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1. Purpose and Use
This guidance supports laboratories in planning and performing internal audits that are practical, risk-based and useful for improving the quality and competence of laboratory services. It is intended for audit programme managers, lead auditors, technical auditors and process owners.
2. Audit Programme Design
Map the laboratory's core processes: pre-examination, examination, post-examination and supporting management processes.
Prioritize areas associated with patient safety, result validity, recurring nonconformities, significant process change or poor performance trends.
Include management-system processes such as document control, competence, complaints, nonconforming work, corrective action, risk management and management review.
Include POCT activities where they fall within the laboratory's scope and responsibility.
Re-plan the programme when serious findings, external assessment results or major changes indicate that additional assurance is needed.
3. Auditor Competence and Independence
	Expectation
	Practical application

	Competence
	Auditors understand audit methods and have sufficient laboratory/process knowledge for the assigned scope.

	Independence
	Auditors should not audit their own work where this would compromise objectivity.

	Confidentiality
	Patient, employee, commercial and laboratory information is protected throughout the audit.

	Evidence-based approach
	Conclusions are based on verifiable evidence and appropriate sampling, not assumption.

	Risk-based judgement
	Audit effort increases when a process can significantly affect patient care, result reliability or system effectiveness.



4. Preparing an Audit
Confirm objectives, scope, criteria, locations, disciplines and audit boundaries.
Review prior audit findings, external assessment results, complaints, quality indicators, EQA/IQC concerns, nonconformities and significant changes.
Prepare a process-based audit plan with responsible contacts and realistic timing.
Develop audit questions that test implementation, competence, traceability and effectiveness rather than only document existence.
Select representative evidence sources and identify any high-risk records or processes that must be sampled.
5. Conducting the Audit
Use an opening discussion to confirm scope and logistics. During the audit, combine interviews, observation, records and trace-through techniques so that one evidence source is not relied upon in isolation.
	Process area
	Examples of evidence to trace

	Pre-examination
	Request acceptance, patient/specimen identification, collection instructions, transport conditions, specimen receipt, acceptance/rejection decisions.

	Examination
	Method implementation, equipment status, reagents, metrological traceability where applicable, IQC/EQA, result calculations, competence, environmental controls.

	Post-examination
	Technical review, result authorization, critical-result communication, amended reports, report transmission, sample storage/disposal.

	Support processes
	Document control, purchasing, referral laboratories, inventory, competence, information systems, complaints, occurrence/nonconformity management.

	Management system
	Quality objectives, indicators, risks/opportunities, internal audit, corrective action, improvement and management review.



6. Sampling
Sampling is necessary in most internal audits. Select samples deliberately so they are representative of different shifts, instruments, examination groups, personnel, dates or risk scenarios. Record the sample basis when it materially affects the conclusion.
	[Note] An audit conclusion applies to the evidence sampled. Avoid language that implies every record or activity was checked unless that is actually true.


7. Writing Audit Findings
	Finding component
	Good practice

	Criterion
	State the applicable requirement or approved internal control.

	Objective evidence
	Describe the record, observation or interview evidence with enough detail for another reviewer to understand it.

	Gap
	Explain how the evidence fails to meet the criterion.

	Risk / significance
	Describe the potential impact without exaggeration.

	Classification
	Use the laboratory's approved definitions for major/minor nonconformity, observation or opportunity.



Strong finding statements are factual, specific and traceable. Avoid blame, speculation about motives, or solutions embedded in the finding unless the audit process specifically requires recommendations.
8. Audit Reporting
Issue the report within the defined reporting period.
Summarize scope, methods, significant strengths, findings and overall conclusions.
Differentiate factual findings from improvement suggestions.
Highlight issues requiring immediate containment or escalation.
Protect confidential or patient-identifiable information in the report.
9. Corrective Action and Follow-up
The process owner is responsible for correction and corrective action. The auditor or designated reviewer confirms that evidence is adequate and that effectiveness is verified when required. Recurring findings should trigger deeper cause evaluation and review of system-level controls.
10. Common Audit Pitfalls
	Pitfall
	Better approach

	Auditing only against a checklist
	Follow processes and evidence trails across interfaces.

	Treating documents as proof of implementation
	Verify records, observation and staff understanding.

	Over-sampling low-risk records
	Focus effort on patient-safety and result-validity risks.

	Writing vague findings
	Link criterion, evidence and gap in one traceable statement.

	Closing actions on activity completion alone
	Verify intended outcome and recurrence risk.



11. Audit Evidence Package
	Record
	Minimum content

	Audit programme
	Planned scope, frequency, responsibilities and status.

	Audit plan
	Objective, scope, criteria, timing, team and auditees.

	Working papers
	Questions, evidence references and sampling notes.

	Audit report
	Conclusions, findings, strengths and distribution.

	Corrective-action evidence
	Owner, dates, actions, verification and closure.
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Applicable national, regional, accreditation-body and regulatory requirements should also be incorporated where relevant to the laboratory.
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