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1. Purpose
To ensure that laboratory leadership periodically reviews the continuing suitability, adequacy and effectiveness of the laboratory management system and makes evidence-based decisions on quality, competence, patient care, risks, resources and improvement.
2. Scope
This procedure applies to the formal management review of the laboratory management system, including technical and management processes within the laboratory scope and POCT governance where applicable.
3. Responsibilities
	Role
	Responsibility

	Laboratory Director / Top Management
	Chairs or sponsors the review, evaluates strategic issues and approves key decisions and resources.

	Quality Manager
	Coordinates the review cycle, prepares the review pack, records decisions and tracks actions.

	Technical / Section Heads
	Provide performance data, significant technical issues, resource needs and improvement proposals.

	Process Owners
	Report on objectives, indicators, risks, incidents, complaints, corrective actions and changes.

	Finance / HR / IT / Procurement representatives
	Provide supporting information where resource, workforce, systems or supplier matters are relevant.



4. Review Frequency and Scheduling
The laboratory defines a review frequency sufficient to maintain effective governance and respond to significant changes. Formal reviews may be supported by interim quality or performance meetings, provided the required information and decisions are consolidated and traceable.
	[Note] Do not defer a significant patient-safety, competence, quality-control or resource issue until the next scheduled management review. Escalate it through the laboratory's normal governance process.


5. Procedure
	Step
	Responsible
	Activity
	Output / Record

	1
	Quality Manager
	Set the review date, participants, agenda, reporting period and required data owners.
	Review schedule / agenda

	2
	Quality Manager + Process Owners
	Collect the review inputs and verify the completeness and reliability of the data pack.
	Management review pack

	3
	Laboratory Director / Chair
	Confirm quorum, purpose, prior-action status and significant changes since the last review.
	Opening record

	4
	Data / Process Owners
	Present concise performance information, trends, exceptions, risks and unresolved actions rather than raw data only.
	Reviewed inputs / decisions

	5
	Review Team
	Evaluate whether controls remain suitable, resources are adequate, quality objectives are progressing and risks/opportunities are addressed.
	Meeting conclusions

	6
	Chair / Review Team
	Make decisions on improvements, system changes, resources, objectives, risk treatment, competence, technology or process priorities.
	Decision log

	7
	Quality Manager
	Record actions with owner, due date, required evidence and escalation status.
	Action log

	8
	Chair / Quality Manager
	Review and approve minutes so decisions are accurate and traceable.
	Approved minutes

	9
	Action Owners
	Implement assigned actions and provide closure evidence.
	Action evidence

	10
	Quality Manager
	Monitor overdue or blocked actions and escalate material delays. Report status at subsequent governance meetings.
	Follow-up record



6. Management Review Input Matrix
	Input area
	Review focus

	Previous review actions
	Completion, effectiveness, overdue actions and unresolved decisions.

	Changes
	Internal/external issues, service scope, workload, technology, facilities, personnel, methods, regulatory/accreditation expectations.

	Quality policy and objectives
	Continuing suitability and progress against objectives / indicators.

	Quality indicators and performance
	Trends, exceptions, turnaround, specimen quality, reporting performance and other approved indicators.

	Internal audits and external assessments
	Findings, themes, significant risks, repeat findings and closure status.

	Nonconformities / incidents
	Trends, recurrent causes, significant events, patient/result impact and corrective-action effectiveness.

	Complaints and feedback
	User feedback, complaints, compliments and service improvement themes.

	Examination performance
	IQC/EQA or equivalent performance, method/measurement issues and technical quality concerns.

	Resources and competence
	Staffing, competence, workload, equipment, facilities, LIS/IT, supplies and financial constraints.

	Referral / external providers
	Performance of referral laboratories, suppliers or external services where relevant.

	Risk and opportunities
	Significant risks, risk controls, new opportunities and effectiveness of actions.

	Improvement activities
	Completed projects, benefits, lessons learned and priorities for the next period.



7. Required Outputs
Decisions on the effectiveness and improvement of the laboratory management system.
Changes needed to laboratory processes, services, controls, quality objectives or priorities.
Resource decisions covering personnel, competence, equipment, information systems, facilities or external services.
Actions to address significant risk, recurring quality problems or patient-safety concerns.
Assigned actions with owners, due dates, evidence and follow-up requirements.
8. Escalation
	Condition
	Response

	Immediate patient-safety / result-integrity concern
	Apply immediate containment and leadership escalation; do not wait for routine review closure.

	Resource constraint threatens service quality
	Document risk, interim controls and decision required from authorized leadership.

	Repeat finding or ineffective corrective action
	Require deeper cause evaluation and system-level corrective action.

	Overdue high-priority management-review action
	Escalate to the chair / Laboratory Director and record the revised decision.



9. Records
Approved agenda and review pack
Attendance record
Management review minutes
Decision and action log
Supporting performance reports
Closure and effectiveness evidence
10. Related Documents
Laboratory Management Review Agenda & Minutes
Quality Objectives & Indicators
Internal Laboratory Audit Report
Nonconformity & Corrective Action Procedure
Risk Management Procedure / Register
Laboratory Quality Management Manual
References
ISO 15189:2022 — Medical laboratories — Requirements for quality and competence
https://www.iso.org/standard/76677.html
ISO 22367:2026 — Medical laboratories — Application of risk management to medical laboratories
https://committee.iso.org/standard/87738.html
Applicable national, regional, accreditation-body and regulatory requirements should also be incorporated where relevant to the laboratory.
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