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	#
	Questions
	Evaluation

	
	
	Managing Director
	Production
	Maintenance
	Purchasing
	Quality
	Human Resources
	Marketing sales
	Storing
	Exporting

	
	ISO 13485-2003 Specific Requirement
	
	
	
	
	
	
	
	
	

	1. 
	Review the Technical file and its contents. (Ref. MRI-05-D01.)
	
	
	
	
	
	
	
	
	

	2. 
	Review the Document Change Procedure, Confirm that the changes to documents are reviewed and approved either by the original approving authority. (Ref. MRP-05-01 : MRP-05-04)
	
	
	
	
	
	
	
	
	

	3. 
	Does at least one copy of obsolete controlled documents shall be retained.
(Ref. MRP-05-01 : MRP-05-04)
	
	
	
	
	
	
	
	
	

	4. 
	Review retention period the records and is it equivalent to the lifetime of the product?  (Ref. MRP-16-01)
	
	
	
	
	
	
	
	
	

	5. 
	Management review meetings included the following: (Ref. SCP-01-02)

· Regulatory Requirements and its impact, 
	
	
	
	
	
	
	
	
	

	6. 
	Review the maintenance plan and its execution (Ref. FCP-09-02) specifically:

· Sterilization Unit

· Air Handling Units
	
	
	
	
	
	
	
	
	

	7. 
	Review the Hygiene work instruction (Ref. FCI-09-A05)
	
	
	
	
	
	
	
	
	

	8. 
	Check the adherence to the cleaning instructions of the used products (Ref. MK03009)
	
	
	
	
	
	
	
	
	

	9. 
	Check the monitoring program of ALL clean rooms (Ref. FCI-09-A01) specifically:

· ΔP in the clean room and its adjacent sections

· Temperature and RH%
· Maintenance Condition of the AHUs
· Microbiological Controls of the production areas and the PRODUCTS
	
	
	
	
	
	
	
	
	

	10. 
	Review the current risk analysis and its update status (Ref. MRI-05-D01) specifically:

· Microbiological failures,

· All relevant usability aspects.
	
	
	
	
	
	
	
	
	

	11. 
	Review the advisory notice and recall system (Ref. MKP-03-03 and SCP-14-01) 
	
	
	
	
	
	
	
	
	

	12. 
	Review the retention of at least one copy of the material relevant purchase orders (Ref. PRP-06-02 and MRP-16-01) 
	
	
	
	
	
	
	
	
	

	13. 
	Review the presence of the relevant work instructions and/or other activity related documents (including labeling instructions)
	
	
	
	
	
	
	
	
	

	14. 
	Review the Batch file and its contents (Ref. FCP-08-01)
	
	
	
	
	
	
	
	
	

	15. 
	Review the Sterilization Process Records and Sterilization Process Parameters
(Ref. FCI-09-A04, FCI-09-V01, FCI-09-V02 and QCI-10-S16)
	
	
	
	
	
	
	
	
	

	16. 
	Review the sterilization process validation (Ref. FCI-09-A04, FCI-09-V01, FCI-09-V02, QCI-10-S16 and sterilizer validation protocol)
	
	
	
	
	
	
	
	
	

	17. 
	Review the records of the calibration (Ref. FCP-11-01)
	
	
	
	
	
	
	
	
	

	18. 
	Review the action if the measuring equipment was found not to conform to requirements (Ref. FCP-11-01)
	
	
	
	
	
	
	
	
	

	19. 
	Review the customer feedback results and its impact (Ref. MKP-03-03)
	
	
	
	
	
	
	
	
	

	20. 
	Review the measurement conducted on the product to verify that the product requirements have been met. (Ref. QCP-10-03)
	
	
	
	
	
	
	
	
	

	21. 
	Review that the nonconforming product is accepted by concession only if regulatory requirements are met. (Ref. QCP-13-01)
	
	
	
	
	
	
	
	
	

	22. 
	Review that the product needs to be reworked has a documented rework 
instruction (Ref. QCP-13-01)
	
	
	
	
	
	
	
	
	

	23. 
	Review the Data Analysis Procedure and its output records (Ref. QCP-20-01.)
	
	
	
	
	
	
	
	
	

	24. 
	Review the evidence of the suitability and effectiveness of the quality system (Ref. SCP-01-02)
	
	
	
	
	
	
	
	
	

	25. 
	Review Customer Complaints records (Ref. MKP-03-03) specifically check that any complaint which was not followed by a PCAR the reason should be stated
	
	
	
	
	
	
	
	
	

	26. 
	Review Preventive/Corrective Action and its linked investigation records (Ref. SCP-14-01)
	
	
	
	
	
	
	
	
	

	
	MDD 93/42/EEC Specific Requirement
	
	
	
	
	
	
	
	
	

	27. 
	Review the current risk analysis and its update status (Ref. MRI-05-D01) specifically:

· Microbiological failures,

· All relevant usability aspects.
	
	
	
	
	
	
	
	
	

	28. 
	Review the current Annex I Essential Requirements Checklist (Ref. MRI-05-D01)
	
	
	
	
	
	
	
	
	

	29. 
	Review the vigilance system procedure and records. (Ref. MKP-03-01.)

Check the presence of the competent authorities addresses
	
	
	
	
	
	
	
	
	

	30. 
	Check for the availability of the Technical File for at least 5 years after the last product is produced.
	
	
	
	
	
	
	
	
	

	31. 
	Review the advisory notice and recall system (Ref. MKP-03-03 and SCP-14-01)
	
	
	
	
	
	
	
	
	

	32. 
	Review the contents of the technical file and its contents (Ref. MRI-05-D01)

· EC Declaration of Conformity,

· Risk Analysis,

· Classification, etc….
	
	
	
	
	
	
	
	
	

	33. 
	Review the NB notification process (Ref. MRI-05-D01)
	
	
	
	
	
	
	
	
	

	34. 
	Review the Post-Production experience records (Ref. MKP-03-03)
	
	
	
	
	
	
	
	
	

	35. 
	
	
	
	
	
	
	
	
	
	

	36. 
	
	
	
	
	
	
	
	
	
	


	Remarks :

……………………………………………………………………………………………………………………………………………………………………………………………………………………………………….

……………………………………………………………………………………………………………………………………………………………………………………………………………………………………….

……………………………………………………………………………………………………………………………………………………………………………………………………………………………………….

	Fill in remarks and evidence for each item audited, if needed attach separate pages

* Evaluation: 
0:N/A

1:Conforming

2:Non-conforming,

 3:Observation



