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1. Overview of clV

2. ISO/IEC 42001 Clause-by-Clause

Assessment

ISO/IEC
42001
Clause

clV Compliance Summary

clV captures system boundaries, stakeholder roles, and

Governance

4 Context of the |regulatory context in its validation documentation. It
Organization |automates traceability between Al objectives and
compliance obligations.
, clV’s governance dashboards provide auditable records of
Leadership and . ) .. .
5 management decisions, ethical Al policies, and oversight

actions—strengthening leadership accountability.
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clV Compliance Summary

Planning and |Builds on clV’s Annex 11 and Part 11 risk-based validation
6 Risk framework; uses Al-guided tools to assess data bias, model
Management |drift, and performance degradation.
clV maintains digital training logs, role-based access
. Supportand |control, and competency tracking aligned to Al
Competence |[responsibilities—linking personnel qualification with
operational accountability.
. Provides traceable workflows for dataset management,
Operational o o
model validation, and retraining approvals. Automated test
8 Controls for Al i - . .
execution ensures reproducibility and integrity of Al
Systems
models.
Performance |[clVincludes analytics dashboards for key Al metrics, bias
9 Evaluation and |trends, and drift detection creating, continuous evidence
Monitoring |for audits and regulatory inspection.
Integrated deviation and CAPA workflows record root cause
Improvement ) o . .
] analysis, remediation actions, and verification of
10 and Corrective ) o i
) effectiveness, driving systemic Al governance
Action .
Improvement.

3. Core Features Supporting ISO/IEC 42001
Compliance

Al Lifecycle Documentation




Risk-Based Validation and Audit Readiness

Data Integrity and Ethical Al Controls

Continuous Monitoring and Drift Detection

Governance Integration
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4. Conclusion
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