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	· Per ISO 9001:2015 4.4, “the organization shall determine the processes needed for the quality management system.” 
· The effectiveness of processes that directly affect the organization’s ability to ensure the conformity of its products and services and the enhancement of customer satisfaction must be measured and monitored, and Key Performance Indicators (KPI’s) must be available to the auditor at the time of the Stage 2 audit. 
· These KPI’s should be specific to the measured process(es) and are not the same as organizational quality objectives.
· Measured processes are hereafter referred to as “critical processes”. Client organizations are responsible for determining their critical processes. 
· Operational processes (those related to the requirements of Section 8 below), at a minimum, are likely to be critical processes.




	INSTRUCTIONS:

	This form shall be completed as part of Stage 1 activities and updated as necessary throughout the certification of the organization. 

	· Prior to the Stage 1 audit, the client organization shall list all of their processes (as defined in the Interaction of Processes diagram) across the top of the table below. 
· If additional columns are necessary, multiple matrix forms may be used. 
· Place an “X” in the square where the requirement of ISO 9001 (the clause number) is covered by the organization-defined process(es). 
· When complete, the processes below should cover all requirements of the ISO 9001:2015 standard – i.e., all rows should have at least one mark.
· The requirements of the standard may be met in more than one process; mark all applicable processes.
· If the organization has determined a requirement to be non-applicable (and justified its non-applicability), mark “N/A” in the affected rows.
· In cases where processes are carried out across a variety of locations, all processes are to be listed on this form, so that all standard requirements are shown to be met.
· If each clause is not covered within at least one process, a nonconformance will result.
· The form will be reviewed with the auditor as part of the Stage 1 audit.
· The completed matrix will be used to assist the auditor in planning for subsequent audits, and ensuring all requirements are audited as necessary.
· The client organization shall be responsible for reviewing the matrix prior to each subsequent audit and updating the table based on any changes to their quality management system since the last audit.



	Standard Elements
	Client Processes
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	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13
	14
	15

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Indicate (X) which processes are considered to be critical
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	4
	Context of the Organization
	

	4.1
	Understanding the organization and its context
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	4.2
	Understanding the needs and expectations of interested parties
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	4.3
	Determining the scope of the QMS
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	4.4
	Quality management system and its processes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	5
	Leadership
	

	5.1
	Leadership and commitment
	

	5.1.1
	General
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	5.1.2
	Customer focus
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	5.2
	Policy
	

	5.2.1
	Establishing the quality policy
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	5.2.2
	Communicating the quality policy
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	5.3
	Organizational roles, responsibilities and authorities
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	6
	Planning
	

	6.1
	Actions to address risks and opportunities
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	6.2
	Quality objectives and planning to achieve them
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	6.3
	Planning of changes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	7
	Support
	

	7.1
	Resources
	

	7.1.1
	General
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	7.1.2
	People
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	7.1.3
	Infrastructure
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	7.1.4
	Environment for the operation of processes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	7.1.5
	Monitoring and measuring resources
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	7.1.6
	Organizational knowledge
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	7.2
	Competence
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	7.3
	Awareness
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	7.4
	Communication
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	7.5
	Documented information
	

	7.5.1
	General
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	7.5.2
	Creating and updating
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	7.5.3
	Control of documented information
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8
	Operation
	

	8.1
	Operational planning and control
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.2
	Requirements for products and services
	

	8.2.1
	Customer communication
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.2.2
	Determining the requirements for products and services
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.2.3
	Review of the requirements for products and services
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.2.4
	Changes to requirements for products and services
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.3
	Design and development of products and services
	

	8.3.1
	General
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.3.2
	Design and development planning
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.3.3
	Design and development inputs
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.3.4
	Design and development controls
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.3.5
	Design and development outputs
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.3.6
	Design and development changes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.4
	Control of externally provided processes, products and services
	

	8.4.1
	General
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.4.2
	Type and extent of control
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.4.3
	Information for external providers
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.5
	Production and service provision
	

	8.5.1
	Control of production and service provision
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.5.2
	Identification and traceability
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.5.3
	Property belonging to customers or external providers
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.5.4
	Preservation
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.5.5
	Post-delivery activities
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.5.6
	Control of changes
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.6
	Release of products and services
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	8.7
	Control of nonconforming outputs
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	9
	Performance Evaluation
	

	9.1
	Monitoring, measurement, analysis and evaluation
	

	9.1.1
	General
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	9.1.2
	Customer satisfaction
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	9.1.3
	Analysis and evaluation
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	9.2
	Internal audit
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	9.3
	Management Review
	

	9.3.1
	General
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	9.3.2
	Management review inputs
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	9.3.3
	Management review outputs
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	10
	Improvement
	

	10.1
	General
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	10.2
	Nonconformity and corrective action
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	10.3
	Continual improvement
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