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This white paper shows how cIV operationalize ISO/IEC 
42001 across the AI lifecycle by embedding risk 
management, traceability, data integrity, and continuous 
auditability into every AI-driven process.



2. ISO/IEC 42001 Clause-by-Clause  
    Assessment

ISO/IEC 
42001 
Clause

Title cIV Compliance Summary

4
Context of the 
Organization

cIV captures system boundaries, stakeholder roles, and 
regulatory context in its validation documentation. It 
automates traceability between AI objectives and 
compliance obligations.

5
Leadership and 

Governance

cIV’s governance dashboards provide auditable records of 
management decisions, ethical AI policies, and oversight 
actions—strengthening leadership accountability.
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The life sciences industry has long relied on validated systems under EMA 
Annex 11 and FDA 21 CFR Part 11. These frameworks ensure data integrity, 
security, and accountability. As AI becomes integral to manufacturing and 
quality operations, similar rigor is needed not just to validate software, but to 
govern AI models, data, and decisions.

Continuous Intelligent Validation (cIV) is xLM’s AI-powered validation and 
testing platform for regulated environments. It automates validation 
documentation, testing, and compliance tracking. Building on its GxP 
foundation, cIV now supports ISO/IEC 42001 compliance, helping 
organizations govern AI with the reliability expected of validated systems.

1. Overview of cIV
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ISO/IEC 
42001 
Clause

Title cIV Compliance Summary

6
Planning and 

Risk 
Management

Builds on cIV’s Annex 11 and Part 11 risk-based validation 
framework; uses AI-guided tools to assess data bias, model 
drift, and performance degradation.

7
Support and 
Competence

cIV maintains digital training logs, role-based access 
control, and competency tracking aligned to AI 
responsibilities—linking personnel qualification with 
operational accountability.

8
Operational 

Controls for AI 
Systems

Provides traceable workflows for dataset management, 
model validation, and retraining approvals. Automated test 
execution ensures reproducibility and integrity of AI 
models.

9
Performance 

Evaluation and 
Monitoring

cIV includes analytics dashboards for key AI metrics, bias 
trends, and drift detection creating, continuous evidence 
for audits and regulatory inspection.

10
Improvement 
and Corrective 

Action

Integrated deviation and CAPA workflows record root cause 
analysis, remediation actions, and verification of 
effectiveness, driving systemic AI governance 
improvement.

3. Core Features Supporting ISO/IEC 42001 
    Compliance

AI Lifecycle Documentation
       
Automates the capture of AI model lineage, data provenance, and validation 
evidence. Provides end-to-end traceability from design to production 
monitoring.
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Risk-Based Validation and Audit Readiness
       
Integrates dynamic risk scoring throughout the AI lifecycle phases and 
generates audit-ready documentation aligned with ISO/IEC 42001 and GxP.

Data Integrity and Ethical AI Controls
       
Enforces ALCOA+ principles for all AI datasets and logs. Ensures 
non-repudiation with digital signatures and immutable audit trails. Captures 
decision rationale for transparency and explainability.

Continuous Monitoring and Drift Detection  
     
Implements bias and drift detection workflows and provides dashboards 
tracking model accuracy, fairness, and performance over time.

Governance Integration
     
Aligns with existing Quality Management Systems (QMS) and AI 
Management Systems (AIMS). Bridges regulatory compliance with 
responsible AI oversight.



4. Conclusion
       
AI compliance now requires governing algorithms, data, and decision logic—
not just validating systems.
cIV (Continuous Intelligent Validation) enables this by embedding AI lifecycle 
governance within the continuous validation framework trusted for GxP 
systems.

Aligned with ISO/IEC 42001:2023, cIV empowers organizations to achieve:
◦ Transparent, explainable AI decision-making
◦ Continuous, risk-based governance
◦ Seamless integration between QMS and AIMS
◦ Real-time auditability and performance visibility

By transforming validation into a continuous, intelligent, and ethical process, 
cIV helps enterprises operationalize trustworthy AI at scale—bridging the gap 
between compliance and innovation.

5. References
       
This document is based on the ISO/IEC 42001:2023 – Artificial Intelligence 
Management System Standard.
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