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Year: ____________		Issued by: ____________		Date: ____________

	Subject
	ISO 13485
	IVDR
2017/746
	Canadian Regulations SOR-98-282
	ISO 9001
	Section in FDA QSR
	Due (month)
	Resp.
	Performed on

	Documentation control
	4.2.1; 4.2.2; 4.2.3; 4.2.4
	Annex IX
section 2.2
	9(2), 10-20, 32
	
	820.40
820.181
	
	
	

	Records Control
	4.2.5
	Annex IX
section 2.2
	55-56
66-68
	
	820.180
820.184
820.186
	
	
	

	Medical Device File/Device Master Records
	4.2.3
	Annex IX
section 2.2 (c)
	
	
	
	
	
	

	Quality Objectives, Quality Policy, Planning
	5.3; 5.4.1; 5.4.2; 4.1
	Annex IX
Chapter 1
Annex IX section 2.2 (a)
	2-7, 26, 28-31, 32, 33, 34, 43, 43.1
	
	820.20
	
	
	

	Management Responsibility – Responsibility, Authority; Internal Communication, management rep.; Quality Manual
	5.5; 4.2.2; 4.1
	Annex IX
Chapter 1
Section 2.2
	32(2) f)
	
	820.20
	
	
	

	Management review
	5.6; 8.2; 5.1; 5.2; 8.4; 8.1; 8.5.1
	
	
	
	820.20
	
	
	

	Resource management – training
	6.1; 6.2; 6.3; 6.4
	Annex IX section 2.2 (b)
	
	
	820.20
820.25
	
	
	

	Design Control
	7.3.1; 7.3.2; 7.3.3; 7.3.4; 7.3.5; 7.3.6; 7.3.7; 7.3.8; 7.3.9; 7.3.10; 4.2.5; 7.1; 7.2.1
	Annex XI, Chapter 1, section 2.2 (c)
	9, 10, 11, 12, 13, 14, 15, 16, 18, 19, 20, 32
	
	820.30
	
	

	


	Clinical file
	
	
	
	
	
	
	
	

	Pre-clinical file
	
	
	1, 34, 43 (1) (b)
	
	
	
	
	

	Risk Management Process
	7.1, 7.3.3, 7.3.9,
	Article 10 (2), Annex I (3)
	XX
	XX
	21CFR820.30
	
	
	

	Change Control 
	7.3.9; 7.2.2
	Annex XI, Chapter 1, section 2.2 (c)
	1, 34, 43(1)(b)
	
	820.30
	
	
	

	Customer related processes, communication-contract/ order review/processing
	7.2.1; 7.2.2; 7.2.3
	
	2-24, 26-32, 34, 43, 52-64, 66-68
schedule 1
Schedule 2
	
	820.70
	
	
	

	Purchasing & Supplier Control
	7.4.1; 7.4.2
	Annex IX
Chapter 1
Section 2.2(b)
	
	
	820.50
	
	
	

	Verification of purchased products – In coming inspection
	7.4.3; 7.5.8; 7.5.9; 7.5.10

	Annex IX
Chapter 1
Section 2.2(d)
	
	
	820.80
	
	
	

	Production control –product; processes In-process and Final Inspection
	7.5.1; 7.5.2; 7.5.3; 7.5.4; 7.5.5; 7.5.6; 7.5.7; 7.5.8; 7.5.9; 8.2.5; 8.2.6
	Annex IX
Chapter 1
Section 2.2(d)
	17
	
	820.70
820.80
	
	
	

	Production control – Infrastructure; work environment and Contamination Control
	6.3; 6.4
	
	14
	
	820.70
	
	
	

	Preservation of product – storage and distribution
	7.5.8; 7.5.9; 7.5.10; 7.5.11
	
	14
52-56
44-51
	
	820.60
820.65
820.86
820.140
820.150
820.160
	
	
	

	Identification and Traceability
	7.5.8; 7.5.9; 7.5.10
	
	21 c) & d), 52-56
66, 67
	
	820.60
820.65
820.86
	
	
	

	Control of monitoring and measuring equipment
	7.6
	Annex IX
Chapter 1
Section 2.2(e)
	
	
	820.72


	
	
	

	Feedback, Customer communication – 
Customer complaint Vigilance; recall and advisory notice
PMS and Performance 
evaluation 
Customer Satisfaction
	8.2.2; 8.2.3; 8.5.1; 7.2.3(c, d); 8.4; 8.5.1; 8.1
	Annex IX
Chapter 1
Section 2.1


Annex XIV Part A
	57(1)(a)

57(1)(b), 58(a), 59-61.1, 63, 64, 65
	8.2.1
	820.198
	
	
	

	Internal Audits
	8.2.4; 8.2.5; 8.2.6; 8.4; 8.1
	Annex VII
Section 2.2
	
	
	820.22

	
	
	

	Control of Non-conforming Product
	8.3
	Annex IX
Chapter 1
Section 2.2(b)
	
	
	820.90
	
	
	

	Corrective and Preventive action, Improvement; continuous improvement
	8.5.1; 8.5.2;8.5.3; 8.4
	
	58 a), b)
	8.5.1
	820.100
	
	
	

	Technical documentation
	
	Annex IX
Chapter 1
Section 2.2(c)
	
	
	
	
	
	

	Language Translation
	
	Article 52
Section 12
	21-23
	
	
	
	
	

	Device license and amendment regulatory requirements
	
	
	32, 34
	
	
	
	
	



*Activities performed by subcontractor.                                                             



Approved by: ________________     Signature: ______________________
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