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EXECUTIVE SUMMARY 

The APVMA would like to hear your views on the proposed changes to the scheduling and management of 

APVMA GMP audits. This discussion paper outlines a proposal to: 

 assign an audit rating (Audit Level) that reflects the outcome of the audit,  

 progressively increase the maximum audit interval to 36–48 months depending on the type of 

manufacturing operation and the level of compliance,  

 introduce a transparent risk-based schedule for assigning audit intervals, and 

 allow ‘trusted’ manufacturers to close audits on the basis of an approved plan of corrective actions.  

These proposed changes to the management of audits are designed to encourage GMP compliance through 

more transparent processes, as well as provide benefits for ‘earned autonomy’. The objectives are to reduce 

compliance costs for compliant manufacturers and drive an industry-wide change in attitude and behaviours 

from ‘just enough’ to ‘proactive compliance’. From an APVMA perspective, the benefits include more efficient 

and effective GMP monitoring activities, targeted towards non-compliance. 
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1 BACKGROUND 

 Current Requirements and Practices 

The auditing of APVMA-licensed manufacturing facilities of veterinary chemical products can be described 

as ‘enforced self-regulation’, where the onus is on the manufacturer to have an effective quality management 

system that maintains product quality. The role of the regulator is to periodically assess whether the 

manufacturer’s quality assurance system is operating effectively and (in most cases) to provide company 

management with a compliance report that is used to strengthen areas of weakness. The legislation places 

responsibility for maintaining operational control of manufacturing facilities on the nominees for Production 

and Quality [see Agricultural and Veterinary Chemicals Code Regulations 1995, s 61 (6)]. 

This discussion paper describes a proposal to change the way the APVMA schedules and closes GMP 

audits. 

As part of the audit review and closure process, the APVMA schedules audits according to the assessed risk 

of a product quality issue emerging. As part of the risk assessment process, consideration is given to the 

overall number and severity of all non-conformances (NCs) reported, the corrective actions undertaken or 

planned, the types of products being manufactured, staffing and process changes within the facility and the 

number of product recalls undertaken. NCs are currently classified as CRITICAL, MAJOR or MINOR, based 

on the extent to which the NC represents a failure to satisfy a key requirement and/or poses a risk to product 

quality. While the risks posed by one MINOR NC may be small, the risks posed by a number of such NCs 

may be significant. 

The current scheduling matrix is based on HIGH, MEDIUM and LOW risk ratings for each Category of 

product being manufactured. The schedule describes a minimum interval of 6 months to a maximum of 18 

months for manufacturers of Category 1 and incompatible products or 24 months for manufacturers of 

Categories 2 to 6 products. Although the recommended audit interval is vetted by the Director, 

Manufacturing Quality and Licensing to ensure consistency, the proposal aims to provide a higher level of 

transparency and predictability in the risk-scheduling process from a manufacturer’s perspective.
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 Manufacturer Compliance 
 

A review of 573 domestic audits conducted from July 2007–March 2015, found that on average 10.4 non-

conformances (NC; 3.3 MAJOR and 7.1 MINOR) were reported for each audit of a licensed site. In order to 

determine a quantitative non-conformance score, each MINOR NC was assigned a nominal value of 1 non-

compliance unit and each MAJOR NC was assigned a value of 4 non-compliance units.  

Level of non-conformance (NC) Non-conformance unit value 

MAJOR NC 4 

MINOR NC 1 

The review of 573 audits conducted between July 2007–March 2015 found that: 

 14% had a score of NC scores of 0–4 and no MAJOR NCs. 

 51% of audits reported NC scores of 5–20, with no more than 5 MAJOR NCs.  

 25% of audits reported NC scores of 21–40, with no more than 10 Major NCs.  

 10% of audits were assigned a weighted score of > 40 non-conformance units and/or more than 10 MAJOR 

NCs.  

Current Audit Schedule  

Category of 

Manufacture 

GMP Risk Rating 

High Medium Low 

 
Re-Audit Intervals (months) 

1 6–12 12–15 15–18 

2 6–12 12–18 18–24 

3 6–12 12–18 18–24 

4 6–12 12–18 18–24 

6 6–12 12–18 18–24 

Incompatible 

Product 

Combinations 

 

6–12 12–15 15–18 
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Based on this review, 65% of audits demonstrated substantial (or considerable) levels of compliance with 

GMP guidelines and requirements. The APVMA expects that all manufacturers will maintain their quality 

management systems in compliance with the required manufacturing standards, as required under 

Agricultural and Veterinary Chemicals Code Regulation 61 (3A) [namely that ‘the holder of a licence must 

manufacture the chemical products in accordance with : (a) the manufacturing principles ; and (b) the 

Australian GMP Code’]. 

The Agricultural and Veterinary Chemicals Code Regulation 61A also imposes an obligation on the APVMA 

to be satisfied following an audit that the holder is complying with the conditions imposed on their licence 

[including Regulation 61 (3A)]. In cases where significant numbers of NCs are identified at successive audits, 

it is difficult for the APVMA to be satisfied that the holder is complying with the conditions of their licence. 

Chronic, on-going poor conformance may breach Regulation 61 (3A). In such cases the APVMA may 

consider other compliance and enforcement options such as penalty infringement notices, enforceable 

undertakings, imposition of licence conditions and/or licence suspension or cancellation. 

 The Need for Change 

In practical terms, managing low levels of compliance is demanding of APVMA resources: audit reports take 

longer to review, lists of corrective actions are rarely addressed quickly, and the APVMA needs to issue and 

manage more reminders and notices. From an industry perspective, increasing numbers of NCs leads to 

higher audit costs and the diversion of staff to address NCs interferes with the normal operation of business. 

Increasing the overall level of industry compliance should reduce the post-audit workloads for manufacturers, 

auditors and the APVMA. It should also provide the community with greater confidence in the quality of 

veterinary medicines in the Australian marketplace. 

The APVMA therefore proposes to change the way the audit program is managed by making the benefits of 

ongoing, ‘day-to-day’ GMP compliance more apparent in order to change cultural attitudes across a 

significant segment of industry. Any improvements in the levels of industry compliance and related program 

efficiencies should enable the regulator to focus on less compliant manufacturers. 

In addition to the need for the APVMA to be more efficient and effective, the Australian Government 

introduced a Regulator Performance Framework to encourage regulators to undertake their functions with 

the minimum impact necessary to achieve their regulatory objectives. The key performance indicators of the 

framework include: 

 regulators do not unnecessarily impede the efficient operation of regulated entities, 

 communication with regulated entities is clear, targeted and effective, 

 regulators are open and transparent in their dealings with regulated entities, and  

 actions undertaken by regulators are proportionate to the regulatory risk being managed. 

These changes took effect from 1 July 2015 and apply to all regulatory agencies within government including 

the APVMA. As with any agency, the focus of regulatory effort should be directed towards entities posing the 

greatest risk. These proposed changes to the management of audits are consistent with this new 

Framework. 
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2 PROPOSED CHANGES 

The APVMA proposes to change the way the GMP audit program is managed. The proposed changes 

include:  

 providing individual manufacturers with an audit rating that reflects the outcome of the audit, 

 extending the maximum interval between audits from 18–24 months to 36–48 months depending on the type 

of manufacturing operation and subject to demonstrated compliance, 

 providing industry with a transparent risk-based audit schedule, and 

 allowing ‘trusted’ manufacturers to close audits on the basis of an APVMA approved plan of corrective actions 

rather than through the assessment of objective evidence demonstrating that the corrective actions had 

actually been implemented. 

 Audit Ratings 

Currently manufacturers are only provided with details of the reported NCs. However, it is difficult to describe 

the overall outcome of an audit in terms of the number of separate MINOR, MAJOR and CRITICAL NCs. It is 

therefore proposed that the outcome of each audit should be described in terms of a quantitative weighted 

Non-Conformance Score (that takes into account nature and the number of all NCs reported) and a 

qualitative audit rating (Level) that reflects the relative capability of the facility’s quality management system 

to maintain compliance. This will enable the outcome of the audit to be more clearly communicated to 

manufacturers. 

In order to determine a quantitative Non-Conformance Score, the same method as used in the review of 573 

audits (page 7) will be applied. Each MINOR NC is assigned a nominal value of 1 non-compliance unit and 

each MAJOR NC is assigned a value of 4 non-compliance units.  

It is proposed that an audit rating is assigned following each audit as follows: 

 Audit Level 1: It is considered that an audit reporting no MAJORS with a Non-Conformance Score of 4 or 

less, has demonstrated that the facility has a robust quality management system that is capable of maintaining 

high levels of compliance with APVMA’s manufacturing standards and the risk of a product quality issue 

emerging is low. 

 Audit Level 2: Manufacturers with Non-Conformance Scores of 5–20 and no more than 5 Major NCs are 

considered to have a functioning quality management system, albeit with some identifiable weaknesses. The 

non-conformances are frequently minor in nature and may be the result of oversight. The risk of system 

breakdown occurring is low-medium, depending on the number and nature of the weaknesses identified.  

 Audit Level 3: For manufacturers with reported Non-Conformance Scores of 21–40, with no more than 10 

Major NCs. The NCs tend to be more serious and may be symptomatic of a more fundamental weakness 

within the facility such as organizational culture, the level of staffing, management supervision or training. For 

such manufacturers, the potential for a product quality defect emerging is significant. As a consequence, 

closer regulatory monitoring is required with significantly reduced audit intervals. 
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 Audit Level 4: Audits with a weighted Non-Conformance Score of > 40 and/or more than 10 MAJOR NCs are 

not reflective of an effective quality system that is able to maintain facility compliance with the required 

manufacturing standards. The potential for a product quality failure is relatively high. In addition to closer 

regulatory supervision through more frequent audits, other compliance and enforcement options may be 

considered on a case-by-case basis.  

It is proposed that the assignment of Non-Conformance Scores and audit ratings (Audit Levels) would be 

undertaken by APVMA staff as part of their audit review process for both domestic and foreign audits by 

APVMA auditors. In most cases, it would not apply to audits undertaken by other conformity assessment 

bodies (such as the TGA) where responsibility for scheduling audits rests with that body. While the APVMA 

does not, nor proposes to, alter the NC rating provided by the auditor, the authority proposes to, at its 

discretion, de-aggregate distinct NCs that may be clustered under a single topic for the purposes of 

determining a Non-Conformance Score. For example under ‘cleaning’, an auditor may identify NCs related to 

the adequacy of the cleaning procedure (NC 1a), cleaning schedules and records (NC 1b) and validation of 

cleaning (NC 1c). In these cases, corrective actions are still required to address each reported NC—

regardless of whether they are aggregated or not. If the NC is not clearly expressed or challenged by the 

manufacturer (as is sometimes the case), the APVMA may ask the auditor to provide further information to 

justify the NC and rating assigned.  

The APVMA proposes to retain a degree of flexibility in scheduling the next audit, by allowing postponement 

of audits in response to written requests from licence holders facing exceptional circumstances. Such 

requests for re-scheduling an audit may be based on recent major changes to management and/or staffing, 

factory fires or other unscheduled asset crises and related maintenance or repair activities, or circumstances 

(such as voluntary licence suspension) where cessation of manufacture may mitigate many of the risks 

associated with the postponement of an audit. Manufacturers would also still retain the option of arranging 

an audit ahead of the scheduled date, to suit operational needs. 

 Extension of Maximum Audit Intervals 

It is proposed to extend the maximum audit intervals from 18–24 months to up to 36–48 months (depending 

on the categories of products manufactured) for facilities that consistently demonstrate high levels of 

compliance (see Appendix A and B). The maximum intervals will only apply when the facility has been at 

Audit Level 1 for two or more consecutive audits. The maximum intervals are referred to as a ‘Consistency 

Extension’ in the Appendix B. This ‘earned autonomy’ would effectively halve manufacturer direct and 

indirect audit compliance costs associated with arranging and undergoing an audit. 

Longer audit intervals would provide ‘trusted’ manufacturers (gaining audit ratings of Audit Level 1 or 2) with 

greater opportunity to integrate effective preventative actions as part of their ongoing quality management 

system. The longer intervals would also allow manufacturers greater opportunity to identify and address the 

underlying root cause behind any NCs—thus minimizing the risk of repeat issues occurring. 

While the current schedule provides for audits at six monthly intervals, logistically audits at that frequency 

have proven to be difficult to manage. Non-conformances continue from one audit to the next and the actual 

conformance issues can drift or become confused with new issues. While the APVMA reserves the right to 

audit facilities with chronic non-compliance at frequencies less than ten months, such cases would be on a 

case-by-case basis, according to risk. 
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 Transparent, Risk-based Scheduling of Audits 

It is also proposed that the modified audit scheduling methodology (see Appendix A and B) will be published 

on the APVMA website so that the process will be transparent. The aim would be for manufacturers to clearly 

identify the benefits to be gained from increased levels of compliance. They should also be able to estimate 

the likely date of the next audit once the outcome of the audit is known (at the closing meeting of the audit). 

Rather than APVMA staff assign an audit date within broad (three to six monthly) increments based on 

subjective judgement, as provided by the current framework, the audit intervals will be more tightly 

prescribed. 

Risk Assessment  

The intrinsic risk estimated for a site reflects the complexity of the site, its processes and products as well as 

the criticality of the products and services from a supply perspective1. The intrinsic risks associated with the 

complexity of processes and the stringency of product quality requirements broadly aligns with the APVMA’s 

categories of products, with sterile and immunobiological products (Category 1) being high risk and 

manufacturers of oral supplements or medicated blocks (Category 4) and those involved in packaging and 

labelling and other single-step operations (Category 6) generally being low risk. Within a Category, the risks 

of individual products can vary. For example, manufacturers with licences for single-step operations can 

range from those engaged in secondary packaging and labelling, to contract analytical testing services and 

those engaged in terminal sterilization/irradiation. While the last group are relatively high risk, such facilities 

are currently audited and licensed by the Therapeutic Goods Administration (TGA). Should any single-step 

sterilization facilities be audited by the APVMA, they should be audited according to the schedule for 

Category 1 facilities. 

From a practical perspective, the complexity of the manufacturing operation is also influenced by the number 

of different product types produced and the compatibility of those products. This is consistent with 

observations made as part of the Cost-Recovery Discussion paper2 where it was identified that Category 1 

manufacturers of sterile and immunobiological products and multi-category manufacturers producing a range 

of product types frequently have more NCs and the audits take longer to close than small less complicated 

facilities. These facilities frequently provide large quantities of product onto the market. Multi-category 

manufacturers are therefore considered to be of higher intrinsic risk.  

Manufacturers are expected to maintain their facility in compliance with GMP requirements, to train and 

supervise staff, to keep records and operate effective quality assurance and quality control programs. Failure 

to do so may affect their risk rating and the timing of their next scheduled audit. 

                                                      

1 Pharmaceutical Inspection Convention Pharmaceutical Inspection Co-Operation Scheme (PIC/S): A Recommended 
Model for Risk-Based Inspection Planning in the GMP Environment, PI 037-1, 1 January 2012. 

2 www.apvma.gov.au/consultation/public/2012/interim_cost_recovery.php  

http://www.apvma.gov.au/consultation/public/2012/interim_cost_recovery.php
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Audit Scheduling 

Based on the Non-Conformance Score obtained at an audit, the audit rating (Audit Level) and risk profile of 

the type of manufacture undertaken are determined using the table shown in Appendix A and an audit 

interval is then allocated based on the risk management plan outlined in Appendix B. These intervals would 

apply equally to both domestic and overseas manufacturers audited by APVMA authorised auditors. The 

strategy behind the small incremental changes to the audit schedule is to provide all manufacturers with 

potential benefit for improvements to their quality management system. 

The schedule (Appendix B) is based on the proposed maximum audit intervals. The maximum audit intervals 

in Stage 1 are broadly in line with those of other comparable agencies. The schedule provides additional 

benefit for those manufacturers who demonstrate that quality management systems that can maintain high 

levels of compliance (Audit Level 1) at successive audits. For manufacturers with Audit Level 3 and 4 ratings, 

the audit intervals proposed will remain very similar to the current schedule. 

Where the audit report describes intentional (or management sanctioned) breaches of licence conditions or 

manufacturing standards or a loss of process control, the APVMA reserves the right to rate, audit and 

manage the facilities as Audit Level 4, regardless of the number of NCs reported. Examples of such 

breaches include the release of raw materials or finished product that was out-of-specification (OOS), repeat 

NCs, breaches of licence conditions and reports demonstrating Audit Level 3 (or below) compliance at two 

successive audits. While less frequently observed, a CRITICAL NC is a MAJOR NC which poses a risk to 

treated animals or users and must be corrected immediately. In cases where there are CRITICAL NCs 

reported, manufacturers need to implement effective corrective actions quickly. The proposed schedule 

anticipates that other compliance and enforcement tools may be used to support auditing where appropriate. 

 Audit Closure Processes 

One of the challenges for both manufacturers and the APVMA is the need to provide objective evidence that 

the NC has been addressed. This requirement was included in order to ensure that effective corrective and 

preventative actions were undertaken to address the identified NC (as required under Reg 61A).  

Under Regulation 61 (8C) the holder of a licence must give to the APVMA details of the corrective action the 

holder proposes to take in relation to any NC identified and the proposed period for taking the corrective 

action. It is therefore proposed that all manufacturers will need to continue providing details of their proposed 

response (plan) within 25 working days of the audit as is currently required under Licence condition S1.2. 

For most medium and larger manufacturers, the need to undergo an audit and to address NCs should be 

seen in the context of their ongoing quality assurance and system improvement processes. It is not 

uncommon for manufacturers to undergo a number of internal audits, corporate and client audits in addition 

to their APVMA licensing audit. 

It is therefore proposed that for ‘trusted’ manufacturers (with audit ratings of Audit Level 1 or 2), audits would 

be closed on the basis of an agreed plan, provided to, assessed by and supported by the auditor. As all 

manufacturers are currently required to submit a plan detailing their responses to the audit, closure on the 

basis of an assessed plan involves no additional new task from the manufacturers’ perspective. It does 

however remove the need to submit evidence of corrective actions to the auditor for assessment. The auditor 
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would still need to provide a copy of the plan with his/her endorsement to the APVMA for approval – in a 

process that mirrors current practices. APVMA staff would still consider each audit report and auditor-

endorsed corrective action plan or corrective action assessment as part of the audit review and closure 

process and advise the manufacturer of the outcome and confirm the next re-audit date. In order for the plan 

to gain approval, the plan would need to include timeframes for addressing the NCs, particularly for more 

serious NCs that may impact on product quality. It is expected that under most circumstances all NCs would 

need to be addressed within six months, unless granted written approval from the APVMA for further 

extension (in cases where construction or renovation is required). Where the corrective actions include risk 

assessment or validation, the plan would need to include an outline of the parameters to be considered. 

Using this streamlined approach based on plans, audits could potentially be closed within five to eight weeks 

of an audit. This would provide further benefit to ‘trusted’ manufacturers. For example, certificates of export 

would not be held up for as long as is currently the case. As soon as the corrective actions are implemented 

(within six months of the audit), the licence holder or authorized manager would need to notify the APVMA in 

writing (statutory declaration), confirming that that all of the NCs have been completed. All corrective actions 

would then be reviewed at the next audit. 

If the plan is not approved by the APVMA, the manufacturer would be allowed to lodge another two 

submissions with three weeks allowed for each. If an acceptable plan had not been provided to the APVMA 

within four months, the facility would be considered non-compliant with Regulation 61 (3A) and managed 

accordingly. 

Some ‘trusted’ manufacturers may elect to have the corrective actions assessed by the auditor, as they 

currently do, particularly if they are uncertain about what may be required. This option may provide greater 

certainty that the issue will not re-emerge as a repeat NC at the next audit. The APVMA would need to 

receive the Corrective Action Review form from the auditor within 6 months of the audit. Manufacturers may 

opt to confirm completion of some corrective actions by declaration and some by evidence assessment. If 

satisfactory completion of all corrective is not completed within the required timeframe, the manufacturers will 

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

Facilities rated as Audit Level 3 or 4 would need to provide objective evidence to the auditor within the 

timeframe specified by the APVMA but generally not exceeding three months of the audit. While the APVMA 

may grant extension on a case-by-case basis, such allowances in the past have not proven useful in bringing 

facilities into compliance. It is envisaged that other compliance and enforcement tools may be used in such 

cases.  
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3 IMPLEMENTATION AND TRANSITIONAL ARRANGEMENTS 

 Phased Implementation 

There are a number of risks associated with the implementation of the proposed changes. These include but 

are not limited to: 

 Maintaining industry compliance. While regulatory GMP audits may be seen by some as an imposition, 

they provide both management and staff in manufacturing facilities with a visible reminder of the need to 

comply. The closure of audits on the basis of an agreed plan and the extension of audit intervals will reduce 

the immediacy of external scrutiny and require management to exercise their responsibilities, as outlined in 

Agricultural and Veterinary Chemicals Code Regulations 1995 clause 61 (6). It is therefore important that the 

APVMA monitors the level of industry compliance as there is a risk that compliance levels may deteriorate 

despite the potential benefits gained through earned autonomy and the penalties for non-compliance.  

 Audit report and manufacturer response plan clarity. Currently, corrective actions are assessed by the 

reporting auditor. The closure of audits on the basis of an agreed plan will mean that auditors will frequently be 

assessing the effectiveness of corrective actions implemented in response to the NCs raised by a different 

auditor, potentially two or up to four years earlier. It will be necessary that the descriptions of NCs in the audit 

report are written with sufficient clarity and detail to be readily understood by a different auditor. For the same 

reasons, it is important that the manufacturer’s response plan contains sufficient detail to be readily 

understood by a different auditor. During the transitional phase (see paragraph 3.2 below), this will necessitate 

greater involvement by the APVMA in scrutinizing audit reports and response plans and providing feedback to 

individual auditors and manufacturers. 

 Maintaining relativity with counterpart authorities. The Regulator Performance Framework will drive 

changes in other regulatory agencies including the TGA. Nearly a third of manufacturers (60) licensed by the 

APVMA are also licensed by the TGA. It is therefore important that the proposed changes to the management 

of audits maintains appropriate relativity with other relevant regulators. It is also important to confirm whether 

such changes are supported by regulators in other overseas authorities who accept APVMA certificates of 

GMP compliance. Because of the potential impact on export, licensed manufacturers will be able to be audited 

more frequently than the interval proposed by the APVMA. 

In order to mitigate these implementation risks, it is proposed that the changes are implemented in two 

stages and that the APVMA monitors the effectiveness of the changes before progressing to the second. For 

example if the closure of audits on the basis of an agreed plan cannot be effectively managed by Audit Level 

2 and 3 manufacturers, extension of the scheme to Audit Level 4 manufacturers should not be considered.  

 Transitional Arrangements 

It is anticipated that changes to the scheduling of audits would commence by 1 January 2016, following a 

period of public consultation during August-September 2015. During the intervening period, relevant 

operational documents and the Requirements and Guidelines/APVMA website would be updated. Guidance 

would also need to be provided to auditors and manufacturers on the changes to process. Audit closure on 

the basis of plan would be implemented on a case-by-case basis from 1 January 2016, for up to 12 months, 

depending on whether external factors, such as the clarity of the audit reports and manufacturer response 
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plans, allows this to occur. It is proposed that any audits conducted under the current arrangements would 

be closed under those arrangements, even if after the date of implementation. 

It is recommended that a formal review be undertaken three and six years after commencement to assess 

the effectiveness of the changes. During the first three years, the effectiveness of the change should be 

monitored continuously, to provide timely intervention, should it prove necessary. It may be necessary for the 

APVMA and/or external consultants to provide industry training to address any potential problems. It may 

take up to six years to assess the benefits of the extended audit intervals. Such reviews should be 

undertaken in consultation with the APVMA’s Manufacturers Licensing Scheme—Industry Liaison Committee 

(MLS-ILC).  

 Questions for Consultation 

The APVMA invites comment on this discussion paper. Comments should be addressed to Manufacturing 

Quality and Licensing and submitted via email to mls@apvma.gov.au by 9 October 2015. Any submissions 

will be published unless a written request is received to the contrary. In preparing your submission you may 

wish to consider the following questions.  

 Do you have any comments on the proposed approach to management and scheduling of audits? 

 Do you consider that the titles of the audit ratings (Audit Level 1, 2, 3 and 4) should be more descriptive, 

reflecting the extent to which the audit demonstrates compliance with the Manufacturing Principles? 

 Do you consider that the audit intervals should be based on the audit rating rather than on the NC Score?  The 

result of this change would be to assign intervals of 12, 18, 24 and 30 months aligned with each Audit Level, 

rather than an incremental changes aligned with the NC Score. 

 Do you consider that there will be any unintended consequences of the proposed approach? 

 Do you have any suggestions for improvements to the proposed approach? 

 What further support, if any, should be provided to manufacturers or auditors to ensure that the changes are 

implemented effectively? 

 Do you consider that a transitional period is necessary for implementation of the proposal? 
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Appendix A—Audit Outcomes and Audit Ratings 
 

AUDIT RATING LEVEL 1 

QMS is effective and 

able to maintain high 

levels of compliance 

LEVEL 2 

QMS is able to maintain substantial 

control but there are some identified 

areas of weakness.  

LEVEL 3 

QMS is only able to maintain basic levels of 

conformance and there are multiple areas of 

concern.  

 LEVEL 4 

QMS was not 

able to maintain 

basic 

compliance. 

Proportion of 

manufacturers 

14% 51% 25% 
10% 

Rating Limits  NC Score <5, with no 

Major NCs 

NC Score <21 with <6 Major NCs NC Score < 41 with < 11 Major NCs NC Score >40  or 

> 10  Major NCs 

NC Score Consistency 

Extension 

0–4 5–8 9–12 13–16 17–20 21–24 25–28 29–32 33–36 37–40 >40 

Audit closure 

Stage 1 

Submission of an approved plan of corrective actions, supported 

by a declaration of completion within six months   

Desk or verification audit to confirm that corrective actions have 

been completed. 

Audit closure 

Stage 2 

Submission of an approved plan of corrective actions, supported by a declaration of completion within 12 months   Desk or 

verification audit 
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Appendix B—Audit Management Stage 1  

AUDIT RATING LEVEL 1 LEVEL 2 LEVEL 3 LEVEL 4 

NC Score Consistency 

Extension  

0–4 5–8 9–12 13–16 17–20 21–24 25–28 29–32 33–36 37–40 >40 

 AUDIT INTERVAL (in months) 

Product 

related 

factors 

Cat 1 or 

Multi-

Category* 

30 27 24 22 19 17 15 14 13 12 11 6-10 

Cat 2 or 

Cat 3 

only 

33 30 27 24 21 18 16 15 14 13 12 10-12 

Cat 4 or 

Cat 6** 

only 

36 33 30 27 24 21 19 18 17 16 15 12-14 
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Appendix B—Audit Management Stage 2–subject to review after 2 years  

AUDIT RATING AUDIT LEVEL 1 AUDIT LEVEL 2 AUDIT LEVEL 3 AUDIT LEVEL 4  

NC Score Consistency 

Extension 

0–4 5–8 9–12 13–16 17–20 21–24 25–28 29–32 33–36 37–40 >40 

 AUDIT INTERVAL (in months) 

Product 

specific 

factors 

Cat 1 or 

Multi-

Category* 

36 30 27 24 21 18 16 15 14 13 12 6–10 

Cat 2 or 

Cat 3 

only 

42 36 30 27 24 21 19 18 16 14 12 10–12 

Cat 4 or 

Cat 6** 

only 

48 42 36 33 30 27 24 22 20 18 15 15 

* Multi-Category includes licences to manufacture multiple categories of products eg Cat 1 and 2, Cat 2 and 3, Cat 1–4 

** excludes single-step terminal sterilisation 
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ABBREVIATIONS 

FY Financial Year 

GMP Good Manufacturing Practice 

NCs Non-Conformances 

MQL Manufacturing Quality and Licensing 

QMS Quality Management System 
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GLOSSARY 

Minor Non-conformance minor or less serious non-conformance which is unlikely to pose a risk to 

product quality 

Major Non-conformance failure to satisfy a key or mandatory requirement and/or one which may pose a 

risk to product quality 

Critical Non-conformance major non-conformance which poses a risk to treated animals or users and must 

be corrected immediately 

Audit Interval period between the date at which the last audit was conducted and the latest 

date when the next audit is to be conducted 

Static risk risk embedded in the regulatory obligations for which the APVMA has oversight 

Dynamic risk the risk associated with an actual or potential instance of non-compliance  
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