


BBS-A699


ISO 13485:2003 Checklist for Canadian Medical Device Regulations

	Report Number
	
	

	
	ISO 13485:2003 #, CMDR Sec.         √ or  N/A   
Number

	1.  Responsibility for meeting CMDR – QS
	#4.1, 4.2.2, 5.1 and 5.6.2 /  See GD210
	

	2. Technical Files

	#4.2.1 and 7.1/ Sec. 32

4
	

	3.  Classification of device, information from Health Canada, Current licenses if reassessment.
	#4.2.1 and 7.1/Sec. 32
	

	4. Risk Analysis (evaluate need & records)


	#7.1 and 7.3.2 / Sec. 10
	

	5. CMDR Requirements in Design Inputs
	#7.2.1 and 7.3.2 / Sec. 10 to 20
	

	6. CMDR Requirements for Design Validation
	#7.3.6 / Sec. 12, 20, 32
	

	7. Authorising changes & HC Licence Changes
	#7.3.7/ Sec 34a
	

	8. Obligation to inform & submit certificate within 30 days 
	#4.2.3/ 43 and 43.1
	

	9. Product Labelling
	#7.5.3.1 / Sec 21 to 23
	

	10. Distribution (all medical devices)
	#7.5.3.2.1 / Sec. 52 to 56
	

	11. Distribution (active / non active implants)
	#7.5.3.2.2 / Sec. 66 to 68  (Schedule 2 devices only!)

	

	12. Agent & Distributor Records
	#7.5.3.2.2/ Sec. 52 to 56
	

	13. Process Validation
	#7.5.2.1/ Sec. 32
	

	14. Sterilisation (validated controlled process )
	#7.5.2.2/ Sec. 17
	

	15. Complaints Procedures
	#8.5.1 / Sec. 57-58
	

	16. Problem Reporting
	#8.5.1/ Sec. 59-62
	

	17. Recall[advisory notices]
	#7.2.3, and 8.5.1 / Sec 63-65
	

	18. Handling, Storage, Packaging, Preservation & Delivery  
	#7.5.1 and 7.5.5 / Sec. 14, 15
	

	19. Quality Records
	#4.2.4 / Sec. 55
	

	20. Significant Changes
	#5.4.2 , 5.6.2 Sec. 34  BSI C of C
	

	21. Outsourced processes, Virtual manufacturer
	#4.1 / Sec. 32
	

	22. Scope of registration:  is it accurate as it relates to the activities and license(s)
	#4.1 /  Sec. 32
	

	Date of assessment
	
	

	Signature of team leader
	
	


Note:  The client does not receive this form as part of the audit report.
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