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	CORRECTIVE ACTION REVIEW FORM
	FM_MQL24



	CORRECTIVE ACTION REVIEW FORM
Form:  FM_MQL24




To be completed by the AUDITOR and submitted to the MANUFACTURER and the APVMA, within 10 days of receipt of Corrective Actions/Plan submitted for Desk Review or date of Verification Audit. 

	Email:
	Post:
	

	mls@apvma.gov.au (preferred)
	Director, Manufacturing Quality and Licensing
Australian Pesticides and Veterinary Medicines Authority
GPO Box 574
Canberra ACT 2601



	Multiple Desk Reviews
Manufacturers may submit up to three (3) attempts to address non-conformances. Each attempt must be accompanied by a copy of the Response to GMP audit form (FM_MQL26 Part 1) and the Corrective Action Review form (FM_MQL24). Both forms can be revised and updated for the next attempt. Provide a copy of both documents to the APVMA within 10 days of each attempt, so that we can monitor and track progress.
Corrective and Preventative Action (CAPA) plans
If you recommend a CAPA plan to close the audit, the following steps must be taken:
(a) Review the plan detailed on the Response to GMP audit form.
(b) Prepare the Corrective Action Review in Q6 below.
(c) Indicate in Q8 if you Reject or Accept the plan. 
(d) If a CAPA plan is Accepted, forward a copy of this form with your recommendation to the MQL delegate mls@apvma.gov.au and request their review and approval.
Verification Audit
Verification audits should be held within six (6) months of the original audit date. The MQL delegate must approve a verification audit if the timeframe exceeds six (6) months.

	1. Name and street address 
of Manufacturer audited.
	
	2. Licence / Reference No.
	

	3. Date/s of original audit.

	
	4. Review Type

	Desk Review            ☐   Date: ………..
Verification Audit      ☐   Date: ………..

	5. Auditor’s Name
	

	6. Corrective Action Review:

	NC No.
(from Section C of Audit Report)
	Plan (where approved by APVMA) or
Evidence Reviewed
(please confirm why proposed plan for corrective actions has been accepted or specify document numbers etc when undertaking a review of objective evidence, attach copy of 
corrective action plan, if applicable)
	Date Rec’d from Manuf. (desk review submissions)
	Satisfactory (Yes/No)

	If, “No”, Due Date for Re-Submission /Re-Audit 

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	7. Root Cause:
	Did the company adequately consider and identify the root cause(s) when preparing the corrective action plan or when implementing the corrective actions (where applicable)
	YES ☐         	 NO ☐    
Comments:

	8. CAPA plan recommendation (if applicable)
CAPA plans must be approved by the MQL delegate before the manufacturer can commence the corrective and preventative actions.
	Based on the review of the Manufacturer’s Response to GMP audit (FM_MQL26 Part 1), the auditor recommends to:
☐ Reject the CAPA plan
More work required, or desk review of evidence preferred.
☐ Agree with the CAPA plan
Forward to the MQL delegate mls@apvma.gov.au for their decision (and copy the manufacturer).

	9. Comments:
	

	10. Completion:
	ALL non-conformances have been satisfactorily addressed           
YES  ☐
NO   ☐    

	11. APVMA Pre-audit Information – provided via Objective Connect (please tick)
	 ☐    Has been or will be returned to the APVMA 
 ☐    Has been or will be destroyed securely

	Auditors must retain a copy of their own audit documents in accordance with legislative requirements.




Auditor’s Signature:   .......................................................    Date: .......................................
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