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PROCESS AND SURVEILLANCE PLANNING MATRIX

	
	LEGEND
	
	KEY PROCESS MATRIX

	REQUIREMENTS
	MANAGEMENT & MANDATORY ELEMENTS ARE REVIEWED ANNUALLY 

use the mandatory audit record page

X = Full Review to the Standard’s & QMS req’ts

P = Sampling to the Standard’s & QMS req’ts
	QMS EXCLUSIONS 
	MANAGEMENT & MANDATORY REQUIREMENTS
	SUPPORTING PROCESSES
	DESIGN & DEVELOPMENT
	PRODUCT / SERVICE REALIZATION
	
	
	

	4.1
	GENERAL & OUTSOURCED PROCESSES
	
	X
	P
	
	
	
	
	

	4.2.1
	DOCUMENTATION GENERAL
	
	X
	
	
	
	
	
	

	4.2.2
	QUALITY MANUAL
	
	X
	
	
	
	
	
	

	4.2.3
	CONTROL OF DOCUMENTS
	
	
	X
	
	P
	
	
	

	4.2.4
	CONTROL OF RECORDS
	
	
	X
	
	P
	
	
	

	5.1
	MANAGEMENT COMMITMENT
	
	X
	
	
	
	
	
	

	5.2
	CUSTOMER FOCUS
	
	X
	
	
	
	
	
	

	5.3
	QUALITY POLICY
	
	X
	
	
	
	
	
	

	5.4.1
	QUALITY OBJECTIVES
	
	X
	
	
	
	
	
	

	5.4.2
	QMS PLANNING
	
	X
	
	
	
	
	
	

	5.5.1
	RESPONSIBILITY & AUTHORITY
	
	X
	
	
	
	
	
	

	5.5.2
	MANAGEMENT REPRESENTATIVE
	
	X
	
	
	
	
	
	

	5.5.3
	INTERNAL COMMUNICATION
	
	X
	
	
	
	
	
	

	5.6
	MANAGEMENT REVIEW
	
	X
	
	
	
	
	
	

	6.1
	PROVISION OF RESOURCES
	
	X
	
	
	
	
	
	

	6.2.1
	HUMAN RESOURCES GENERAL
	
	
	X
	
	P
	
	
	

	6.2.2
	COMPETENCE, AWARENESS & TRAINING
	
	
	X
	
	P
	
	
	

	6.3
	INFRASTRUCTURE
	
	
	
	
	X
	
	
	

	6.4
	WORK ENVIRONMENT
	
	
	
	
	X
	
	
	

	7.1
	PLANNING PRODUCT REALIZATION
	
	
	
	
	X
	
	
	

	7.2.1
	DETERMINATION OF REQUIREMENTS
	
	
	X
	
	P
	
	
	

	7.2.2
	REVIEW OF PRODUCT REQUIREMENTS
	
	
	X
	
	
	
	
	

	7.2.3
	CUSTOMER COMMUNICATION
	
	
	X
	
	
	
	
	

	7.3
	DESIGN & DEVELOPMENT
	X
	
	
	
	
	
	
	

	7.4.1
	PURCHASING PROCESS
	
	
	X
	
	
	
	
	

	7.4.2
	PURCHASING INFORMATION
	
	
	X
	
	
	
	
	

	7.4.3
	VERIFICATION OF PURCHASED PRODUCT
	
	
	X
	
	
	
	
	

	7.5.1
	CONTROL OF PRODUCT PROVISION
	
	
	
	
	X
	
	
	

	7.5.1
	CONTROL OF SERVICE PROVISION
	
	
	
	
	X
	
	
	

	7.5.2
	VALIDATION OF PROCESSES
	X
	
	
	
	
	
	
	

	7.5.3
	IDENTIFICATION & TRACEABILITY
	
	
	
	
	X
	
	
	

	7.5.4
	CUSTOMER PROPERTY
	
	
	
	
	X
	
	
	

	7.5.5
	PRESERVATION OF PRODUCT
	
	
	
	
	X
	
	
	

	7.6
	MONITORING & MEASUREMENT DEVICES
	
	
	X
	
	P
	
	
	

	8.1
	MEASUREMENT, ANALYSIS & IMPROVEMENT
	
	X
	
	
	
	
	
	

	8.2.1
	CUSTOMER SATISFACTION
	
	X
	
	
	
	
	
	

	8.2.2
	INTERNAL AUDIT
	
	X
	
	
	
	
	
	

	8.2.3
	PROCESS MONITORING/MEASUREMENT
	
	P
	
	
	X
	
	
	

	8.2.4
	PRODUCT MONITORING/MEASUREMENT
	
	P
	
	
	X
	
	
	

	8.3
	CONTROL NONCONFORMING PRODUCT
	
	P
	P
	
	X
	
	
	

	8.4
	ANALYSIS OF DATA
	
	X
	
	
	
	
	
	

	8.5.1
	CONTINUAL IMPROVEMENT
	
	X
	
	
	
	
	
	

	8.5.2
	CORRECTIVE ACTION
	
	X
	P
	
	P
	
	
	

	8.5.3
	PREVENTIVE ACTION
	
	X
	P
	
	P
	
	
	

	
	USE OF MARKS
	
	X
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	THIS ACTIVITY
	
	X
	X
	
	X
	
	
	

	
	SURVEILLANCE PLAN
	1yr 
	X
	S11
	
	
	
	
	

	
	
	2yr
	X
	
	
	S12
	
	
	

	
	REASSESSMENT
	3yr
	X
	S13
	
	S13
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