	
	              INTERNAL AUDIT RECORD



	Process:   ____________________________________                  Date:    ________________________________

Auditor: ______________________________________             Present:    ________________________________

Log no.   _______________________________                                        __________________________________



	SCHEDULED PROCEDURES: ____________________

SCHEDULED CLAUSES:    ______________________   
	ACTUAL PROCEDURES: _______________________ 

ACTUAL CLAUSES:  ___________________________



	This audit has been carried out according to procedure XXXX.  All observations, conformances and non-conformances are detailed in the body of the report and NCR forms completed and attached for each non-conformance; _________ copies of Audit Details, ________ copies of NCR forms, __________ Action Plans, together with this Audit Record Sheet, comprise the total audit record.
COMMENTS:

Auditor (s):    _____________________________________________       Date:    ___________________________   

I note the comments made by the auditor and the Corrective Action Requests have been proposed and agreed.

COMMENTS:

Head Of Department:    _____________________________________        Date:    ___________________________



	AUDIT FOLLOW UP

If corrective actions have not been satisfactorily implemented, give numbers of new NCR’s here.

COMMENTS:

Lead Auditor:    __________________________________________        Date:    ____________________________



	AUDIT CLOSED
The actions requested during this audit have/have not been satisfactorily implemented and this audit is now closed.  (If a satisfactory situation has not yet been reached, record numbers of new NCR’s raised).
Quality Management Representative: __________________________     Date:  _____________________________



	AUDIT DETAILS

	PROCESS:  _______________________________   AUDIT NUMBER: _____________   SHEET _____ OF______



	AUDIT DETAILS

Give as much information as possible here.  Include names, procedure, form and instruction numbers, compliance, non-compliance, observations and the section of BS EN ISO13485, 21 CFR Part 820, MDD93/42/EEC or other legal documents, being audited. 
	NCR / OBS 
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	NON-CONFORMANCE REPORT

	Source of Non-conformity:    Customer Complaint □       Internal Audit□        Vendor Audit □     General□         

Process / Vendor / Customer:    _______________________________________________________________

Product / Process:  _________________________________________________________________________

Standard and Clause: ________________________________________________________ (for audits only)
Complaint / Audit Number:  __________________________     Preventive Action Required:  _______________   



	Details of Non-conformity:
Recorded By:  _______________________________________         Date:  ____________________________

Accepted By:_________________________________________        Date:  ____________________________



	Immediate Action Proposed:

Target Completion Date: ________________________________     Proposed By: _______________________



	Details of Root Cause Analysis:


	Corrective Action Proposed:


	Performed By:


	Date:
	Proposed By:
	Target Completion Date:

	NCR. Follow-up and Closeout:


	1st Review ( 1 month):

Approved:   Yes□    No□    Extension□   
Reviewed By: _______________________________                             

Date Reviewed: _____________________________


	Verification (2 months):
Approved:   Yes□    No□    New NCR□
Reviewed By: _______________________________                             

Date Reviewed: ______________________________



	Management Representative:
	
	Date:
	


	PROCESS
	
	AUDIT NUMBER
	
	AUDITOR
	
	AUDIT DATE
	

	NON-CONFORMANCES

	Details
	Actions
	Standard & Clause
	Responsibility
	TCD

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	OBSERVATIONS



	Details
	Actions
	Standard & Clause
	Responsibility
	TCD
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