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	Scope (Activity / Area Audited): 
	ISO 9001:2026 compliance

	Criteria and objectives (ISO Standards / Internal Procedures):
	Compliance with the ISO 9001 standard and documented procedures / records (This checklist is based on the requirements of the ISO 9001:2026 standard. In order to review each clause it is necessary to reference the full ISO 9001:2026 standard)

	Site/Location: 
	

	Audit Participants: 
	

	Auditor(s): 
	
	Date: 
	



	Clause
	Evidence Viewed / Response / Findings

	4.1 Understanding the organization and its context
Internal and external issues
Climate change determined as relevant or not
Issues monitored and reviewed

	

	4.2 Understanding the needs and expectations of interested parties
4.2.a	interested parties
4.2.b	relevant requirements
4.2.c	requirements addressed through the Quality Management System (QMS)
Monitored and reviewed

	

	4.3 Determining the scope of the quality management system
4.3.a	external / internal issues
4.3.b	interested parties
4.3.c	products / services
Types of products and services stated
Justification for requirements not applicable
Requirements not applicable do not affect conformity or customer satisfaction
Available as documented information

	

	4.4 Quality management system
4.4.1	processes and their interactions
4.4.1.a	processes needed
4.4.1.b	inputs / outputs
4.4.1.c	sequence and interaction
4.4.1.d	criteria, methods and performance indicators
4.4.1.e	resources
4.4.1.f	responsibilities and authorities
4.4.1.g	risks and opportunities
4.4.1.h	evaluate and change
4.4.1.i	improve
4.4.2.a	documented information to support processes
4.4.2.b	documented information as evidence

	

	5.1 Leadership and commitment
5.1.1	top management leadership and commitment
5.1.1.a	quality policy and objectives
5.1.1.b	integrated into business processes
5.1.1.c	resources
5.1.1.d	communicating importance
5.1.1.e	intended results achieved
5.1.1.f	directing and supporting people
5.1.1.g	continual improvement
5.1.1.h	supporting other relevant roles
5.1.1.i	quality culture and ethical behaviour
5.1.1.j	process approach
5.1.1.k	risk-based and opportunity-based thinking
5.1.1.l	accountable

	

	5.1.2 Customer focus
5.1.2.a	customer, statutory and regulatory requirements
5.1.2.b	risks and opportunities
5.1.2.c	customer satisfaction

	

	5.2.1 Quality policy
5.2.1.a	appropriate to purpose
5.2.1.b	framework for quality objectives
5.2.1.c	applicable requirements
5.2.1.d	continual improvement
5.2.1.e	context and strategic direction

	

	5.2.2 Quality policy - available and communicated
5.2.2.a	documented information
5.2.2.b	communicated
5.2.2.c	interested parties
5.2.2.d	implemented, understood and applied

	

	5.3 Roles, responsibilities and authorities
Responsibilities and authorities assigned and communicated
5.3.a	conformity to the standard
5.3.b	reporting on performance
5.3.c	processes delivering intended results
5.3.d	customer focus
5.3.e	reporting on opportunities for improvement
5.3.f	integrity maintained during changes

	

	6.1.1 Determining risks and opportunities
Issues (4.1) and requirements (4.2) considered
6.1.1.a	intended results
6.1.1.b	undesired effects prevented or reduced
6.1.1.c	continual improvement
6.1.1.d	desired effects enhanced

	

	6.1.2 Actions to address risks
6.1.2	risks determined, analysed and evaluated
Disruption considered
6.1.2.a	actions
6.1.2.b.1	integrate and implement
6.1.2.b.2	evaluate effectiveness
Actions proportionate to impact

	

	6.1.3 Actions to address opportunities
6.1.3	opportunities determined, analysed and evaluated
6.1.3.a	actions
6.1.3.b.1	integrate and implement
6.1.3.b.2	evaluate effectiveness
Actions appropriate to context

	

	6.2 Quality objectives and planning to achieve them
Set at relevant functions, levels and processes
6.2.1.a	consistent with policy
6.2.1.b	measurable
6.2.1.c	applicable requirements
6.2.1.d	monitored
6.2.1.e	communicated
6.2.1.f	updated
6.2.1.g	documented information
6.2.1.h	conformity and customer satisfaction
6.2.2	planning objectives
6.2.2.a	what
6.2.2.b	resources
6.2.2.c	who
6.2.2.d	when
6.2.2.e	evaluation of results

	

	6.3 Planning of changes
Changes carried out in a planned manner
6.3.a	purpose and consequences
6.3.b	integrity
6.3.c	resources and information
6.3.d	responsibilities and authorities
6.3.e	communication
6.3.f	effectiveness monitored and evaluated
6.3.g	results reviewed

	

	7.1 Resources
7.1.1	resources required
7.1.1.a	internal capabilities and constraints
7.1.1.b	external providers
7.1.2	people
7.1.3	infrastructure (on site, remote, hybrid)
7.1.4	environment for the operation of processes (social, psychological, physical)

	

	7.1.5 Monitoring and measuring resources
7.1.5.1	resources suitable and maintained
Evidence of fitness for purpose
7.1.5.2	traceability of measurement results required?
7.1.5.2.a	calibrated or verified against traceable standards
7.1.5.2.b	calibration or verification status identified
7.1.5.2.c	safeguarded from adjustment, damage or deterioration
Equipment found unfit - previous results checked

	

	7.1.6 Organizational knowledge
7.1.6	knowledge determined
Retained, applied and shared
Additional knowledge acquired or accessed

	

	7.2 Competence
7.2.a	competence determined
7.2.b	education, training or experience
7.2.c	actions and effectiveness
Evidence of competence

	

	7.3 Awareness
7.3.a	quality policy
7.3.b	contribution and benefits
7.3.c	implications of not conforming
7.3.d	quality objectives
7.3.e	quality culture and ethical behaviour

	

	7.4 Communication
7.4.a	what
7.4.b	when
7.4.c	with whom
7.4.d	how
7.4.e	who communicates

	

	7.5.1 Documented information
7.5.1.a	required by the standard
7.5.1.b	determined as necessary

	

	7.5.2 Creating and updating documented information
7.5.2.a	identification and description
7.5.2.b	format and media
7.5.2.c	review and approval

	

	7.5.3 Control of documented information
7.5.3.1.a	available and suitable
7.5.3.1.b	protected
7.5.3.2.a	distribution, access, retrieval and use
7.5.3.2.b	storage and preservation
7.5.3.2.c	control of changes
7.5.3.2.d	retention and disposition
External origin identified and controlled
Evidence protected from unintended alteration

	

	8.1 Operational planning and control
8.1.a	requirements
8.1.b	acceptance criteria
8.1.c	process criteria
8.1.d	control of processes
8.1.e	resources
Documented information - processes carried out as planned
Documented information - conformity of products / services
Planned and unintended changes
Externally provided processes controlled

	

	8.2.1 Customer communication
8.2.1.a	products / services information
8.2.1.b	enquiries, contracts and orders
8.2.1.c	customer feedback and complaints
8.2.1.d	customer property
8.2.1.e	contingency actions and disruptions

	

	8.2.2 Determining requirements for products and services
8.2.2.a.1	statutory and regulatory
8.2.2.a.2	organisation requirements
8.2.2.b	claims

	

	8.2.3 Review of requirements for products and services
8.2.3.1.a	customer requirements
8.2.3.1.b	intended use
8.2.3.1.c	organisation requirements
8.2.3.1.d	statutory and regulatory
8.2.3.1.e	differing contract / order requirements
Differences resolved
Requirements confirmed before acceptance
8.2.3.2.a	review results
8.2.3.2.b	new or changed requirements

	

	8.2.4 Changes to requirements for products and services
8.2.4	documented information updated
Changes communicated to relevant interested parties

	

	8.3.1 Design and development of products and services
8.3.1	design and development process

	

	8.3.2 Design and development planning
8.3.2.a	nature, duration and complexity
8.3.2.b	stages and reviews
8.3.2.c	verification and validation
8.3.2.d	responsibilities and authorities
8.3.2.e	resources
8.3.2.f	interfaces
8.3.2.g	customers and interested parties involved
8.3.2.h	subsequent provision
8.3.2.i	level of control expected
8.3.2.j	documented information

	

	8.3.3 Design and development inputs
8.3.3.a	functional and performance
8.3.3.b	previous designs
8.3.3.c	statutory and regulatory
8.3.3.d	standards or codes of practice
8.3.3.e	consequences of failure
Inputs complete and conflicts resolved
Documented information

	

	8.3.4 Design and development controls
8.3.4.a	results defined
8.3.4.b	reviews
8.3.4.c	verification
8.3.4.d	validation
8.3.4.e	problems actioned
8.3.4.f	documented information

	

	8.3.5 Design and development outputs
8.3.5.a	meet inputs
8.3.5.b	adequate for subsequent processes
8.3.5.c	monitoring, measuring and acceptance criteria
8.3.5.d	characteristics and information for safe and proper provision
Documented information

	

	8.3.6 Design and development changes
Changes identified, reviewed and controlled
8.3.6.a	changes
8.3.6.b	reviews
8.3.6.c	authorisation
8.3.6.d	actions to prevent adverse impacts

	

	8.4.1 Control of externally provided processes, products and services
Externally provided processes, products and services conform
8.4.1.a	incorporated into own products / services
8.4.1.b	provided directly to customers
8.4.1.c	outsourced processes
Evaluation, selection, monitoring and re-evaluation criteria
Documented information

	

	8.4.2 Type and extent of control
8.4.2.a	within QMS control
8.4.2.b	controls on provider and output
8.4.2.c.1	impact
8.4.2.c.2	effectiveness of provider's controls
8.4.2.d	verification

	

	8.4.3 Information for external providers
Adequacy of requirements
8.4.3.a	processes, products and services
8.4.3.b.1	approval of products and services
8.4.3.b.2	approval of methods, processes and equipment
8.4.3.b.3	approval of release
8.4.3.c	competence
8.4.3.d	interactions, including customers and interested parties
8.4.3.e	control and monitoring
8.4.3.f	verification or validation at provider's premises

	

	8.5.1 Control of production and service provision
8.5.1.a.1	characteristics
8.5.1.a.2	activities
8.5.1.a.3	results
8.5.1.b	monitoring and measuring resources
8.5.1.c	monitoring and measurement at appropriate stages
8.5.1.d	infrastructure and environment
8.5.1.e	competent people
8.5.1.f	process validation
8.5.1.g	human error prevention
8.5.1.h	release, delivery and post-delivery

	

	8.5.2 Identification and traceability
8.5.2.a	identification of outputs
8.5.2.b	status of outputs
8.5.2.c	unique identification
8.5.2.d	traceability documented information

	

	8.5.3 Property belonging to customers or external providers
Care of property
Identified, verified, protected and safeguarded
Loss, damage or unsuitability for use reported and documented

	

	8.5.4 Preservation
8.5.4	outputs preserved

	

	8.5.5 Post-delivery activities
8.5.5.a	statutory and regulatory
8.5.5.b	undesired consequences
8.5.5.c	nature, use and lifetime
8.5.5.d	customer requirements
8.5.5.e	customer feedback

	

	8.5.6 Control of changes
8.5.6	changes reviewed and controlled
Documented information - review results, authorisation, actions

	

	8.6 Release of products and services
8.6	planned arrangements completed before release
8.6.a	acceptance criteria
8.6.b	traceability to person authorising release

	

	8.7 Control of nonconforming outputs
8.7.1	identified and controlled, including after delivery
8.7.1.a	correction
8.7.1.b	segregation, containment, return or suspension
8.7.1.c	informing the customer
8.7.1.d	concession
Conformity verified after correction
8.7.2.a	nature
8.7.2.b	actions
8.7.2.c	concessions
8.7.2.d	authority

	

	9.1.1 Monitoring, measurement, analysis and evaluation
9.1.1.a	what
9.1.1.b	methods
9.1.1.c	when monitored and measured
9.1.1.d	when analysed and evaluated
Performance and effectiveness evaluated
Documented information

	

	9.1.2 Customer satisfaction
9.1.2	customer satisfaction monitored
Methods for obtaining, monitoring and reviewing

	

	9.1.3 Analysis and evaluation
9.1.3.a	conformity
9.1.3.b	customer satisfaction
9.1.3.c	QMS performance and effectiveness
9.1.3.d	planning implementation
9.1.3.e	actions on risks
9.1.3.f	actions on opportunities
9.1.3.g	external providers
9.1.3.h	improvements

	

	9.2 Internal audit
9.2.1.a.1	own requirements
9.2.1.a.2	ISO requirements
9.2.1.b	implemented and maintained
9.2.2	audit programme
Importance of processes, previous results and changes considered
9.2.2.a	objectives, criteria and scope
9.2.2.b	objectivity and impartiality
9.2.2.c	results reported
9.2.2.d	correction and corrective action
Documented information

	

	9.3 Management review
9.3.1	planned intervals - suitability, adequacy, effectiveness and strategic direction
9.3.2.a	previous actions
9.3.2.b	external and internal issues
9.3.2.c	interested parties
9.3.2.d.1	nonconformities and corrective actions
9.3.2.d.2	monitoring and measurement
9.3.2.d.3	audit results
9.3.2.d.4	customer satisfaction and feedback
9.3.2.d.5	quality objectives
9.3.2.d.6	process performance and conformity
9.3.2.d.7	external providers
9.3.2.e	opportunities for improvement
9.3.2.f	resources
9.3.2.g	actions on risks
9.3.2.h	actions on opportunities
9.3.3	decisions on improvement, changes and resources
Documented information

	

	10.1 Continual improvement
Suitability, adequacy and effectiveness
Opportunities from analysis and management review
10.1.a	processes, products and services
10.1.b	future needs and expectations
10.1.c	undesired effects

	

	10.2 Nonconformity and corrective action
10.2.1.a	react
10.2.1.a.1	control and correct
10.2.1.a.2	consequences
10.2.1.b	evaluate need for action
10.2.1.b.1	review
10.2.1.b.2	causes
10.2.1.b.3	similar nonconformities exist or could occur
10.2.1.c	implement
10.2.1.d	effectiveness
10.2.1.e	update risks and opportunities
10.2.1.f	changes to QMS
Actions appropriate to effects
10.2.2.a	nature and actions
10.2.2.b	results

	



	Audit Feedback
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