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ISO 19443:2018 – Compliance Matrix 
Clause 4 – Context of the Organization
	Sub-clause
	Activities / Actions
	Documentation
	Resources
	Tools / Techniques
	Processes / Procedures

	4.1
	Identify internal & external issues incl. nuclear safety
	Context analysis; SWOT; Risk register
	Top management; QMS lead
	PESTLE; SWOT
	Context determination process

	4.2
	Identify interested parties & requirements
	Stakeholder register; Legal register
	Compliance team
	Stakeholder mapping
	Interested parties management

	4.3
	Define QMS scope incl. ITNS
	QMS scope statement
	Management
	Scope mapping
	Scope determination

	4.4
	Define processes & interactions
	Process maps; QMS manual
	Process owners
	SIPOC; PDCA
	QMS process management



Clause 5 – Leadership
	Sub-clause
	Activities / Actions
	Documentation
	Resources
	Tools / Techniques
	Processes / Procedures

	5.1.1
	Demonstrate leadership & accountability
	Leadership commitment records
	Top management
	KPIs; reviews
	Leadership governance

	5.1.2
	Ensure customer & regulatory focus
	Customer requirements log
	Sales; compliance
	Contract review
	Customer focus process

	5.1.3
	Promote nuclear safety culture
	Safety culture policy; lessons learned
	All personnel
	Safety culture surveys
	Nuclear safety culture management

	5.2
	Establish & communicate quality policy
	Quality & nuclear safety policy
	Management
	Policy deployment
	Policy management

	5.3
	Assign roles & authorities
	Org chart; role descriptions
	Appointed managers
	RACI
	Role & authority management



Clause 6 – Planning
	Sub-clause
	Activities / Actions
	Documentation
	Resources
	Tools / Techniques
	Processes / Procedures

	6.1
	Identify risks & opportunities
	Risk register; action plans
	Risk owners
	Risk matrix
	Risk management

	6.1.3
	Identify ITNS items & activities
	ITNS breakdown; classification
	Engineering; quality
	Safety classification
	ITNS determination

	6.1.4
	Apply graded approach
	Grading criteria; justification
	QA; engineering
	Risk grading
	Graded application

	6.2
	Set nuclear-relevant quality objectives
	Quality objectives; plans
	Management
	SMART objectives
	Objective planning

	6.3
	Manage QMS changes
	Change records
	Management
	Impact analysis
	Change management



Clause 7 – Support
	Sub-clause
	Activities / Actions
	Documentation
	Resources
	Tools / Techniques
	Processes / Procedures

	7.1
	Provide resources
	Resource plans
	HR; finance
	Resource planning
	Resource management

	7.2
	Ensure competence & qualification
	Competence matrix; training records
	HR; technical staff
	Training plans
	Competence management

	7.3
	Ensure awareness of nuclear safety
	Awareness records
	All staff
	Toolbox talks
	Awareness program

	7.4
	Manage internal & external communication
	Communication plan
	Management
	Communication matrix
	Communication management

	7.5
	Control documented information
	Document control records
	QMS admin
	DMS
	Document control



Clause 8 – Operation
	Sub-clause
	Activities / Actions
	Documentation
	Resources
	Tools / Techniques
	Processes / Procedures

	8.1
	Plan & control operations
	Operational plans
	Operations team
	Work instructions
	Operational control

	8.1.1
	Prevent CFS items
	CFS procedure; incident logs
	Procurement; QA
	Supplier screening
	CFS prevention

	8.2
	Review customer requirements
	Contract review records
	Sales; QA
	Review checklists
	Contract review

	8.3
	Control design & development
	Design plans; V&V records
	Engineering
	Design reviews
	Design control

	8.4
	Control external providers
	Supplier evaluations
	Procurement
	Supplier audits
	Supplier management

	8.5
	Control production/service
	Production records
	Operations
	SPC; inspections
	Production control

	8.6
	Release products/services
	Release authorization
	QA
	Acceptance criteria
	Release control

	8.7
	Control nonconforming outputs
	NCRs; dispositions
	QA
	Root cause analysis
	Nonconformity control



Clause 9 – Performance Evaluation
	Sub-clause
	Activities / Actions
	Documentation
	Resources
	Tools / Techniques
	Processes / Procedures

	9.1
	Monitor & analyze performance
	KPIs; analysis reports
	Management
	Trend analysis
	Performance monitoring

	9.2
	Conduct internal audits
	Audit program; reports
	Auditors
	Audit checklists
	Internal audit

	9.3
	Perform management reviews
	Review minutes
	Top management
	Review agenda
	Management review



Clause 10 – Improvement
	Sub-clause
	Activities / Actions
	Documentation
	Resources
	Tools / Techniques
	Processes / Procedures

	10.1
	Identify improvement opportunities
	Improvement logs
	Management
	Lessons learned
	Improvement management

	10.2
	Manage nonconformity & corrective action
	CARs; RCA
	QA
	5-Why; Fishbone
	Corrective action

	10.3
	Drive continual improvement
	Improvement plans
	All functions
	PDCA; Kaizen
	Continual improvement



✅ How This Is Typically Used
· ISO 19443 implementation roadmap
· Supplier qualification in nuclear supply chains
· Maturity self-assessment & gap analysis
· Pre-certification / readiness reviews
· Auditor and lead assessor reference
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