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The purpose of a GMP audit is to assess a Manufacturer’s compliance with the Agricultural and Veterinary Chemicals (Manufacturing Principles) Determination 2014 (MPs) and the Australian Code of Good Manufacturing Practice for Veterinary Chemical Products, 2007 (and relevant annexes) and under the provisions of the Agricultural and Veterinary Chemicals Code Act 1994.
The role of the Auditor is to systematically and objectively collect and analyse sufficient relevant evidence to allow him/her to make an assessment of the Manufacturer’s conformance with GMP requirements.
Manufacturers are responsible for GMP compliance and are expected to establish, implement and maintain effective systems and procedures that comply with the relevant manufacturing standard.  Non-conformances are considered to be failures of the Manufacturer’s quality management system and should be addressed as such. 
Non-conformances observed during the audit are recorded in this GMP Audit Report for the Manufacturer’s attention.  It is not possible in an audit with a limited timeframe to identify every area requiring attention.  The Manufacturer is required to undertake corrective actions for each of the non-conformances listed.  The corrective actions should include remedial action for each specific non-conformance, as well as preventative action where appropriate to ensure the non-conformance does not re-occur. 
IMPORTANT:  Please note that the Auditor is authorised to assess a Manufacturer’s compliance with the APVMA’s GMP requirements, but responsibility for audit closure and licensing decisions rests with the APVMA.
	Non-Conformance Ratings:
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 – a major non-conformance which poses a risk to treated animals or users and must be corrected immediately.


Privacy and your personal information
Your personal information is protected by law, including the Privacy Act 1988 and the Australian Privacy Principles (APPs).

The APVMA is collecting your personal information for the purposes of assisting the APVMA to perform its functions under the Agricultural and Veterinary Chemicals (Administration) Act 1992 and related legislation, including for the purpose of processing audits and audit outcomes. 

The APVMA will provide personal information collected in relation to this form to the nominated auditor for the purposes of the audit. The APVMA handles personal information in accordance with the APVMA’s Privacy Policy.

The APVMA’s Privacy Policy contains information about:
· how you may access, or request correction of, the personal information the APVMA holds about you; and
· how you may complain about a breach of:
· the APPs; or
· a registered APP code that binds the APVMA; and
· how the APVMA will deal with such a complaint.
For queries in relation to privacy matters, you can contact the Privacy Team by email at privacy@apvma.gov.au.


Giving false or misleading information is a serious offence. Civil penalty provisions may also apply.
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Section A.  MANUFACTURER & AUDIT DETAILS

	1. Manufacturer Types
	☐ New licence applicant 
☐ Australian Licence Holder
☐ Overseas manufacturer

	2. Street address of manufacturer
	

	3. Details of any additional premises audited
	


	4. Audit Owner
(overseas audits only)
	



	5. Date/s of audit

	
	6. Type of audit
	☐    FULL – Initial
☐    FULL - Subsequent
☐    Licence variation
            

	7. Auditor/s
	
	8. Audit mode
	☐ On-site
☐ Hybrid
☐ Remote

	9. APVMA audit duration decision
	
	10. Audit duration(days/hours) 
	

	11. Categories of manufacture covered in audit
	
	12. Report Supplements Attached
	☐ Annex 1 FM_MQL27
	☐ Annex 2 FM_MQL28
	☐ Annex 3
FM_MQL29

	13. 
	
	14. 
	☐ Annex 4 FM_MQL30
	☐ Annex 5 FM_MQL31
	☐ Annex 6 FM_MQL32

	15. Names and positions of key people interviewed
	

	16. Person in
charge of Production
	
	17. Person in charge of Quality
	

	18. Are the details of the current APVMA licence (i.e. company details and product scope) correct for this manufacturer? If not, please provide comment
	

	19. Was the full, current APVMA licence on public display at the premises?
	  ☐  YES
  ☐    NO – provide comment

	20. Aspects of Code of GMP NOT covered at this audit (if any) (please include reason/s)
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	MANUFACTURER:
	
	LICENCE/
REFERENCE No.
	




Section A.  MANUFACTURER & AUDIT DETAILS Cont.
21. Please indicate which of the following steps of manufacture of veterinary chemical products are performed at the premises.  (Check against steps listed on current licence and note if any steps should be added to or deleted from the licence).
Please only list steps of manufacture which are conducted on product. For example, please do not include ‘sterilisation’ if this only relates to sterilising of equipment or ‘analysis and testing’ if it is for environmental monitoring. 
	Step of Manufacture
	
	Step of Manufacture
	

	Quality assurance (QA) of raw materials
	☐	Packaging
	☐
	Serum collection
	☐	Labelling
	☐
	Colostrum collection
	☐	Or:  Secondary packaging
	☐
	Management and immunisation of donor animals
	☐		Secondary labelling 
	☐
	Bacterial fermentation
	☐	Repackaging
	☐
	Fungal fermentation
	☐	Relabelling
	☐
	Virus cultivation
	☐	Strip, blister or sachet packaging
	☐
	Chemical synthesis
	☐	Tableting 
	☐
	Formulation including Blending 
	☐	Tablet coating
	☐
	Dry milling
	☐	Pellet extrusion
	☐
	Wet milling 
	☐	Capsule filling from bulk
	☐
	Granulation
	☐	Aerosol filling from bulk
	☐
	Filling
	☐	Freeze-drying
	☐
	Aseptic filling
	☐	Spray-drying
	☐
	Sterilisation: 	a)  Heat
	☐	Other type of manufacturing 
(please specify)
	☐
			b)  Radiation
	☐	
	

			c)  Gas
	☐	
	

			d)  Filtration
	☐	
	

			e)  Chemical
	☐	
	

	Microbiological reduction treatment:
	
	
	

			a)  Heat
	☐	
	

			b)  Radiation
	☐	
	

			c)  Gas
	☐	
	

			d)  Filtration
	☐	
	

			e)  Chemical
	☐	
	

	Analysis and testing: 
	
	Record a comment for any changes to the current licensing or for new additions / removals.
Comments:


			Physical
	☐	

			Chemical
	☐	

			Endotoxin testing
	☐	

			Antibiotic assay
	☐	

			Microbiological
	☐	

			Sterility test
	☐	

			Serological
	☐	

			Immunological
	☐	

			Other (please specify)
	☐	

	Storage (in process/quarantine)
	☐	

	Release from Manufacture only (partial release)
	☐	

	Release for supply (final quality release of finished product)
	☐	


22. Product types and dosage forms
	Product Category
	Category Description
	Dosage Form
	Currently on licence
	Not on licence

	
	
	
	Keep
	Remove
	Add

	Category 1
	1a – Sterile preparations

	Sterile products for injection
	☐
	☐
	☐

	
	
	Sterile products for topical use
	☐	☐	☐
	
	
	Subcutaneous implants 
	☐	☐	☐
	
	
	Other: ____________________
	☐	☐	☐
	
	1b - Immunobiologicals
	Immunobiologicals 
	☐	☐	☐
	
	
	Other: ____________________
	☐	☐	☐
	Category 2
	Non-sterile veterinary preparations except Categories 3 and 4
	Aerosols
	☐	☐	☐
	
	
	Bolus 
	☐	☐	☐
	
	
	Capsules – hard shell
	☐	☐	☐
	
	
	Capsules – soft gel
	☐	☐	☐
	
	
	Creams / Lotions
	☐	☐	☐
	
	
	Gels
	☐	☐	☐
	
	
	Granules
	☐	☐	☐
	
	
	Liquids - oral
	☐	☐	☐
	
	
	Liquids topical
	☐	☐	☐
	
	
	Ointment
	☐	☐	☐
	
	
	Pastes
	☐	☐	☐
	
	
	Pellets
	☐	☐	☐
	
	
	Powders
	☐	☐	☐
	
	
	Sprays
	☐	☐	☐
	
	
	Suspensions
	☐	☐	☐
	
	
	Tablets
	☐	☐	☐
	
	
	Other: ____________________
	☐	☐	☐
	Category 3
	Ectoparasiticides
(for external application)
	Aerosols
	☐	☐	☐
	
	
	Collars
	☐	☐	☐
	
	
	Ear tags
	☐	☐	☐
	
	
	Liquids
	☐	☐	☐
	
	
	Pastes
	☐	☐	☐
	
	
	Powders
	☐	☐	☐
	
	
	Sprays
	☐	☐	☐
	
	
	Other: ____________________
	☐	☐	☐
	Category 4
	Premixes /
Supplements
	Premix – liquid
	☐	☐	☐
	
	
	Premix - powder
	☐	☐	☐
	
	
	Probiotics 
	☐	☐	☐
	
	
	Supplements - liquid
	☐	☐	☐
	
	
	Supplements - powder
	☐	☐	☐
	
	
	Therapeutic Pet foods
	☐	☐	☐
	
	
	Other: ____________________
	☐	☐	☐


	Australian Sites (if licensed):
Are all of the product types/dosage forms currently listed on the licence being manufactured?

	
	Yes		☐

	No		☐    (please provide comments)


	Australia sites (new licence applicants):
Have all of the product types and dosage forms nominated in the application form been assessed?

	
	Yes		☐

	No		☐     (please provide comments)


	Overseas sites: 
Please list the products and/or product types/dosage forms that were assessed during the audit.

	




	23. Please list all contract testing laboratories used by this manufacturer to QC vet products. 
Please include as much information as possible, including APVMA licence numbers, if known
If an overseas manufacturer please only include details of QC testing laboratories used for products destined for the Australian market

	

	24. Please list all other subcontractors who perform steps of manufacture (other than testing) for products made by this manufacturer.
Please include as much information as possible, including APVMA licence numbers, if known

	

	25. If Quality Assurance (QA) of raw materials is not performed by this manufacturer, please provide details of who does perform this activity for products manufactured on site.

	

	26. If release for supply is not a function performed by this manufacturer, please provide details of who does perform this activity for products manufactured on site.

	

	27. If the manufacturer has special conditions on their APVMA licence please confirm they have been assessed. Provide details below.

	




Section B.	COMPLIANCE REPORT

General conclusions
	Please provide comments on the audit, addressing overall levels of compliance, attitudes of staff, manufacturing activities observed during the audit, area or line closures and any other information that will assist the APVMA in assessing compliance with the Manufacturing Principles.

	



Changes since last audit
	Please provide details of any significant changes at the facility (building, personnel, operations etc), since the last audit.

	




Review of corrective actions from previous audit (if applicable)
	Please provide confirmation that all corrective actions from the previous audit have been successfully implemented.
Please advise if any repeat non-conformances are identified and include the details in Section C of the report. 

	Previous NC number
	Previous Non-conformance
	Satisfactory
	Comments

	
	
	YES ☐/ NO ☐
	

	
	
	YES ☐/ NO ☐
	

	
	
	YES ☐/ NO ☐
	

	
	
	YES ☐/ NO ☐
	

	
	
	YES ☐/ NO ☐
	

	
	
	YES ☐/ NO ☐
	




Specific audit findings
	Key requirements
	Compliance rating
Please mark
	Evidence sighted and observations
(Please provide details of observations, documents reviewed, discussions with relevant staff, and any other comments that are relevant to the assessed rating).

	Quality Management
	

	


	Suitable QA system is in place, relevant to the nature and intended use of the product and ensures products meet registration requirements 
(MP 6(1)).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	QA system ensures relevant quality standards are met, starting materials comply with standards, contamination is prevented, safeguards prevent errors and release procedures are effective (MP 6(2)).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	System is documented, adequately resourced, monitored and provides for continuous improvement (MP 6(3) cGMP 104-105).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Management have appropriate oversight of the systems (cGMP 101-103)
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Suitably qualified Quality and Production nominees have authority to exercise appropriate control 
[cGMP 106-110].
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Process and change control procedures in place (cGMP 111-112).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Other Quality Management issues.
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Personnel and training
	
	


	Key personnel appropriately trained or experienced, with clearly defined responsibilities, providing appropriate management and supervision.  
(MP 7(1), cGMP 202-203 and 207-211).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Staff trained and assessed for competency in GMP and their specific duties (MP 7(2), cGMP 213-222)
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Sufficient competent staff (MP 7(3), cGMP 201, 212)
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Staff have sufficient authority to carry out responsibilities, roles are appropriately delegated (cGMP204-205)
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Personal hygiene and health issues addressed (cGMP 223-231)
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Other Personnel and Training issues.
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Buildings and Grounds
	
	


	Buildings suitable for operations carried out in them, protect products from contamination, permit effective cleaning and maintenance, and minimise manufacturing error 
(MP 8(1) cGMP 301-304).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Manufacturing environment and equipment ensures appropriate hygiene standards, minimises contamination, and protects operators and outside environment (MP 8(2), cGMP 305-309).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Appropriate cleaning and sanitation procedures in place, as well as effective pest control programs 
(cGMP 310-314).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Storage areas (including receipt and dispatch areas) suitable 
(cGMP 315-324).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Production areas suitable, and designed and managed to minimise cross-contamination, facilitate cleaning and minimise error (cGMP 325-339)
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	QC and ancillary areas suitable and adequately separated from production areas (cGMP 340-347).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Animal houses adequately isolated, with separate access and air handling facilities (cGMP 347). 
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Other Buildings and Grounds issues.
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Equipment
	
	


	Equipment suitable for intended use. Appropriately installed, operated, maintained and cleaned in accordance with documented procedures 
(MP 9(1) cGMP 401-403).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Equipment designed and laid out to minimise error, to permit cleaning and maintenance, and avoid adverse environmental impact on product quality (MP 9(2)).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Equipment identified, monitored and removed if defective (cGMP 404-408)
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Adequate qualification and validation of equipment carried out 
(cGMP 409-410).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Equipment calibrated where required and appropriately maintained 
(cGMP 411-419).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Equipment cleaning procedures and schedules adequate and effective (cGMP 420-426).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Other equipment issues.
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Documentation
	
	


	Adequate documentation and record keeping, including specifications, manufacturing formulae and procedures, and QC, that provides a complete and traceable history for each batch (MP 10).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Adequate documents, suitable for intended use which have undergone appropriate approval processes (cGMP 501-511)
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Adequate system of document control in place (cGMP 512-516).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Appropriate records taken and securely retained in a suitable format for the legislated period (cGMP 517-522).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Adequate documented specifications (cGMP 523-527).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Adequate materials control records (cGMP 528-532).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Thorough, clear and compliant master manufacturing formulae, manufacturing instructions, packaging and labelling instructions) 
(cGMP 533-539).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Adequate batch records 
(cGMP 540-549)
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Other records adequate 
(cGMP 550-557).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Other documentation and records issues.
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Computer systems

	
	


	Computer systems subject to quality system management to ensure operational suitability (MP 11(1)).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Introduction of computer systems does not adversely affect product quality or quality assurance (MP 11(2)).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Description of systems in place (cGMP 601)
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Adequate qualification and validation of installed computer systems
(cGMP 602-606).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Adequate change control, security access and data management systems in place (cGMP 607-614)
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Backup and recovery arrangements in place (cGMP 615-616).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Other computer systems issues.

	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Production
	
	


	Products manufactured to specifications, in accordance with manufacturing information provided for registration (MP 12(1), cGMP 701).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Production operations follow documented procedures.  (MP 12(2))
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Critical processes and changes to those processes adequately validated 
(MP 12(3)).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Records of materials and key activities maintained (cGMP 702)
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Materials adequately controlled (cGMP 706-723).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Cross-contamination adequately controlled (cGMP 703, 724-725).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Process monitored and validated (cGMP 704, 726-728)
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Production procedures documented and followed (cGMP 729-749).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Process water adequately managed.  (cGMP 750-754).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Filling, packaging and labelling procedures documented and followed (cGMP 755-768).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Release procedures documented and followed (cGMP 769-771).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Appropriate management of rejected, recovered and returned materials (cGMP 772-778).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Other production issues
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Quality Control

	
	


	Effective QC system in place to ensure that products are manufactured in accordance with documented procedures and comply with registered specifications before release 
(MP 13(1)).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Quality control sufficiently independent to allow effective implementation of the QC function. (MP 13(2), cGMP 801, 803, 805-806).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Analytical laboratories and animal testing facilities follow GLP principles (MP 13.3, cGMP 804).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Documentation, sampling plans and procedures appropriate 
(cGMP 809-819).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Adequate retention samples kept (cGMP 820-823).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Product release adequately controlled by QC (cGMP 824).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Other quality control issues.

	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Contract Manufacture
	
	


	Appropriate written GMP contracts in place with contractors 
(MP 14(1), cGMP 902, 904-906).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Contract manufacture arrangements do not compromise product quality 
(MP 14(2), cGMP 903).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Manufacturers exert appropriate GMP control over sub-contractors covered by their licence (MP 14(3)).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Both parties adequately carry out agreed responsibilities 
(cGMP 907-917).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Appropriate inspections carried out on contract manufacturers (cGMP 918).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Other Contract Manufacture issues.
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Internal Audits
	

	


	Adequate regular internal audits carried out and identified corrective action adequately addressed 
(MP 15, cGMP 1001-1004).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	






	Complaints & Recalls
	

	


	Effective complaints handling procedure in place with provision for investigating complaints about product quality (MP 16(1), cGMP 1101-1109).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	

	Effective recalls procedure in place (MP 16(2), cGMP 1110-1118).
	Compliant        ☐
Non-compliant ☐
N/A                  ☐
	




Section C.	NON-CONFORMANCES (NCs) IDENTIFIED 
Non-conformances should be accurately classified and written in such a way that the next auditor can accurately identify what the problem was and which documents, procedures, activities were assessed. Close out requirements should be discussed at the exit meeting. 
– refer to GMP Audit Procedure – Annex B for guidance.

	Key Area
(Buildings, Sanitation, Process Control, etc).
	NC No.
	Specific 
Non-Conformance (NC)

	*Level of non- compliance
	GMP
Code / MP
Ref No.
	#Repeat NC
(R) 
	NC Close out Requirement [Desk Review (D) (of evidence of plan)  or Verification audit (on-site) (V)] & Due Date

	
	
	
	Critical    ☐
Major      ☐
Minor      ☐
	
	
Yes  ☐
No   ☐
	Desk review ☐
CAPA plan ☐
Verification audit ☐
Due Date: _____________

	
	
	
	Critical    ☐
Major      ☐
Minor      ☐
	
	Yes  ☐
No   ☐
	Desk review ☐
CAPA plan ☐
Verification audit ☐
Due Date: _____________

	
	
	
	Critical    ☐
Major      ☐
Minor      ☐
	
	Yes  ☐
No   ☐
	Desk review ☐
CAPA plan ☐
Verification audit ☐
Due Date: _____________

	
	
	
	Critical    ☐
Major      ☐
Minor      ☐
	
	Yes  ☐
No   ☐
	Desk review ☐
CAPA plan ☐
Verification audit ☐
Due Date: _____________

	
	
	
	Critical    ☐
Major      ☐
Minor      ☐
	
	Yes  ☐
No   ☐
	Desk review ☐
CAPA plan ☐
Verification audit ☐
Due Date: _____________



*NOTE:  Level of non-compliance to be shown as: CRITICAL, MAJOR, or MINOR non-conformance
# NOTE: Mark Repeat - where the same non-conformance was identified at the previous audit, or not adequately addressed.

Replicate the rows with the check boxes above for any additional non-conformances.
AUDITOR’S CALCULATION OF NON-CONFORMANCE SCORE AND AUDIT RATING: #

Please refer to the website for full information on the calculation of audit ratings and NC scores.
 
Step 1:

	Number of Non-conformances
	Non-conformance unit value
	Calculated Non-conformance Score

	Critical
	
	N/A    ►  
	    ►    Audit Level 4 (see below)

	Major
	
	4
	

	Minor
	
	1
	

	
	         Total NC Score           ►
	


Step 2:

	Audit Result
	Audit Rating #
(please select one)
	Manufacturer eligible for closure by plan?

	Number of Major NCs
	NC Score
	
	

	0
	0 to 7
	   ☐  Audit Level 1
	Yes

	No more than 5
	7 to 20
	   ☐  Audit Level 2
	Yes

	No more than 10
	21 to 40
	   ☐  Audit Level 3 
	Yes

	More than 10
	Greater than 40
	   ☐  Audit Level 4
	Yes

	Any critical NC
	N/A            ►
	   ☐  Audit Level 4
	Yes



· Audit Level 1 - no major NCs and the non-conformance score is 7 or less.
· Audit Level 2 - no more than 5 major NCs and their non-conformance score is between 7 and 20
· Audit Level 3 - no more than 10 major NCs and non-conformance scores of 21 to 40
· Audit Level 4 - more than 10 major NCs and/or a non-conformance score greater than 40, or any critical NCs.

#  Please note:  the non-conformance score and Audit Rating may be subject to change once the APVMA has assessed the provided information.  While the APVMA does not normally alter the NC rating provided by an auditor we may de-aggregate distinct non-conformances or aggregate similar non-conformances when determining a non-conformance score.  Similarly, if a NC reported is not clearly expressed—or it is challenged by the manufacturer - the APVMA may ask the auditor to provide further information to justify the score and rating assigned.

Consideration is also given to where the audit report describes intentional—or management sanctioned—breaches of licence conditions or manufacturing standards or a loss of process control or a critical non-conformance is identified.  In these circumstances 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 may include:
· the release of raw materials or finished product that was out-of-specification (OOS)
· repeat non-conformances
· breaches of licence conditions
· critical non-conformances
· reports demonstrating Audit Level 3 or 4 compliance at two successive audits.

Section D.	AUDITOR’S SUMMARY

	1.	Audit outcome 
· Manufacturer fully compliant with MPs & Code of GMP				☐

· Corrective action required to meet compliance						☐
·  Evidence &/or plan to be submitted to Auditor for desk-review			☐

Agreed date for submission _____________________________

Corrective and Preventative (CAPA) Plans require approval from the APVMA.

·  Verification audit required (on-site inspection)					☐

Agreed date for verification audit _________________________

· The premises, procedures and personnel are unsuitable for the 			☐
manufacture of veterinary chemical products and do not meet the 
requirements of the MPs & Code of GMP 						


	2.  Audit Rating (from Section C)

		☐  Audit Level 1

	☐  Audit Level 2

	☐  Audit Level 3 

	☐  Audit Level 4




	3.	Observations & Suggestions for improvement (other than specific non-conformances), including audit-readiness of the Manufacturer.  NCs must not be reported as suggestions.


	4.	Other comments relating to the audit, particularly highlighting areas requiring attention at next audit.


	Signatures, Please note this report may be signed electronically.

	Auditor’s Name:  ...............................…………………..	

Signature:  .................................................................                       Date:  ............…………...

	 IMPORTANT:  Manufacturer’s Declaration: 
I confirm that I have read and understood this audit report. The information is an accurate assessment of the GMP audit. Where there are any issues or concerns these have been escalated to the Auditor and/or APVMA. 
Manufacturer’s Representative:……………………………………	Position:………………………………..  
Signature:  .................................…………………………………….	 Date:  .....……………......…………...



Instructions for Completing Audit Documents
1. The Auditor must complete Sections A to D of the Audit Report and any associated documents (eg. Report Supplements) and forward the documents to the Manufacturer, and a copy to the APVMA within 10 working days of the date of the audit (email preferred)
2. The Auditor must also complete and submit a Notification of Completed Audit Form (FM_MQL06) to the APVMA within 3 working days of the audit (within 24hrs in cases where critical non-conformances are identified).
3. The Manufacturer should review the Audit Report (and all associated documents), and sign Section D confirming they have read the report.  Where Critical non-conformances are identified, the Manufacturer must notify the APVMA of those within three (3) working days of the audit date. 
The Manufacturer must also complete and sign Part 1 of the “Response to GMP Audit Report” form (FM_MQL_26), detailing the specific corrective actions to be undertaken to address each of the non-conformances identified.  
The Manufacturer is also requested to complete Part 2 of the “Response to GMP Audit Report” form, “Manufacturer Feedback to the APVMA” which is intended to provide valuable confidential feedback to the APVMA on the quality and rigour of GMP audits conducted.  Whilst Part 2 is not compulsory, responses will assist the APVMA in our Quality Assurance Program for GMP Auditors.
4. The Manufacturer must send the signed Audit Report, and all associated documents, along with the Response to GMP Audit Report to the APVMA within 25 working days of the audit date (see below for address details – email preferred).  The Manufacturer should retain copies of all audit documents.  
5. The Manufacturer should also send a copy of Part 1 ONLY of the “Response to GMP Audit Report” form to the Auditor, along with evidence addressing non-conformances, as required.
6. The Manufacturer must make arrangements as agreed with the Auditor to close out the audit by:
· Desk Review - submitting agreed objective evidence or detailed plan to the Auditor for review, within the agreed timeframes specified in Section C of the Audit Report, demonstrating that the non-conformances have been addressed; 
· Corrective and Preventative Action (CAPA) Plan – the manufacturer must first submit their plan to the Auditor for review. The Auditor will document on FM_MQL24 their assessment before a copy should be forwarded to the APVMA for the MQL delegate to review and approve. 
· Verification Audit - undergoing an on-site inspection of the premises by the Auditor, within the agreed timeframe, to confirm that the non-conformances have been satisfactorily addressed.  This audit should be limited to examination of the items deemed non-compliant at the primary audit.  The intended date of the Verification Audit should be agreed at the audit exit meeting and noted in Section C of the Audit Report.
Under normal circumstances, the APVMA expects that if a plan is not an option/agreed then all non-conformances will be closed out within eight (8) weeks of the audit date.  The APVMA reserves the right to specify timeframes, etc for the completion of corrective actions.  These corrective actions will be followed up at the next routine audit.
7. If the Manufacturer does not accept the Auditor’s assessment reasons/justifications should be included in Part 1 of the “Response to GMP Audit Report” form (or separate letter), offering alternative corrective actions and timeframes for close-out.  
Issues of dispute should be clearly identified and drawn to the APVMA’s attention.  The APVMA will arbitrate in these instances and advise on close-out requirements.  In these instances, the Audit Report and submissions should be sent to the APVMA as soon as possible after the audit.


8. Where a Desk Review of corrective actions is required, the Auditor will complete a Corrective Action Review/Audit Close-Out Form (FM_MQL24) reporting on the findings of his/her review and forward it to the Manufacturer and the APVMA within 10 working days of their receipt of the submission.  Separate forms should be prepared and provided for each submission of corrective actions received and reviewed.
9. Where a Verification Audit of corrective actions is required, the Auditor will complete a Corrective Action Review Form (FM_MQL24) reporting on the findings of his/her review and forward it to the Manufacturer and the APVMA within 10 working days of the Verification Audit. 
10. Once the APVMA has received written confirmation that all corrective actions arising from the audit have been completed (or a satisfactory plan has been approved), the APVMA will send written advice to the Manufacturer of its decision with respect to audit closure and licensing and notification of the due date for the next audit. 
11. The audit review & risk assessment process may take up to four (4) months after submission of the last audit document. Please return all documents ASAP so that the review process can commence promptly.  
12. Refer to the GMP Audit Procedure on the APVMA website for full details.
All correspondence should be addressed to:
Director MQL,
	Email:
	Post:
	

	MLS@apvma.gov.au
(preferred)
	Manufacturing Quality and Licensing (MQL)
APVMA
GPO Box 574
Canberra ACT 2601
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GMP AUDIT TIMELINE

	25 wkg days

	15 wkg days
	

	10 wkg days
	
	
	

	3 wkg days
	
	
	
	

	
DATE OF AUDIT
	Notification of Completed Audit sent  to APVMA (Auditor)  24 hrs for CRITICAL NCs
	Audit Report & associated documents sent to Manufacturer & APVMA (Auditor)
	Audit Report & Response sent to APVMA (copy Response to Auditor with evidence) (Manufacturer)
	Statutory Declaration submitted to APVMA confirming all NCs addressed as per approved plan (Manufacturer)
 
Confirmation NCs addressed or satisfactory plan approved – Final advice sent to APVMA (Auditor)

	
	
	Total = 8 weeks (NCs closed or plan approved)
Submission of Stat Dec (plans only) = 6 months
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