GMP Code 

Key points raised APVMA response 

Consultation needs to involve close communications with 

industry. Advertise consultation across multiple forums and 

provide enough time to complete. Involve MLS-ILC in revising, 

discussing proposed changes and implementation of the Code 

and have them be an engagement conduit. 

The MLS-ILC forward work plan will involve a 

section-by-review of the Code during 2020 to 

2021. 

Stakeholders will be consulted on proposed 

updates or amendments. 

Consultation around changes should include: what, why, 

benefits, interpretation, and how it will be applied by auditors. 

 

Request for small number of facilitated workshops to be held 

between the APVMA and industry to explore positives and 

negatives of the material collected. 

 

An industry determined cost-benefit analysis should be 

included so that the financial impact of changes can be 

assessed for industry and Australia. 

 

1.7 Type and frequency of further support to manufacturers and auditors to 

promote compliance with the GMP Code 

Key points raised APVMA response 

APVMA to arrange regular briefings, training and forums for industry and auditors on audits and findings 

Proposal to organise, coordinate and facilitate a workshop for 

industry in 2020. 

Materials (for example, fact sheets) that assist the 

industry stakeholder and auditor in the 

interpretation and expectations of a particular 

standard 

Manufacturers’ Licensing Scheme (MLS) staff to visit 

veterinary medicine manufacturers to increase familiarity. 

Series of regulated stakeholder sessions in major 

centres. 

E-learning modules for industry training on GMP. Currently 

industry may rely on other schemes or overseas training 

modules. 

Develop and articulate required characteristics, 

metrics and success measures for the scheme. 

Develop KPIs for MLS. 
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Key points raised APVMA response 

Specific issues 

There is little to no information available to industry that 

explains how the Code’s standards should be interpreted.  

The APVMA’s stakeholder engagement framework 

and work program for 2020 to 2021 and beyond 

includes engagement with industry and other 

groups for which discussions regarding GMP will 

be included. 

Suggestion that the APVMA adopt Council of Australian 

Governments (COAG) best practice regulatory principles as 

working criteria in development and program review. 

The APVMA will be developing and delivering a 

range of education activities and resources for 

industry and other stakeholders around GMP 

requirements and compliance in 2020 to 2021, 

noting the suggestions provided around formats 

and areas of interest. 
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2 CONCLUSION 

The APVMA thanks everyone who took the time to make a submission during the consultation period. All 

submissions have been reviewed, and relevant information will be considered further. 

Enquiries in relation to this consultation should be directed to: 

Manufacturing Quality and Licencing Team 

Office of the Chief Regulatory Scientist 

Australian Pesticides and Veterinary Medicines Authority 

GPO Box 3262 

Sydney NSW 2001, Australia 

Telephone: +61 2 6770 2301 

Email: mls@apvma.gov.au 

mailto:mls@apvma.gov.au
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