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	QUICK USE
Use this guidance to compare current QMS practices against ISO 9001:2026 requirements, record objective evidence, identify gaps, and convert findings into a prioritized action plan. Keep conclusions evidence-based and concise.



	1. Purpose and When to Use



Use a gap analysis when establishing a QMS, preparing for certification or transition, integrating a new process or site, or checking whether planned controls are actually in place. A gap analysis is a planning assessment; it is not a substitute for an independent internal audit.
	2. Prepare Before You Start



	Prepare
	What to Have Ready

	Scope
	Define the functions, sites, processes and products/services included in the assessment.

	Requirements
	Use the applicable ISO 9001:2026 requirements and the organization's own QMS requirements.

	People
	Identify process owners and personnel who can explain how work is performed.

	Evidence
	Collect current procedures, records, process data, customer information, objectives, risks/opportunities and relevant legal or contractual evidence.



	3. Gap Analysis Workflow



	Step
	Activity
	Output

	1
	Define scope and assessment boundaries.
	Agreed assessment scope

	2
	Review each applicable requirement and identify expected evidence.
	Assessment criteria

	3
	Interview personnel, observe work and sample documented evidence.
	Objective evidence

	4
	Assign a status based on evidence and describe the gap where applicable.
	Gap analysis results

	5
	Prioritize actions, assign owners and due dates, then track to closure.
	Action plan




	4. Use a Simple Assessment Status



	Status
	Use When
	Action

	Conforming
	Evidence shows the requirement is implemented and effective for the assessed scope.
	Maintain; note useful evidence.

	Partially Conforming
	Some controls exist, but coverage, consistency or evidence is incomplete.
	Define improvement action.

	Gap
	Required control or evidence is absent or materially insufficient.
	Create corrective / implementation action.

	Not Assessed
	Evidence has not yet been reviewed.
	Complete assessment.

	Not Applicable
	A justified requirement is outside the applicable scope.
	Record the rationale.



	5. Assess Each Requirement



1. Understand the requirement - Read the requirement in context. Identify what the organization must establish, implement, maintain or demonstrate.
2. Identify expected evidence - Decide what records, process outputs, interviews or observations would reasonably demonstrate implementation.
3. Test actual practice - Ask the process owner how the activity works, then verify a sample of real evidence. Do not rate based only on a procedure or verbal statement.
4. Record evidence - Note the specific document, record, system screen, interview or observation reviewed. Keep evidence references short but traceable.
5. Assign status - Use the rating table above. The rating must match the evidence, not the assessor's expectation.
6. Describe the gap - State what is missing or insufficient and why it matters. Avoid copying the standard as the gap statement.
7. Define action - Specify the practical action needed, responsible owner and target date. Separate quick fixes from larger implementation projects where useful.
	6. Evidence Guide



	Evidence Type
	Examples

	Documented information
	Policies, procedures, process maps, specifications, work instructions, forms and controlled external documents.

	Records
	Completed forms, audit records, training evidence, calibration records, corrective actions, approvals and review minutes.

	Performance data
	KPIs, complaints, delivery performance, quality results, process trends and objective monitoring data.

	Interview / observation
	What personnel actually do, how decisions are made, and whether controls are consistently applied.




	7. Prioritize and Convert Gaps into Actions



	Priority
	Use When
	Typical Response

	High
	The gap can materially affect conformity, customer requirements, legal/contractual obligations or QMS effectiveness.
	Assign owner immediately and set a near-term target date.

	Medium
	The gap is important but controlled in the short term or limited in scope.
	Plan and track within the implementation programme.

	Low
	The issue is minor, localized or primarily an improvement opportunity.
	Address through routine improvement.



For every actionable gap, record at least: Action, Owner, Due Date, Status and Evidence of Completion. Close an action only after the required change has been implemented and there is enough evidence to confirm completion.
	8. Review the Completed Analysis



	Check
	Confirm Before Approval

	Coverage
	All requirements applicable to the defined scope were assessed or clearly marked Not Applicable / Not Assessed.

	Evidence
	Ratings are supported by traceable evidence and not only by opinion.

	Gap wording
	Each gap states the actual deficiency clearly enough for an owner to act on it.

	Actions
	Material gaps have an owner, due date and priority.

	Management view
	Key themes, major gaps and resource needs are summarized for management decision-making.



	9. Common Mistakes to Avoid



- Treating the exercise as a document review only instead of checking actual implementation.
- Using a score without recording the evidence that supports it.
- Writing vague gaps such as "needs improvement" without stating what is missing.
- Creating too many actions for low-value issues while major system gaps remain unresolved.
- Marking a requirement Not Applicable without recording a clear justification.
- Closing actions when a document has been written but the new process has not yet been implemented.
	10. Records, Approval and Revision



Retain the completed gap analysis and action plan as controlled QMS records in accordance with the organization's documented information and retention arrangements.
	Prepared / Assessed By
	Reviewed By
	Approved By

	[Name / Role]
	[Quality Manager / Process Owner]
	[Top Management / Sponsor]

	Date: __________________
	Date: __________________
	Date: __________________
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