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ISO 9001:2026
Implementation Guide for Quality Management Systems

Practical implementation resource for organizations preparing, updating or transitioning their Quality
Management System (QMS).

Resource Details

Standard ISO 9001:2026 - Quality management systems - Requirements

Purpose Implementation planning, QMS development, transition review and certification readiness

Suitable for Organizations of any size or sector, including organizations transitioning from ISO 9001:2015

Prepared by Pacific Certifications

Contact support@pacificcert.com | www.pacificcert.com

Important: This guide is an implementation aid and does not reproduce the ISO standard. Organizations should use
an authorized copy of ISO 9001:2026 when determining conformity with the requirements.

How to use this guide

• Use the implementation roadmap to establish a project sequence and assign responsibilities.

• Use the clause-by-clause actions to review existing processes and identify needed changes.

• Use the documented-information checklist to confirm that evidence is available where necessary.

• Use the readiness checklist before certification or transition assessment.
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1. What changed in ISO 9001:2026?
ISO 9001:2026 retains the familiar management-system structure and builds on ISO 9001:2015 rather than replacing
the existing approach with an entirely new model. The revision strengthens leadership expectations, quality culture
and ethical behaviour, clarifies the treatment of risks and opportunities, improves alignment with other ISO
management system standards, and adds explanatory support in Annex A.

Area Implementation implication

Leadership and quality culture Leadership should actively shape a culture where quality, accountability and ethical behaviour are
visible in decisions, priorities and behaviours.

Strategic alignment Quality policy and QMS priorities should be demonstrably connected to organizational context and
strategic direction.

Risks and opportunities Treat risks and opportunities as distinct but related considerations; plan actions for both adverse
and beneficial outcomes.

People and awareness Awareness activities should include the organization's quality culture and expected ethical
behaviours, not only policy and objectives.

Integration Use the Harmonized Structure to coordinate the QMS with environmental, OH&S;, information
security or other management systems.

Annex A guidance Use Annex A as explanatory support for understanding intent; it does not add separate certifiable
requirements.

Transition note: ISO states that organizations already certified to ISO 9001:2015 have until 30 September 2029 to
complete transition. New and initial accredited certifications are expected to be issued only to ISO 9001:2026 from 31
March 2028.

2. Implementation roadmap

Step Action Typical output

1 Secure leadership commitment and appoint a QMS implementation
lead.

Project mandate, responsibilities, resources

2 Understand context, interested parties and strategic direction. Context review, interested-party needs

3 Define QMS scope and process architecture. Scope statement, process map, process owners

4 Review risks and opportunities. Risk and opportunity register/actions

5 Set quality policy and measurable objectives. Approved policy, objectives and plans

6 Define competence, awareness, communication and resources. Competence criteria, training, communication
plan

7 Implement operational controls. Process controls, acceptance criteria, supplier
controls

8 Establish performance monitoring. KPIs, customer feedback, analysis methods

9 Conduct internal review and management review. Internal assessment results, management
decisions

10 Correct gaps and confirm readiness. Corrective actions, readiness review
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3. Clause-by-clause implementation actions

Context of the organization

• Identify internal and external issues that can affect the QMS and organizational performance.

• Determine relevant interested parties and the requirements that need to be addressed through the QMS.

• Define the QMS scope with clear organizational, site, product/service and applicability boundaries.

• Identify QMS processes, sequence, interactions, criteria, resources, responsibilities, risks, controls and evaluation
methods.

Leadership

• Demonstrate leadership ownership of QMS effectiveness rather than delegating quality solely to a quality function.

• Establish a quality policy aligned with the organization's context and strategic direction.

• Promote customer focus, quality culture, ethical behaviour and accountability.

• Assign and communicate QMS responsibilities and authorities.

Planning

• Identify and address risks that could affect intended QMS results.

• Identify opportunities that could improve outcomes, customer value, process performance or organizational
capability.

• Set measurable quality objectives and define what will be done, who is responsible, required resources, timing and
evaluation methods.

• Plan QMS changes systematically, considering purpose, consequences, integrity of the system, resources and
responsibilities.

Support

• Provide resources, infrastructure, work environment and monitoring resources required for effective processes.

• Determine competence requirements and retain appropriate evidence of competence.

• Maintain organizational knowledge needed for process operation and conformity.

• Ensure people understand the quality policy, relevant objectives, their contribution, quality culture, ethical
expectations and consequences of nonconformity.

• Control documented information so it is approved, current, available where needed, protected and retained
appropriately.

Operation

• Plan and control operational processes using defined criteria and controlled changes.

• Determine customer, statutory, regulatory and organizational requirements before committing to supply.

• Control design and development where applicable, including inputs, controls, outputs and changes.

• Control externally provided processes, products and services based on their effect on conformity.

• Control production/service provision, identification, traceability where needed, customer property, preservation,
post-delivery activities and changes.

• Verify requirements before release and control nonconforming outputs to prevent unintended use or delivery.

Performance evaluation

• Determine what must be monitored and measured, methods, timing and evaluation responsibilities.
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• Monitor customer perceptions and use relevant feedback to evaluate whether needs and expectations are being
met.

• Analyze process performance, conformity, supplier performance, risks, opportunities and improvement needs.

• Conduct planned internal assessments of the QMS and report results to relevant management.

• Conduct management review at planned intervals using performance information and decisions on improvement,
resources and changes.

Improvement

• React to nonconformities, control and correct them, determine causes where necessary, and prevent recurrence.

• Assess whether similar issues exist elsewhere and verify effectiveness of corrective actions.

• Continually improve the suitability, adequacy and effectiveness of the QMS using performance evidence and
opportunities.
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4. Process approach implementation
ISO 9001 works best when the organization manages activities as connected processes rather than isolated
departments. Each important process should have a clear purpose, owner, inputs, outputs, controls, resources, risks,
measures and interfaces.

Process element Questions to answer

Purpose What result should this process consistently achieve?

Inputs / outputs What enters the process and what should it produce?

Ownership Who is accountable for process effectiveness?

Criteria and controls What requirements, specifications or acceptance criteria apply?

Resources What people, infrastructure, technology, knowledge and information are needed?

Risks / opportunities What could prevent success, and what could improve the outcome?

Measures How will performance and effectiveness be evaluated?

Interfaces Which upstream/downstream processes depend on this process?

Improvement How are issues, trends and improvement opportunities converted into action?

5. Quality culture and ethical behaviour
The 2026 edition gives greater visibility to culture and ethical behaviour. Implementation should therefore go beyond
a policy statement and show how leadership expectations influence decisions and everyday work.

• Leadership communicates what quality means for the organization and demonstrates it through priorities and
decisions.

• Employees understand when to stop, escalate or challenge work that could compromise requirements or customer
interests.

• Performance incentives do not encourage shortcuts that undermine quality.

• Issues can be raised without fear of retaliation and are addressed transparently.

• Quality responsibilities are reinforced through induction, training, communication, supervision and performance
review.

6. Risks and opportunities
A practical method is to maintain one integrated register with separate fields for risks and opportunities. The
organization does not need a complex enterprise-risk system, but actions should be proportionate to potential effects
on the QMS.

Type Example Possible action

Risk Key supplier cannot meet specification
consistently.

Second-source qualification, incoming controls, supplier
development

Risk Customer requirements are misinterpreted. Contract review checklist, confirmation of changes

Opportunity Automated inspection could reduce variation. Pilot technology and validate effectiveness

Opportunity Customer feedback can be used earlier in design. Introduce structured feedback at development gates
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7. Documented information checklist
ISO 9001 does not require organizations to create documents merely for their own sake. Maintain or retain
documented information where required by the standard and wherever it is needed to operate processes effectively
and demonstrate results.

Documented information / evidence Purpose

QMS scope Defines boundaries and applicability

Quality policy Communicates organizational commitment and direction

Quality objectives and plans Shows measurable priorities and planned achievement

Process criteria / procedures / work instructions where needed Supports consistent process operation

Competence evidence Demonstrates that required competence has been achieved

Monitoring and measuring resource evidence Supports confidence in measurement results

Operational and product/service conformity records Demonstrates requirements and release criteria were met

Supplier evaluation and monitoring evidence Demonstrates control of external provision

Design and development evidence where applicable Demonstrates planned design controls and outputs

Nonconformity and corrective-action evidence Shows control, cause evaluation and effectiveness

Internal assessment results Provides evidence of QMS evaluation

Management review results Records management decisions and actions

8. Internal readiness review

Readiness question Yes / No / N.A.

Is the QMS scope clear and consistent with actual operations?

Are QMS processes and interactions defined and assigned to responsible owners?

Are relevant interested-party requirements identified and kept current?

Are risks and opportunities evaluated and actions integrated into processes?

Are quality objectives measurable and monitored?

Can leadership demonstrate involvement in quality culture and QMS effectiveness?

Do personnel understand relevant quality and ethical expectations?

Are customer requirements reviewed before acceptance and changes controlled?

Are external providers selected, evaluated and monitored based on risk and performance?

Are process and product/service results monitored using suitable indicators?

Have internal assessments covered all relevant QMS areas?

Has management reviewed QMS performance and made documented decisions?

Are significant nonconformities corrected and corrective actions verified?

Is there evidence of continual improvement?
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9. Transition from ISO 9001:2015
Organizations with an established ISO 9001:2015 QMS should normally transition by updating the existing system,
not rebuilding it. Start with a focused gap review against the 2026 edition and integrate changes into existing
processes.

Transition action Recommended approach

Obtain and review ISO 9001:2026 Use the authorized standard as the conformity reference.

Perform gap analysis Identify changed wording, new emphasis and existing controls that already satisfy the intent.

Review leadership practices Evaluate quality culture, ethical behaviour, accountability and strategic alignment.

Review risk/opportunity approach Make sure opportunities receive explicit consideration and planned action where relevant.

Update awareness and competence Include changed expectations in training and communication.

Update documented information Revise only where necessary; avoid rewriting documents that remain effective.

Evaluate effectiveness Use internal review and management review to confirm transition actions work in practice.

Plan certification transition Coordinate transition timing with the certification body before the deadline.

Official transition milestones published by ISO/TC 176: accreditation bodies ready by 31 March 2027;
certification-body transition declarations by 30 June 2027; accreditation transition decisions by 30 September 2027;
new/initial accredited certifications to ISO 9001:2026 only from 31 March 2028; certified organizations transition by 30
September 2029.

10. Suggested 12-week implementation plan

Weeks Focus

1-2 Project launch, context, interested parties, QMS scope and process mapping

3-4 Leadership, quality policy, objectives, roles, culture and ethical expectations

5-6 Risks, opportunities, resources, competence, awareness and documented information

7-8 Operational controls, customer requirements, design (if applicable), suppliers and release controls

9 Monitoring, KPIs, customer feedback and data analysis

10 Internal assessment / gap verification

11 Management review and corrective actions

12 Readiness confirmation and certification planning

Timeline is indicative and depends on organization size, complexity, number of sites, existing system maturity and resource
availability.

11. Certification readiness support
Pacific Certifications can provide independent third-party ISO 9001 certification services. Organizations seeking
certification should ensure that the QMS has been implemented, relevant processes are operating, required evidence
is available, internal review has been completed and management has evaluated QMS performance before
certification assessment.
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Need assistance with ISO 9001 certification?
Email: support@pacificcert.com
Website: www.pacificcert.com

Disclaimer: This implementation guide is an educational resource and is not a substitute for ISO 9001:2026 or professional
legal/regulatory advice. ISO standards are copyrighted by ISO; users should obtain an authorized copy for the complete
requirements.


