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1. Purpose
To state the commitment of [ORGANIZATION NAME] to the quality and competence of its laboratory services, consistent with ISO 15189:2022, and to establish the framework within which quality objectives are set, reviewed, and achieved.
2. Scope
This policy applies to all pre-examination, examination, and post-examination activities performed by the laboratory, all staff, all sites, and all referral arrangements. It is the top-level document of the quality management system and is referenced by every procedure and SOP in this pack.
3. Definitions
1. Quality — the degree to which laboratory results are accurate, reliable, timely, and clinically useful for the patient
1. Competence — demonstrated ability to apply knowledge and skill to produce valid results
1. Impartiality — the absence of bias, pressure, or conflict of interest in producing and reporting results
1. Quality objective — a measurable target derived from this policy and reviewed by management
4. Policy Statement
The laboratory exists to produce results that clinicians can act on and patients can trust. Every result carries a clinical consequence: a diagnosis made or missed, a treatment started or withheld, a patient reassured or alarmed. The management of [ORGANIZATION NAME] therefore commits to:
1. Operate a quality management system that meets ISO 15189:2022 and applicable national regulation, and to maintain it as a working tool rather than a document set
1. Ensure every staff member is competent for the work they perform, assessed before independent practice and re-assessed at defined intervals
1. Run internal quality control on every examination, participate in external quality assessment for every examination where a scheme exists, and act on every out-of-range result before patient results are released
1. Identify every specimen with two patient identifiers at collection and verify identity at every hand-over
1. Communicate critical results to the responsible clinician within the time defined in LAB-SOP-19 and document confirmed receipt
1. Protect the confidentiality of patient information and the impartiality of laboratory judgement against commercial, financial, or other pressure
1. Review the quality management system at management review at least annually, set measurable quality objectives, and provide the resources needed to achieve them
1. Investigate every nonconformity, complaint, and incident for its root cause and act to prevent recurrence
1. Encourage staff to report errors and near-misses without fear of blame, because an unreported error cannot be corrected
5. Quality Objectives
Quality objectives are set annually at management review, recorded in LAB-F-01, and each has a measurable indicator, a target, an owner, and a review date. Current objectives include, at minimum:
	Objective
	Indicator
	Target

	Pre-examination accuracy
	Specimen rejection rate for identification errors
	< 0.5% of specimens

	Examination reliability
	Examinations with IQC within limits before release
	100%

	External performance
	EQA results within acceptable limits
	≥ 95% of challenges

	Turnaround
	Routine results reported within defined TAT
	≥ 90%

	Critical results
	Critical results communicated within 30 minutes with confirmed receipt
	100%

	Staff competence
	Staff with current competency assessment for all examinations performed
	100%


6. Communication and Review
This policy is displayed in the laboratory, explained to every new staff member at induction, and acknowledged by signature. It is reviewed at each management review and re-issued when the laboratory's scope, structure, or the standard changes. Any staff member who believes a decision conflicts with this policy is required to raise it with the Quality Manager, and no adverse consequence follows from doing so.
7. Distribution of Responsibilities
	Task
	Director
	Quality Manager
	Laboratory Staff

	Approval and issue of this policy
	Final
	Prepare
	

	Setting annual quality objectives
	Approve
	Propose
	

	Communicating the policy at induction
	
	Responsible
	

	Applying the policy in daily work
	
	
	Responsible

	Raising conflicts with the policy
	
	Receive
	Responsible


8. Accompanying Documentation
	Code
	Title

	LAB-PR-04
	Internal Audit Conduct Procedure

	LAB-PR-01
	Management Review Procedure

	LAB-F-01
	Quality Objectives Register

	LAB-SOP-19
	Critical Results Management
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