UNDERSTANDING ISO 17025 CLAUSE 8.8 - INTERNAL AUDITS
Why Internal Audits Matter — Assurance, Verification and System Discipline

Clause 8.8 is the clause that ensures the laboratory verifies its own management
system and technical operations. Internal audits are not a compliance exercise — they
are the laboratory’s internal assurance mechanism. They confirm whether the system
is implemented, effective and aligned with ISO/IEC 17025. Internal audits reveal
maturity, discipline and operational truth.

Internal audits protect competence. They verify whether personnel follow
procedures, apply methods correctly, maintain equipment properly and uphold data
integrity.

Internal audits protect impartiality. They confirm whether decisions are made
consistently, transparently and without undue influence.

Internal audits protect reliability. They verify whether results are accurate, consistent
and defensible.

Internal audits strengthen the management system. They identify gaps,
inconsistencies, risks and opportunities. They ensure that weaknesses are addressed
proactively — not discovered by external auditors.

The core principle: Internal audits are not inspection — they are assurance.

Clause 8.8 ensures that the laboratory verifies its own system with discipline,
transparency and evidence-driven analysis.

Planning Internal Audits - Criteria, Scope and Frequency

Clause 8.8 requires laboratories to plan internal audits intentionally and strategically.
Planning ensures that audits are structured, comprehensive and aligned with the
management system.

Audit Criteria

Audit criteria define what the audit will be measured against. Criteria may include:
e |ISO/IEC 17025 requirements
e Internal procedures

e Methods
o Records
e Policies

¢ Regulatory requirements

Criteria ensure that audits are objective and evidence-driven.
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Audit Scope

Scope defines what areas will be audited. Scope may include:
e Technical activities
e Sampling
e Testing or calibration
e Equipment
e Records
¢ Document control
e Impartiality
e Risks
e Corrective actions
e Management system processes

Scope ensures that audits are comprehensive and relevant.
Audit Frequency

Frequency ensures that all areas of the laboratory are audited within a defined cycle.

Frequency may be based on:
e Risk
e Complexity
e Past performance
e Changes in operations
e Accreditation requirements

Clause 8.8 ensures that internal audits are planned — not improvised. Planning
strengthens assurance and operational confidence.

Conducting Internal Audits — Objectivity, Evidence and Auditor Competence

Clause 8.8 requires internal audits to be conducted objectively, competently and
independently. Internal audits must be evidence-driven — not opinion-driven.

Auditor Competence

Auditors must understand:
e |ISO/IEC 17025 requirements
e Laboratory operations
e Audittechniques
e Evidence evaluation
e Reporting principles

Competence ensures that audits are credible and meaningful.
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Auditor Objectivity

Auditors must be independent of the activities being audited. They must avoid bias,
assumptions and conflicts of interest. Objectivity ensures that audits are fair,
transparent and trustworthy.

Evidence-Driven Auditing

Auditors gather evidence through:
e Interviews
e Observations
¢ Recordreview
¢ Method evaluation
¢ Equipmentinspection
¢ Workflow analysis

Evidence must be factual, traceable and relevant. Internal audits must evaluate
conformity — not personal preference.

Clause 8.8 ensures that internal audits are conducted with professionalism, discipline
and operational maturity.

Reporting Findings and Implementing Actions — Correction, Improvement and
System Strengthening

Clause 8.8 requires laboratories to report audit findings clearly and implement actions
effectively. Internal audits must lead to meaningful outcomes — not paperwork.

Reporting Findings

Audit reports must be:
e Clear
¢ Accurate
e Evidence-based
¢ Objective
o Traceable
¢ Action-oriented

Findings may include:
e Conformities
e Non-conformities
e Observations
e Opportunities for improvement
¢ Risks
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Implementing Actions

Actions may include:
e Corrections
e Corrective actions
e Process improvements
e Training
¢ Documentation updates
¢ Workflow adjustments
¢ Equipment changes

Actions must address root causes — not symptoms.
Verifying Effectiveness

Verification includes:
¢ Reviewing outcomes
¢ Monitoring stability
e Evaluating recurrence
¢ Updating the management system

Clause 8.8 ensures that internal audits strengthen reliability, competence and
impartiality.

Technician and Management Responsibilities — Participation, Oversight and System
Assurance

Technicians and management play critical roles in ensuring that internal audits are
effective, meaningful and aligned with the management system.

Technician Responsibilities

Technicians must:
e Participate openly
¢ Provide evidence
o Demonstrate processes
e Answer questions honestly
e Support corrective actions
¢ Follow updated procedures
¢ Maintain discipline in daily operations

Technicians are the frontline contributors to audit assurance.
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Management Responsibilities

Management must:
¢ Plan audits
e Approve criteria and scope
e Ensure auditor competence
e Allocate resources
¢ Review findings
e Approve actions
¢ Monitor effectiveness
e Integrate results into continual improvement

Management provides the oversight that keeps internal audits structured, strategic and
effective.

Together, technicians and management form a dual-layer audit-assurance structure
that protects stability, strengthens capability and reinforces confidence in the
management system.

Audit Discipline, System Verification and Evidence-Driven Assurance

Clause 8.8 - Internal Audits, verify whether the management system is implemented,
effective and alighed with ISO/IEC 17025. Disciplined audit planning, objective
execution and structured follow-up strengthen competence, impartiality and reliability.

Why Internal Audits Matter — Assurance, Verification and System Discipline

Internal audits confirm whether personnel follow procedures, whether methods are
applied correctly, whether equipment is maintained properly and whether records are
complete, accurate and traceable. Clause 8.8 ensures that laboratories verify their
own systems proactively to discover weaknesses. Internal audits protect competence,
impartiality and reliability.

Planning Internal Audits - Criteria, Scope and Frequency

Internal audits must be planned intentionally. Audit criteria define what the audit will
be measured against — ISO/IEC 17025, internal procedures, methods, records and
policies. Scope ensures that audits cover technical activities, documentation,
impartiality, risks, corrective actions and management system processes. Frequency
ensures that all areas are audited within a defined cycle, based on risk, complexity and
operational changes.

Conducting Internal Audits — Objectivity, Evidence and Auditor Competence

Internal audits must be conducted objectively and competently. Auditors must be
independent of the activities being audited, avoiding bias and conflicts of interest.
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Evidence must be factual, traceable and relevant — gathered through interviews,
observations, record review, method evaluation, equipment inspection and workflow
analysis.

Reporting Findings and Implementing Actions — Correction, Improvement and
System Strengthening

Findings must be clear, accurate, evidence-based and action-oriented. Actions may
include corrections, corrective actions, process improvements, training,
documentation updates or workflow adjustments. Effectiveness must be verified
through monitoring, evaluation and system updates.

Technician and Management Responsibilities — Participation, Oversight and System
Assurance

Technicians participate openly, provide evidence, demonstrate processes and support
corrective actions. Management plans audits, approves criteria and scope, ensures
auditor competence, reviews findings, approves.actions and monitors effectiveness.



