


CHAPTER 1

Introduction to ISO 42001 and Lead 
Auditor Role

1

Overview of ISO 42001
ISO 42001 represents the first international AI-specific management system standard, 
establishing requirements for responsible AI governance across organizations of all 
sizes and sectors. It provides a framework for establishing, implementing, 
maintaining, and continually improving an Artificial Intelligence Management System 
(AIMS). This standard helps organizations integrate ethical considerations, risk 
management, and compliance with AI-related laws and regulations into their 
operations.

2

Lead Auditor Role
Lead Auditors guide certification audits, evaluate AIMS compliance, assess risk 
management effectiveness, and verify adherence to responsible AI principles 
throughout the organization. Their role involves planning and executing audits, 
managing audit teams, communicating findings to stakeholders, and ensuring that the 
audit process is fair, objective, and provides clear recommendations for improvement. 
They act as independent assessors, ensuring organizations can demonstrate 
trustworthy and ethical AI practices.

3

Critical Knowledge
Understanding AI governance, risk assessment methodologies, and compliance 
principles unique to AI systems is essential for effective auditing and meaningful 
organizational improvement. This includes knowledge of AI lifecycle stages, data 
management practices, ethical AI principles (e.g., fairness, transparency, 
accountability), and applicable legal and regulatory frameworks for AI. A deep 
understanding of these areas allows Lead Auditors to identify gaps, evaluate controls, 
and contribute to the development of robust and compliant AI systems.
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Understanding the ISO 42001 
Framework and Structure
Standard Structure

ISO 42001 follows the high-
level structure common to ISO 
management system 
standards, ensuring 
integration with existing 
organizational frameworks.

Key Clauses Overview

Context of the Organization (Clause 4)

Leadership and Commitment (Clause 5)

Planning and Risk Management (Clause 6)

Support Resources (Clause 7)

Operational Controls (Clause 8)

Performance Evaluation (Clause 9)

Continual Improvement (Clause 10)

ISO 42001 integrates seamlessly with related standards including ISO/IEC 22989 for AI terminology, 
ISO 27001 for information security, and ISO 31000 for risk management. Auditors must understand 
critical terminology such as AI systems, AI lifecycle, risk treatment, AI governance, and responsible 
AI principles to conduct effective assessments.
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CHAPTER 2

Clause 4 – Context of the Organization
Understanding External and Internal Issues
Organizations must identify and document factors affecting their AI Management 
System, including regulatory requirements, technological trends, competitive 
landscape, and internal capabilities.

Stakeholder Needs and Expectations
Identify all relevant stakeholders—customers, regulators, employees, partners—and 
document their specific expectations regarding AI governance, transparency, and 
ethical use.

Defining AIMS Scope
Clearly define boundaries including which AI systems are in scope, geographical 
locations, business units, and any justified exclusions with documented rationale.

System Process Documentation
Document AIMS processes, their interactions, inputs, outputs, and responsibilities 
through process maps, system descriptions, and procedural documentation.
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Clause 5 – Leadership and Commitment
Top Management Involvement

Auditors must verify evidence of active leadership engagement through:

Resource allocation decisions

Strategic planning participation

Policy approval

Regular communication about AI governance priorities

Specifically, auditors should look for:

Budget allocations for AI ethics training, governance tools, and dedicated personnel.

Evidence might include:

Board meeting minutes showing discussions and decisions related to AI risk management

Integration of AI governance into the overall business strategy

Formal approvals of AI policies by senior executives

Internal communications from top management reinforcing the importance of responsible AI.

Key audit considerations include assessing the frequency and depth of top management's 
involvement and whether their actions align with stated commitments.

AI Policy Requirements

The AI policy must demonstrate commitment to:

Responsible AI principles

Legal compliance

Continual improvement

Stakeholder communication.

It should be:

Approved by top management

Documented

Communicated both internally and externally as appropriate.
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Auditors will examine the policy for:

Explicit references to ethical AI principles like fairness, transparency, accountability, and 
privacy.

Verification that the policy addresses relevant legal frameworks (e.g., GDPR, industry-specific 
regulations)

Outlining mechanisms for continuous improvement, such as regular review cycles and feedback 
integration.

Evidence will include:

The signed policy document

A communication plan demonstrating internal dissemination (e.g., employee training records, 
intranet announcements)

If applicable, external statements or reports on AI ethics.

Auditors should assess if the policy is comprehensive, accessible, and consistently applied.

Roles and Responsibilities

Organizations must clearly define, document, and communicate roles, responsibilities, and 
authorities related to AIMS implementation, ensuring accountability at all organizational levels. 
This includes:

Establishing specific job descriptions for AI governance roles (e.g., AI Ethics Officer, Data Privacy 
Lead)

Outlining the responsibilities of cross-functional teams involved in AI development and 
deployment

Creating RACI (Responsible, Accountable, Consulted, Informed) matrices for key AI-related 
processes.

Auditors will seek documented evidence such as:

Organizational charts detailing the AIMS structure

Formal role definitions

Terms of reference for AI governance committees

Records of communication channels used to disseminate this information (e.g., onboarding 
materials, internal workshops).
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CHAPTER 3

Clause 6 – Planning

1
Risks and Opportunities
Identify risks and opportunities related to AI governance effectiveness and plan 
actions to address them, ensuring AIMS achieves intended outcomes.

2

AI-Specific Risk Assessment
Conduct comprehensive risk assessments for all AI systems using defined criteria, 
methodologies, and documentation standards specific to AI risks including bias, 
transparency, and misuse.

3
Risk Treatment Planning
Select appropriate controls, implement risk mitigation strategies, document treatment 
decisions, and retain evidence of risk treatment effectiveness and ongoing monitoring.

4
Setting AI Objectives
Establish measurable objectives aligned with AI policy and organizational goals, 
including performance metrics, timelines, responsibilities, and resource requirements.
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Clause 7 – Support

Competence Assurance
Organizations must ensure personnel involved in AI governance and AIMS 
implementation possess necessary competence through education, training, and 
experience. Auditors should verify training records, competency assessments, and 
ongoing professional development programs.

Awareness and Communication
Effective communication strategies ensure all personnel understand the AI policy, 
their responsibilities, and AIMS requirements. Evidence includes communication 
plans, awareness campaigns, and documented understanding verification.

Documented Information
Proper control of documents and records related to AI systems, audits, risk 
assessments, and operational controls is critical. Verify document control procedures, 
version management, retention policies, and accessibility.
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CHAPTER 4

Clause 8 – Operation
Operational controls form the foundation of effective AI management. Organizations must 
demonstrate systematic planning and control throughout the AI system lifecycle, from development 
through deployment and ongoing use.

Lifecycle 
Management
Planning and 
controlling AI 
system 
development, 
deployment, and 
operational use 
with documented 
procedures and 
governance 
checkpoints.

Data 
Governance
Managing data 
quality, privacy, 
security, 
transparency, 
explainability, and 
human oversight 
throughout AI 
operations.

Misuse 
Prevention
Implementing 
controls for AI 
misuse 
prevention, 
incident response 
procedures, and 
continuous 
monitoring for 
anomalies.

Third-Party 
Management
Governing 
supplier and 
third-party AI 
systems through 
contracts, 
assessments, and 
ongoing 
monitoring 
arrangements.
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Clause 9 – Performance Evaluation

Monitoring and Measurement

Establish systematic processes for monitoring, measuring, analyzing, and evaluating AIMS 
effectiveness.

Define key performance indicators, measurement methodologies, data collection procedures, 
and analysis techniques specific to AI governance objectives.

Internal Audit Program

Conduct internal audits at planned intervals with appropriate frequency based on risk and 
system maturity.

Ensure auditors possess necessary competence.

Clearly document findings, nonconformities, and improvement opportunities in audit reporting.

Management Review

Top management must review AIMS at planned intervals.

Required inputs include audit results, stakeholder feedback, performance data, risk assessment 
updates, and corrective action status.

Outputs must drive improvement decisions, resource allocation, and strategic direction.
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CHAPTER 5

Clause 10 – Improvement

Identify Issues
Detect 

nonconformities and 
causes

Document 
Lessons

Record 
improvements and 

outcomes

Implement 
Actions

Apply corrective 
measures

Continual improvement is fundamental to ISO 42001 compliance.

Organizations must establish processes to:

Identify nonconformities.

Determine their causes.

Implement corrective actions.

Evaluate their effectiveness.

This cycle ensures AIMS evolves with changing AI technologies, regulatory requirements, and 
organizational needs.

Auditors should verify that improvement initiatives are based on objective evidence from:

Audits.

Performance data.

Stakeholder feedback.

Documentation of improvements and lessons learned:

Creates organizational knowledge.

Enhances AI risk management capabilities over time.

Demonstrates commitment to responsible AI governance.
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Preparing for the ISO 42001 Audit: 
Readiness Checklist

Conduct Gap Analysis
Assess current state against all ISO 42001 requirements including policy completeness, 
risk assessment methodology, documentation adequacy, and control effectiveness.

Complete Internal Audit Cycle
Perform at least one full internal audit covering all AIMS processes before certification 
audit to identify and address weaknesses.

Address Common Gaps
Focus on typical readiness issues: incomplete AI system inventories, undocumented 
governance processes, missing incident response plans, and inadequate training 
records.

Plan Adequate Timeline
Start readiness activities 6–9 months before planned audit date to allow sufficient time 
for gap remediation, process maturation, and evidence collection.

Pro Tip: Organizations often underestimate the time required for documentation and 
evidence collection. Starting early ensures thorough preparation and reduces pre-audit 
stress.
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Internal Audit Best Practices for ISO 
42001

Defining Audit Scope

Clearly define audit objectives focused on AI governance controls, risk management effectiveness, 
and AIMS compliance. Scope should cover all relevant processes, organizational units, and AI 
systems within AIMS boundaries.

Auditor Qualifications

Internal auditors must possess dual expertise: thorough knowledge of ISO 42001 requirements and 
understanding of AI concepts, technologies, and associated risks. Audit technique competence is 
equally critical for effective evidence gathering.

Documenting Findings

Clearly distinguish between major nonconformities (systematic failures), minor nonconformities 
(isolated issues), observations (improvement opportunities), and positive findings. Each should be 
traceable to specific ISO 42001 requirements.

Preparing for Certification

Use internal audits strategically to strengthen AIMS maturity, identify documentation gaps, test 
control effectiveness, and build organizational confidence before external certification audits.
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Evidence Collection and Documentation 
Tips

Policy and Planning Documents
AI policy statements, strategic plans, risk assessment reports, objective definitions, 
and treatment plans form the foundation of audit evidence.

Training and Competence Records
Maintain current training certificates, competency assessments, attendance records, 
and evidence of awareness program effectiveness.

Operational Evidence
Incident logs, monitoring reports, change records, system documentation, and 
supplier agreements demonstrate operational control effectiveness.

Process Documentation
Process maps, system descriptions, procedure documents, and work instructions 
illustrate AIMS operation and demonstrate systematic approach.

Ensure all evidence is current, easily accessible, and directly traceable to specific ISO 42001 clauses. 
Documented communication from leadership and comprehensive training records are particularly 
critical for demonstrating organizational commitment and competence.
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Leadership Engagement and 
Communication

1

Demonstrating Top Management Commitment
Auditors should look for tangible evidence including budget approvals, resource 
allocation decisions, meeting minutes, strategic planning documents, and direct 
leadership communications about AI governance priorities.

2

AI Policy Approval and Communication
The AI policy must be formally approved by top management, documented with 
signatures and dates, communicated internally through multiple channels, and made 
available externally to relevant stakeholders.

3

Clear Roles and Responsibilities
Organizational charts, job descriptions, responsibility matrices, and documented 
authorities should clearly define who is accountable for each aspect of AIMS 
implementation and AI governance.

Leadership engagement goes beyond policy approval—it requires visible, ongoing commitment 
through resource decisions, strategic direction, and active participation in governance activities.
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Risk Management Focus Areas for Lead 
Auditors
Critical Audit Focus

Risk management forms the core of 
ISO 42001 compliance. Auditors 
must thoroughly evaluate the 
organization's approach to 
identifying, assessing, and treating 
AI-specific risks.

Risk Assessment Methodology

Evaluate whether assessment criteria are appropriate 
for AI systems, considering factors like bias, 
explainability, transparency, data quality, and 
potential societal impacts.

Risk Treatment Effectiveness

Verify that risk treatment plans are not just 
documented but actually implemented, monitored, 
and demonstrably effective in reducing identified 
risks.

Control Implementation

Check that controls address AI transparency, fairness, 
explainability, and misuse prevention with 
appropriate technical and organizational measures.

Continuous Monitoring

Review incident response procedures and continuous 
monitoring mechanisms to ensure rapid detection and 
remediation of AI system issues.
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Operational Controls and AI System 
Lifecycle Auditing
Operational controls ensure AI systems are developed, deployed, and maintained according to 
responsible AI principles throughout their entire lifecycle. Auditors must verify systematic 
approaches at each stage.

1 Design and Development
Review design specifications, ethical considerations, bias testing, validation 
procedures, and documentation quality for AI system development.

2 Data Management
Assess data quality controls, privacy compliance, security measures, and data 
governance throughout collection, processing, and storage.

3 Deployment Controls
Verify approval processes, human oversight mechanisms, monitoring systems, and 
deployment documentation for AI system rollout.

4 Third-Party Governance
Evaluate supplier assessment processes, contractual controls, ongoing monitoring, and 
governance of externally developed AI systems.
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Performance Evaluation and 
Management Review Auditing
Internal Audit Program Review

Examine internal audit reports for completeness, competence of auditors, coverage of all AIMS 
processes, and appropriate frequency. Verify that findings are clearly documented and corrective 
actions are tracked to closure.

Performance Data Analysis

Review how organizations collect, analyze, and act upon performance data. Key indicators should 
measure AIMS effectiveness, AI system performance, risk management outcomes, and progress 
toward objectives.

Management Review Inputs
Verify reviews include: audit results, 

stakeholder feedback, performance against 
objectives, risk assessment updates, 

improvement opportunities, and resource 
adequacy.

Management Review Outputs
Confirm reviews produce: improvement 
decisions, resource allocation changes, 
AIMS updates, and strategic direction 

adjustments with documented actions and 
responsibilities.
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Handling Nonconformities and 
Corrective Actions

3
Classification Types

Major nonconformities, minor 
nonconformities, and 

observations each require 
different response approaches.

5
Analysis Steps

Document, investigate, identify 
root cause, plan corrective 

action, and verify 
effectiveness.

30
Days Typical

Average timeline for minor 
nonconformity resolution 
before certification audit.

Major Nonconformities

Systematic failures or 
absence of required AIMS 
elements that significantly 
impact system effectiveness. 
These must be resolved 
before certification can be 
granted.

Minor Nonconformities

Isolated lapses or 
documentation gaps that 
don't indicate systemic 
failure. Require corrective 
action but allow conditional 
certification.

Observations

Opportunities for 
improvement that don't 
represent nonconformity. 
While not mandatory to 
address, they provide 
valuable enhancement 
suggestions.

Effective corrective action requires thorough root cause analysis, not just addressing symptoms. 
Organizations must document the investigation process, implemented corrections, and evidence of 
effectiveness verification through follow-up audits or monitoring.
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Certification Process and Maintaining 
ISO 42001 Compliance

Application
Submit 

application and 
plan timeline

Stage 1
Documentation 

review for 
readiness

Stage 2
On-site audit and 
comprehensive 

assessment

Decision
Certification 

decision based on 
findings

Surveillance
Ongoing audits 

and 
recertification 

cycle

The certification journey begins with application and extends through ongoing surveillance. Stage 1 
reviews documentation readiness, while Stage 2 conducts comprehensive on-site assessment of AIMS 
implementation and effectiveness.

Initial Certification
Complete application, 
undergo Stage 1 and Stage 
2 audits, address any 
nonconformities, and 
receive certification valid 
for three years upon 
successful completion.

Surveillance Audits
Annual or semi-annual 
audits verify continued 
AIMS effectiveness, assess 
improvement initiatives, 
and ensure ongoing 
compliance with ISO 42001 
requirements.

Recertification
Every three years, undergo 
comprehensive 
recertification audit 
covering all AIMS aspects, 
demonstrating sustained 
commitment and continual 
improvement over the 
certification period.

Maintaining compliance post-certification requires ongoing commitment to continual improvement, 
regular internal audits, management reviews, and staying current with evolving AI governance best 
practices and regulatory requirements.
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