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Prepared by 3core² Certification Ltd
A high-level gap analysis to help certified organisations review the changes from ISO 9001:2015, including Amendment 1:2024, to ISO 9001:2026 and plan any necessary updates to their quality management system (QMS).
The identified changes between the standards have been categorised based on the extent of change of requirements
	High
	Significant changes identified

	Medium
	Minor changes identified

	Low
	No fundamental changes identified




	This document does not replace the need to review the standard and conduct your own gap analysis against your management system. The purpose is just to give you an overview of the main changes.

















































































































OVERVIEW
1. Main changes at a glance
Use this overview to focus your review. 
	Priority
	Main topic
	What this usually means for clients

	High
	Interested-party requirements
	Show which relevant requirements are addressed through the QMS and how. Climate-change relevance is carried forward from the 2024 amendment.

	High
	Leadership, quality culture and ethical behaviour
	Check how leadership promotes the expected culture and behaviours, and how people working under the organisation’s control understand them.

	High
	Risks and opportunities
	Give risks and opportunities distinct consideration, including analysis, evaluation, planned actions and evaluation of effectiveness.

	High
	Planning and evaluating changes
	Consider communication, information, monitoring, evaluation and review of results within existing change planning.

	High
	Management review
	Include changes in relevant interested-party needs and expectations; recognise the effectiveness of risk and opportunity actions separately.

	Medium
	Knowledge, customer communication, design and providers
	Check knowledge retention, application and sharing, and targeted updates to communications, outputs and external-provider interfaces.

	Medium
	Performance evaluation and internal audit
	Evaluate both risk and opportunity actions, and define objectives for each internal audit alongside its criteria and scope.

	Low
	Retained controls, documentation and improvement structure
	Verify scope, processes, policy, objectives and delivery controls remain effective. Keep necessary evidence and update obsolete references where useful.


The 2026 revision builds on the existing QMS framework. This tool is a summary of changes and review prompts, not a complete conformity checklist for every requirement.



2.  Clause-by-clause summary
Clauses 1 to 5: foundation, context and leadership
Baseline: ISO 9001:2015 including Amendment 1:2024. Read alongside the full standard. Priorities are suggested review priorities, not a grading of requirements.
	2015 clause
	2026 clause
	Topic
	Client-friendly summary of change
	Priority 

	1
	1
	Scope of the standard
	Retained. Generic QMS requirements continue to focus on consistent conformity and enhanced customer satisfaction.
	Low

	2
	2
	Normative reference
	Updated reference presentation. ISO 9000 remains the source of quality-management fundamentals and vocabulary; the reference is undated.
	Low

	3
	3
	Terms and definitions
	Expanded terminology section. Core management-system terms are included in the standard; ISO 9000 remains relevant. No requirement to rename your own documents.
	Low

	4.1 + Amd 1
	4.1
	Context and climate change
	2024 carry-forward. Determine climate-change relevance and keep context under review. Refreshed examples in notes do not add a prescribed assessment method.
	Low

	4.2 + Amd 1
	4.2
	Interested-party requirements
	Expanded. Determine which relevant requirements will be addressed through the QMS. The climate-related note is retained from 2024.
	High

	4.3
	4.3
	QMS scope and applicability
	Retained. Scope, product/service coverage and justified non-applicability remain; the documented scope requirement is rearranged.
	Low

	4.4.1
	4.4.1
	Processes and interactions
	Retained. Integrate revised planning requirements into existing processes. Numbered list items are rearranged, not a new process model.
	Low

	4.4.2
	4.4.2
	Process information and evidence
	Clarified. Necessary information supports operation and provides evidence of planned implementation. Retention of required evidence continues.
	Low

	5.1.1
	5.1.1
	Leadership and commitment
	Expanded. Promote quality culture, ethical behaviour and opportunity-based thinking; support other relevant roles. Other duties continue.
	High

	5.1.2
	5.1.2
	Customer focus
	Retained. Leadership continues to ensure requirements are met and conformity-related risks and opportunities are addressed.
	Low

	5.2.1–5.2.2
	5.2.1–5.2.2
	Quality policy
	Clarified. Establishment and communication provisions remain, with implementation, understanding and application explicit.
	Low

	5.3
	5.3
	Responsibilities and authorities
	Clarified. Responsibilities continue for conformity, performance, customer focus, improvement and system integrity, including through change.
	Low
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Clauses 6 and 7.1: planning and resources
Baseline: ISO 9001:2015 including Amendment 1:2024. Read alongside the full standard. Priorities are suggested review priorities, not a grading of requirements.
	2015 clause
	2026 clause
	Topic
	Client-friendly summary of change
	Priority / sheet

	6.1.1
	6.1.1
	Determining risks and opportunities
	Retained framework. Context and interested-party requirements inform what needs to be addressed; action requirements are now separated below.
	High

	6.1.1–6.1.2
	6.1.2
	Actions addressing risks
	Expanded. Explicitly determine, analyse and evaluate relevant risks; plan proportionate actions, implement them and evaluate effectiveness.
	High

	6.1.1–6.1.2 (part)
	6.1.3
	Actions addressing opportunities
	Expanded; new separate subclause. Analyse and evaluate opportunities, plan suitable actions and check their effectiveness. Opportunities were already required in 2015.
	High

	6.2.1
	6.2.1
	Quality objectives
	Retained. Measurability, monitoring, communication, documented information and relevance to conformity and customer satisfaction continue. List order changes.
	Low

	6.2.2
	6.2.2
	Plans to achieve objectives
	Retained. Actions, resources, responsibility, timing and evaluation of results remain. Review suitability after other transition changes.
	Low

	6.3
	6.3
	Planning of changes
	Expanded. Consider information, communication, monitoring/evaluation of effectiveness and review of results, alongside existing planning factors.
	High

	7.1.1
	7.1.1
	Resources: general
	Retained. Determine and provide necessary resources, considering internal capability/constraints and external provision.
	Low

	7.1.2
	7.1.2
	People
	Retained. Provide the people needed for effective QMS implementation and process operation/control.
	Low

	7.1.3
	7.1.3
	Infrastructure
	Requirement retained; note refreshed. Infrastructure examples recognise on-site, remote and combined work.
	Low

	7.1.4
	7.1.4
	Process working environment
	Requirement retained; note refreshed. The influence of quality culture and ethical behaviour is explained.
	Low

	7.1.5.1
	7.1.5.1
	Monitoring/measuring resources
	Retained. Fitness for purpose and evidence remain. Continue to ensure monitoring and measurement provide valid, reliable results.
	Low

	7.1.5.2
	7.1.5.2
	Traceability of measurement results
	Clarified title and wording. Calibration/verification, status identification, protection and response to unfit equipment remain, where applicable.
	Low

	7.1.6
	7.1.6
	Organisational knowledge
	More explicit. Retain, apply and share necessary knowledge to support QMS intended results; address changing knowledge needs.
	Medium
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Clauses 7.2 to 8.3: support, customer requirements and design
Baseline: ISO 9001:2015 including Amendment 1:2024. Read alongside the full standard. Priorities are suggested review priorities, not a grading of requirements.
	2015 clause
	2026 clause
	Topic
	Client-friendly summary of change
	Priority / sheet

	7.2
	7.2
	Competence
	Core requirements retained. Necessary competence, appropriate action, effectiveness evaluation and documented evidence continue.
	Low

	7.3
	7.3
	Awareness
	Expanded. Add awareness of the organisation’s quality culture and ethical behaviour for people working under its control.
	High

	7.4
	7.4
	Communication
	Retained. Determine relevant internal/external communications, including subject, timing, audience, method and responsibility.
	Low

	7.5.1
	7.5.1
	Documented information: general
	Retained. Keep information required by the standard and by the organisation for QMS effectiveness.
	Low

	7.5.2
	7.5.2
	Creating/updating information
	Retained. Identification, format/media and review/approval continue; title is expanded.
	Low

	7.5.3.1–7.5.3.2
	7.5.3.1–7.5.3.2
	Information controls
	Retained. Availability, protection, access, changes, retention and external-document controls remain; evidence wording is harmonised.
	Low

	8.1
	8.1
	Operational planning and control
	Clarified. Process/acceptance criteria are listed separately and external-provision wording aligns with 8.4. Core operational controls continue.
	Medium

	8.2.1
	8.2.1
	Customer communication
	Targeted update. Communication expressly includes relevant contingency actions and disruption to product/service provision.
	Medium

	8.2.2
	8.2.2
	Determining requirements
	Retained. Define requirements and ensure the organisation can meet its claims for products/services.
	Low

	8.2.3.1–8.2.3.2
	8.2.3.1–8.2.3.2
	Reviewing commitments
	Core controls retained. Review before commitment; evidence wording expressly includes new or changed requirements.
	Low

	8.2.4
	8.2.4
	Changed requirements
	Clarified communication wording. Update relevant documented information and communicate it to relevant interested parties.
	Medium

	8.3.1–8.3.2
	8.3.1–8.3.2
	Design process and planning
	Core requirements retained; note added. Iterative design is recognised, while suitable stages, interfaces, involvement and controls remain necessary.
	Low

	8.3.3–8.3.4
	8.3.3–8.3.4
	Design inputs and controls
	Core requirements retained. A note recognises evolving inputs; adequate inputs, conflict resolution, review, verification and validation still apply.
	Low

	8.3.5–8.3.6
	8.3.5–8.3.6
	Design outputs and changes
	Targeted output update. Essential product/service information is explicit. Design-change controls and supporting evidence continue.
	Medium




REFERENCE AID  |  APPENDIX A, PART 4 OF 5
Clauses 8.4 to 8.7: external provision and controlled delivery
Baseline: ISO 9001:2015 including Amendment 1:2024. Read alongside the full standard. Priorities are suggested review priorities, not a grading of requirements.
	2015 clause
	2026 clause
	Topic
	Client-friendly summary of change
	Priority / sheet

	8.4.1
	8.4.1
	External provision: general
	Core requirements retained. Evaluate, select, monitor and re-evaluate providers; control provision according to its role in your products/services.
	Low


	8.4.2
	8.4.2
	Type and extent of control
	Core requirements retained. Apply suitable provider/output controls and verification, considering potential impact and provider controls.
	Low


	8.4.3
	8.4.3
	Provider information
	Targeted update. As appropriate, include interfaces with customers/other relevant parties and verification or validation at other locations.
	Medium


	8.5.1
	8.5.1
	Controlled production/service
	Clarified. Both availability and use of relevant documented information are explicit. Other controlled-condition requirements continue.
	Low


	8.5.2
	8.5.2
	Identification and traceability
	Retained; rearranged into list items. Identification, status, required traceability and supporting evidence continue.
	Low


	8.5.3
	8.5.3
	Customer/provider property
	Retained. Protect relevant property, report loss/damage or unsuitability and keep evidence of what occurred.
	Low


	8.5.4
	8.5.4
	Preservation
	Retained. Preserve outputs as necessary to maintain conformity through production and service provision.
	Low


	8.5.5
	8.5.5
	Post-delivery activities
	Retained. Determine and meet relevant post-delivery obligations, considering legal/customer requirements, consequences and feedback.
	Low


	8.5.6
	8.5.6
	Production/service changes
	Retained. Review and control changes and keep evidence of review results, authorisation and necessary actions.
	Low


	8.6
	8.6
	Release of products/services
	Retained. Verify requirements before release, subject to permitted approval arrangements; keep evidence of acceptance and authorisation.
	Low


	8.7.1
	8.7.1
	Nonconforming outputs
	Retained. Identify and control nonconforming outputs, take suitable action and verify conformity after correction.
	Low


	8.7.2
	8.7.2
	Nonconforming-output evidence
	Retained; evidence wording harmonised. Keep evidence of the nonconformity, action, concessions and decision authority.
	Low
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Clauses 9 and 10, and informative annexes
Baseline: ISO 9001:2015 including Amendment 1:2024. Read alongside the full standard. Priorities are suggested review priorities, not a grading of requirements.
	2015 clause
	2026 clause
	Topic
	Client-friendly summary of change
	Priority / sheet

	9.1.1
	9.1.1
	Monitoring and measurement
	Retained. Determine what, how and when to monitor/measure and evaluate; assess QMS performance/effectiveness and keep evidence.
	Low


	9.1.2
	9.1.2
	Customer satisfaction
	Clarified. Wording is simplified and information-source examples are refreshed; suitable monitoring methods remain for the organisation to determine.
	Medium


	9.1.3
	9.1.3
	Analysis and evaluation
	Restructured. Risk-action effectiveness and opportunity-action effectiveness are listed separately; both were already part of evaluation.
	Medium


	9.2.1
	9.2.1
	Internal audit: general
	Retained. Audit at planned intervals for conformity and effective implementation/maintenance.
	Low


	9.2.2
	9.2.2
	Internal audit programme
	Explicit addition. Define objectives for each audit alongside criteria and scope. Programme, impartiality, reporting, follow-up and evidence requirements continue.
	Medium


	9.3.1
	9.3.1
	Management review: general
	Retained. Top management reviews continuing suitability, adequacy, effectiveness and strategic alignment.
	Low


	9.3.2
	9.3.2
	Management review inputs
	Expanded. Include changes in relevant interested-party needs/expectations; review risk-action and opportunity-action effectiveness separately.
	High


	9.3.3
	9.3.3
	Management review results
	Retained; renamed from outputs to results. Decisions on improvement, QMS change and resources and documented evidence remain.
	Low


	10.1 and 10.3
	10.1
	Continual improvement
	Restructured. General and continual-improvement content is combined. Address improvement opportunities, future needs and undesired effects.
	Low


	10.2.1–10.2.2
	10.2.1–10.2.2
	Corrective action
	Core requirements retained. Respond, evaluate causes/recurrence, act, check effectiveness and keep evidence. Complaints appear as an example in a note.
	Low


	10.3
	No separate 10.3
	Former continual-improvement clause
	Moved, not deleted as a requirement. Relevant content is now in 10.1. Update cross-references used in your own system where needed.
	Low


	Annex A
	Annex A
	Informative explanation
	Expanded clarification of terminology, structure and intent. The annex adds no requirements and is not a mandatory implementation method.
	Low


	Annex B
	No Annex B
	Other quality-management standards
	Removed as a separate annex. Related references now appear in Annex A and other ISO material; no new client implementation duty follows.
	Low
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