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	Scope (Activity / Area Audited): ISO 9001:2015 compliance

	Criteria (ISO Standards / Internal Procedures): Compliance with ISO 9001 standards and documented procedures / records (This checklist is based on the requirements of ISO 9001:2015 Standard. In order to review each clause it necessary to reference the full ISO 9001:2015 standard)

	Auditor(s) : 
	Date : 



	Clause
	Evidence Viewed / Response / Findings

	4.1 Internal / External Issues



	

	4.2 Interested parties
a) stakeholders
b) requirements of the stakeholders 
Review

	

	4.3 Scope of your management system
4.3.a External / internal issues
4.3.b Interested parties
4.3.c Products / service

	

	4.4 Quality management system and its processes
4.4.1 Business processes
4.4.1.a inputs / outputs
4.4.1.b sequence 
4.4.1.c criteria
4.4.1.d resources 
4.4.1.e responsibilities
4.4.1.f risks and opportunities
4.4.1.g evaluate 
4.4.1.h improve 
4.4.2.a documented information support
4.4.2.b documented information planning

	

	5.1 Leadership and Commitment
5.1.1 Top management leadership and commitment
5.1.1.a	accountable 
5.1.1.b	quality policy and objectives 
5.1.1.c	integrated into business processes
5.1.1.d	risk-based thinking 
5.1.1.e	adequate resources
5.1.1.f	communicating
5.1.1.g	achieves planned results
5.1.1.h	employee engagement
5.1.1.i	improvement
5.1.1.j	support

	

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

	

	5.2.1 Establishing the quality policy
5.2.1	Quality policy
5.2.1.a	Strategic direction
5.2.1.b	Quality objectives 
5.2.1.c	Applicable requirements
5.2.1.d	Continual improvement

	

	5.2.2 Communicating the quality policy
5.2.2.a	documented
5.2.2.b	communicated 
5.2.2.c	interested parties

	

	5.3 Organizational roles, responsibilities and authorities
5.3.a	Requirements
5.3.b	processes 
5.3.c	improvement 
5.3.d	customer focus 
5.3.e	integrity

	

	6. Planning
6.1 Actions to address risks and opportunities
6.1.1.a	results
6.1.1.b	improved
6.1.1.c	undesirable reduced 
6.1.1.d	improvement
6.1.2.a	actions
6.1.2.b.1 implement 
6.1.2.b.2 evaluate

	

	6.2 Quality objectives and planning to achieve them
6.2.1.a	consistent 
6.2.1.b	measurable 
6.2.1.c	requirements 
6.2.1.d	appropriate
6.2.1.e	monitored
6.2.1.f	communicated
6.2.1.g	reviewed 
6.2.1	documented
6.2.2	Planning objectives
6.2.2.a	what
6.2.2.b	resources
6.2.2.c	who
6.2.2.d	timeframe
6.2.2.e	Evaluate results

	

	6.3 Planning of changes
6.3.a	what 
6.3.b	how may affect 
6.3.c	resources 
6.3.d	responsibilities

	

	7.1 Resources
7.1.1 Resources required
7.1.1.a	capabilities
7.1.1.b	external
7.1.2 People
7.1.2 Necessary persons
7.1.3 Infrastructure
7.1.4 Environment for the operation of processes

	

	7.1.5 Monitoring and measuring resources
7.1.5.1	Resources monitoring & measuring
7.1.5.2 Measurement traceability
	

	7.1.6 Organizational knowledge
7.1.6	Essential knowledge

	

	7.2 Competence
7.2.a	competence 
7.2.b	training
7.2.c	evaluation
7.2.d	Training records

	

	7.3 Awareness
7.3.a	quality policy
7.3.b	 objectives
7.3.c	IMS
7.3.d	repercussions

	

	7.4 Communication
7.4.a	subject 
7.4.b	frequency 
7.4.c	whom
7.4.d	forum 
7.4.e	responsibility
	

	7.5 Documented Information
7.5.1.a	QMS
7.5.1.b	processes

	

	7.5.2 Creating and updating
7.5.2	Document updates:
7.5.2.a	identifiable 
7.5.2.b	appropriate format
7.5.2.c	approved
	

	7.5.3 Control of documented information
7.5.3.1.a	available
7.5.3.1.b	protected
7.5.3.2.a	controlled

	

	8.1 Operational planning and control
8.1.a	requirements
8.1.b.1	criteria
8.1.b.2	approval
8.1.c	resources
8.1.d	controls
8.1.e.1	documented - plans
8.1.e.2	documented  - products/services 
Planning.

	

	8.2 Requirements for products and services
8.2.1 Customer Communication 
8.2.1.a	products/services
8.2.1.b	customer enquiries
8.2.1.c	customer feedback
8.2.1.d	customer property
8.2.1.e	contingency

	

	8.2.2 Determining the requirements for products and services
8.2.2	requirements for products/services 
8.2.2.a 	requirements
8.2.2.b	claims

	

	8.2.3 Review of the requirements for products and services
8.2.3.1	Provision of products/services Requirements;
8.2.3.1.a	general
8.2.3.1.b	use
8.2.3.1.c	organisational
8.2.3.1.d	Legal 
8.2.3.1.e	contractual 
8.2.3.1	variations
8.2.3.2.a	review
8.2.3.2.b	New requirements

	

	8.2.4 Changes to requirements for products and services
8.2.4	Updated requirements

	

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

	

	8.3.2 Design and development planning
8.3.2	Design planning:
8.3.2.a	activities 
8.3.2.b	processes 
8.3.2.c	verification 
8.3.2.d	responsibilities
8.3.2.e	resources
8.3.2.f	interfaces 
8.3.2.g	customers / end users 
8.3.2.h	requirements 
8.3.2.i	interested parties
8.3.2.j	documentation
	

	8.3.3 Design and development inputs
8.3.3	planning
8.3.3.a	functionality 
8.3.3.b	previous design
8.3.3.c	legal and regulatory
8.3.3.d	standards
8.3.3.e	possibility of failure
8.3.3	inputs

	

	8.3.4 Design and development controls
8.3.4	Design controls
8.3.4.a	results 
8.3.4.b	inputs
8.3.4.c	outputs
8.3.4.d	validation 
8.3.4.e	problems
8.3.4.f	controls

	

	8.3.5 Design and development outputs
8.3.5.a	inputs
8.3.5.b	suitable
8.3.5.c	monitoring 
8.3.5.d	properties 
8.3.5	outputs

	

	8.3.6 Design and development changes
8.3.6.a	changes to design
8.3.6.b	reviews 
8.3.6.c	authorisation
8.3.6.d	actions

	

	8.4 Control of externally provided processes, products and services
8.4.1	outsourced processes
8.4.1.a.b.c	a) incorporated, b) direct, c) provision
8.4.1	Supplier appraisal

	

	8.4.2 Type and extent of control
8.4.2	outsourced processes
8.4.2.a	a) covered
8.4.2.b	b) controls
8.4.2.c.1 C1) impact 
8.4.2.c.2 C2) effectiveness
8.4.2.d	d) verification

	

	8.4.3 Information for external providers
8.4.3	communicate:
8.4.3.a	a) provision 
8.4.3.b.	Approval of; B1) products, B2) methods, B3) release 
8.4.3.c	c) competence 
8.4.3.d	d) interactions
8.4.3.e	e) monitoring 
8.4.3.f	f) verification

	

	8.5 Production and service provision
8.5.1 Control of production and service provision
8.5.1	controlled conditions 
8.5.1.a.	A1) characteristics, A2) results
8.5.1.b	b) monitoring resources 
8.5.1.c	c) checks
8.5.1.d	d) environment
8.5.1.e	e) competence 
8.5.1.f	f) in process checks
8.5.1.g	g) error prevention
8.5.1.h	h) release

	

	8.5.2 Identification and traceability
8.5.2	Identification / traceability

	

	8.5.3 Property belonging to customers or external providers
8.5.3	other property

	

	8.5.4 Preservation


	

	8.5.5 Post-delivery activities
8.5.5.a	legal requirements
8.5.5.b	consequences
8.5.5.c	lifespan 
8.5.5.d	customer requirements
8.5.5.e	feedback

	

	8.5.6 Control of changes
8.5.6	controlled


	

	8.6 Release of products and services
8.6	release of products/services 
8.6.a	acceptance criteria 
8.6.b	traceability

	

	8.7 Control of nonconforming outputs
8.7.1	nonconforming outputs controls:
8.7.1.a	rectification 
8.7.1.b	separate
8.7.1.c	notify customer 
8.7.1.d	authorisation 
8.7.1	check fixed
8.7.2.a	description
8.7.2.b	actions
8.7.2.c	allowances
8.7.2.d	name

	

	9. Performance evaluation 
9.1 Monitoring, measuring, analysis and evaluation
9.1.1	must establish: 
9.1.1.a	what
9.1.1.b	how
9.1.1.c	frequency
9.1.1.d	when review
9.1.1	Review results.

	

	9.1.2 Customer satisfaction
9.1.2	customer feedback


	

	9.1.3 Analysis and evaluation
9.1.3	analysed and evaluated to assess:
9.1.3.a	conformity 
9.1.3.b	satisfaction
9.1.3.c	performance
9.1.3.d	effective planning
9.1.3.e	actions
9.1.3.f	suppliers/contractors
9.1.3.g	improvements
	

	9.2 Internal Audit
9.2.1	internal audits to assess:
9.2.1.a.1 own requirements
9.2.1.a.2 ISO requirements
9.2.1.b	maintained  
9.2.2.a	audit schedule 
9.2.2.b	scope and criteria 
9.2.2.c	objectivity 
9.2.2.d	results
9.2.2.e	corrective action
9.2.2.f	documented

	

	9.3 Management review
9.3.1	reviewed periodically
9.3.2 Management review inputs
9.3.2	Management review should include: 
9.3.2.a	last review 
9.3.2.b	issues 
9.3.2.c	success 
9.3.2.c.1	feedback 
9.3.2.c.2	objectives 
9.3.2.c.3	performance
9.3.2.c.4	nonconformities 
9.3.2.c.5	monitoring
9.3.2.c.6	audits 
9.3.2.c.7	suppliers/contractors 
9.3.2.d	resources 
9.3.2.e	risks and opportunities
9.3.2.f	improvement
9.3.3 Management review outputs
9.3.3	actions 
9.3.3.a	improvement
9.3.3.b	change 
9.3.3.c	resources 
9.3.3	documented

	

	10. Improvement
10.1	improvement 
10.1.a	product/services 
10.1.b	prevention
10.1.c	performance

	

	10.2 Nonconformity and corrective action
10.2.1	Dealing with problems:
10.2.1.a	respond
10.2.1.a.1	resolve
10.2.1.a.2	fix
10.2.1.b	causation
10.2.1.b.1	review
10.2.1.b.2	cause
10.2.1.b.3	pattern
10.2.1.c	action
10.2.1.d	review
10.2.1.e	review risks 
10.2.1.f	update
10.2.1	review
10.2.2	documented:
10.2.2.a	Problems / actions
10.2.2.b	review

	

	10.3 Continual improvement
10.3	Continual improvement
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