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Executive Summary

70-75% 5-10x% 18 months 30-40%

ISO 42001 controls Cost multiplier: reactive vs. Typical commercial Cost saving: integrated vs.
mapping to EU Al Act proactive compliance payback on governance parallel ISO/Act programme
jgati jnvestmen

Al governance has shifted from reputational aspiration to legal requirement. The EU Al Act
mandates specific governance structures — Article 9 risk management, Article 17 quality
management, Article 14 human oversight — while ISO/IEC 42001:2023 provides the international
management system standard for responsible Al development. Understanding how these
frameworks interrelate is the foundational strategic decision in any enterprise Al governance
programme.

This paper provides the complete mapping between 1SO 42001 controls and EU Al Act obligations,
the four-layer governance architecture that satisfies both frameworks efficiently, and the financial
and commercial business case for early governance investment. The central finding: organisations
that implement ISO 42001 as the management infrastructure into which Al Act-specific technical
artefacts are embedded achieve compliance at 30—40% lower total cost than those running parallel
programmes, while simultaneously building governance capabilities that generate measurable
commercial returns.

Paper 1 in this series covers provider obligations in depth — Technical File, conformity
assessment, post-market monitoring (unorma.com/eu-ai-act-compliance). Paper 3 addresses
deployer obligations — Articles 26, 14, 27, and 4 (unorma.com/deployer-obligations).
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1 ISO 42001 and EU Al Act: Different Instruments, Shared Goals

ISO/IEC 42001:2023 is a process standard — it defines what an Al management system should look
like organisationally. The EU Al Act is a product regulation — it defines the specific legal outcomes
that individual Al systems must achieve before EU market placement. They operate at different levels of
the compliance stack and are most valuable when implemented together rather than as alternatives.

Dimension ISO/IEC 42001:2023 EU Al Act

Nature International voluntary management system standard Binding EU regulation — directly applicable, legally
enforceable

Geographic scope Global — any organisation worldwide can certify EU market — applies to providers and deployers
placing/using Al in EU

Focus Organisational governance: processes, policies, culture, System-level compliance: specific technical artefacts,
continual improvement performance requirements, conformity procedures

Penalty No legal penalty for non-certification Fines up to €35M or 7% global turnover; market placement

suspension

Output Third-party certification demonstrating Al governance CE marking + Declaration of Conformity demonstrating
programme system compliance

Update cycle Voluntary — organisations revise to ISO standard Regulatory — mandatory compliance with amendments and
revisions delegated acts

Commercial signal Demonstrates responsible Al governance programme to Legal prerequisite for EU market access for high-risk systems

enterprise buyers

Table 1 - ISO 42001 vs EU Al Act: structural comparison across key dimensions.

2 The ISO 42001 -. EU Al Act Obligation Mapping

The mapping between ISO 42001's clause structure and EU Al Act requirements is more extensive than
most governance teams initially expect. The table below maps each ISO 42001 element to its closest Al
Act equivalent, with an honest assessment of coverage level and the specific gap that must be
supplemented.

1ISO 42001 Element EU Al Act Requirement Coverage Gap | Supplement Required

Clause 4 — Organisational Context Art. 9 Risk Management System — Strong Act requires per-system scope documentation;
Al policy scope, interested parties, organisational context for Al risk; Art. 16/17 ISO 42001 operates at organisational level —
external context Provider QMS scope supplement with system-level scoping for each

high-risk system

Clause 6 — Planning Risk & Art. 9 continuous risk identification, analysis, Strong Add Art. 9's specific requirement to test against
opportunity assessment, Al and mitigation across Al lifecycle reasonably foreseeable misuse and evaluate
governance objectives risks to health, safety, and fundamental rights
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1ISO 42001 Element

Clause 8 — Operations Al impact
assessment, system lifecycle,
operational controls

Annex A.2 — Internal Organisation

Roles, responsibilities, Al governance

committee

Annex A.4 — Al System Impact
Assessment Structured assessment
of Al impacts on individuals and
society

Annex A.6 — Responsible Al
Development Explainability, fairness,
privacy by design, safety, security

Clause 9 — Performance Evaluation
Monitoring, measurement, internal
audit, management review

Clause 10 — Improvement
Nonconformity handling, corrective
action, continual improvement

EU Al Act Requirement

Art. 10 Data Governance; Art. 11 Technical
Documentation; Art. 17 QMS operational
controls

Art. 17 QMS — documented roles and
accountability; Art. 26 Deployer oversight
person assignment

Art. 9 Risk Management; Art. 27 FRIA for
qualifying deployers

Art. 13 Transparency; Art. 14 Human Oversight;
Art. 15 Accuracy & Cybersecurity

Art. 72 Post-Market Monitoring — systematic
performance tracking; Art. 73 incident reporting

Art. 73 Serious Incident Reporting; Art. 9
corrective action and continual risk
management

Coverage

Moderate

Strong

Strong

Moderate

Strong

Strong

Gap | Supplement Required

1ISO 42001 addresses process controls; Act
requires specific technical artefacts (Annex IV,
bias test results with subgroup data) that
processes alone do not generate

Supplement with Art. 14's requirement for
technically competent oversight persons
specifically designated for each high-risk system
deployment

1ISO 42001 A.4 template covers similar ground to
FRIA; existing A.4 assessments can be
extended to satisfy Art. 27 by adding Charter
rights analysis

Act requires specific technical evidence
(adversarial test results, override logs, accuracy
metrics by subgroup) not satisfied by process
controls alone

Supplement with Art. 72's specific monitoring
data requirements and Art. 73's 15/3-day
regulatory reporting timelines

ISO 42001 handles internal correction;
supplement with Art. 73 external notification
obligations to market surveillance authorities

Table 2 - Complete ISO 42001 - EU Al Act mapping with coverage ratings and gap analysis.

WHERE ISO 42001 GOES BEYOND THE EU Al ACT

ISO 42001 contains governance requirements the EU Al Act deliberately leaves to organisational
discretion: a mandatory Al ethics policy (Annex A.2.2); structured stakeholder engagement in impact
assessments (Annex A.4); supply chain Al governance requirements (Annex A.5); and a continual
improvement cultural commitment that the Act's compliance-floor approach does not mandate. For

organisations targeting enterprise markets, these

requirements that the Act's CE marking does not.

3 The Four-Layer Al Governance Architecture

An effective Al governance architecture integrates ISO 42001's management system approach with Al
Act technical requirements across four layers. Each layer produces artefacts that feed the layers above
— failures at the foundation propagate upward; investment at the foundation multiplies upward.

Components

Al ethics policy; governance committee; role assignments;

Primary Owner

escalation procedures; Al system inventory and classification Lead

Board / C-Suite + Al Governance

1ISO 42001 Anchor

leadership

Clauses 4, 5, 6.1 — Context and

ISO 42001 dimensions satisfy procurement

Key Al Act Articles

Art. 4 Al literacy; Art. 17 QMS
Deployer obligations
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Components

Al risk register; system-level impact assessments; FRIA; data

governance framework; bias evaluation programme;

third-party vendor assessment

| Annex IV Technical File; conformity assessment procedure;

human oversight design engineering; logging architecture;

Primary Owner

Team

Compliance

adversarial robustness testing; model card programme

Post-market monitoring dashboards; incident capture and

reporting workflow; corrective action governance; Al literacy

Compliance

training programme; annual internal audit; mock conformity

assessment

Risk Officer + DPO + Compliance

ML Engineering + Product +

Operations + Engineering +

1ISO 42001 Anchor

and impact assessment; Annex

A4

A.6 Responsible Al development

evaluation and continual

improvement

Clauses 6.1, 8.4 — Risk planning

Clause 8 — Operations; Annex

Clauses 9, 10 — Performance

Key Al Act Articles

Art. 9 Risk Management; Art.
Governance; Art. 27 FRIA

Art. 11 Tech File; Arts. 13-15
requirements; Arts. 43-46 Cc

Art. 72 Post-market monitorir

Incident reporting; Art. 4 Liter

Table 3 - Four-layer Al governance architecture with owners, 1ISO 42001 anchors, and primary EU Al Act Articles.

4 Technical Debt vs. Regulatory Debt: The Cost Model

Regulatory debt behaves exactly like technical debt: manageable in early stages, exponentially

expensive once a product is mature and deployed at scale. The four primary cost drivers all increase as

a function of how long compliance is deferred.

Cost Category

Early Compliance (Year 1)

Deferred (Year 2-3)

Enforcement Scenario

Technical File development

Architecture compliance work

Conformity assessment

Legal and regulatory

Regulatory fine (Tier 2) [E50M revenue

company = 3%]

Revenue impact (market suspension /
lost deals)

TOTAL (indicative)

€40-80K Contempor-aneous,
auto-mated pipeline

€30-60K Compliance-by-design

€15—-40K Internal

self-assessment (Annex VI)

€20-50K Proactive legal review

€105-230K

€180-350K Reconstruction +
irrecoverable gaps

€150-400K Retrofitting production
system

€40-120K Notified Body required
by this stage

€50-150K Remediation legal
advice

Moderate — compliance gap risk in
procurement

€420K-1.02M

€250-500K Under regulatory
supervision

€300-800K Urgent remediation under
deadline

€80-200K+ Repeated assessments
after findings

€200-500K Enforcement defence
costs

Up to €1.5M

€500K-2M+ Market suspension +
reputational damage

€2.3M-5.5M+

Table 4 - Cost comparison for a mid-size Al SaaS company (~€50M revenue, one high-risk system). Indicative order-of-magnitude
estimates.
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THE CFO-READY ARGUMENT

The expected value calculation alone typically justifies the investment: even a 5% probability of a Tier 2
enforcement event x €3M total cost (fine + investigation + remediation) = €150K expected value of risk
mitigation — against a €150-200K compliance programme cost. When commercial revenue upside is
added (see Section 5), the business case is overwhelmingly positive for any company with meaningful
EU Al Act exposure.

5 The Commercial Revenue Case for Compliance

Beyond cost avoidance, Al governance investment generates positive commercial returns through three
compounding mechanisms. Enterprise Al procurement in regulated industries has evolved rapidly —
compliance documentation is no longer an optional differentiator but an increasingly standard

prerequisite.

Commercial Mechanism

How It Works

Quantification Approach

Enterprise deal
qualification

Shorter procurement
cycles

Price premium
sustainability

EU Al Act compliance documentation — Declarations of
Conformity, Technical File summaries, bias testing
results — is now a standard RFP requirement in
financial services, healthcare, and public sector
procurement in major EU markets. Compliant vendors
qualify for bids that non-compliant competitors cannot
enter.

Enterprise legal teams reviewing Al vendor contracts in
regulated industries spend significant effort on Al Act
liability allocation. A vendor providing a complete
compliance package — Declaration of Conformity,
Technical File summary, bias results, post-market
monitoring methodology — reduces legal review burden
substantially. Compliant vendors report 20—40% shorter
procurement cycles.

In markets where compliance documentation is required,
compliant vendors command a price premium reflecting
the regulatory risk transfer value: a deployer who buys
from a compliant provider reduces their own Article 26
compliance burden. That risk transfer value is real and is
increasingly priced into enterprise purchasing decisions.

Track the pipeline value of RFPs with compliance
requirements x your current win rate vs. a
counterfactual without compliance documentation

Measure average days from first contact to contract
signature for compliant vs. non-compliant customers;
multiply by pipeline deal volume to quantify cash flow
impact

Track pricing compression in deals where
compliance was challenged vs. deals with full
documentation; quantify the premium as a
percentage of ASP

Table 5 - Three commercial return mechanisms from Al governance investment, with quantification approaches.

6 The Harmonised Standards Trajectory

Article 40 of the EU Al Act establishes a mechanism for harmonised standards that, once published in
the Official Journal of the EU, create a legal presumption of conformity with the corresponding Act
requirements. CEN-CENELEC Joint Technical Committee 21 is actively developing harmonised
European Al standards — including an EN equivalent of ISO 42001 — with the first tranche expected to

reach harmonised status in 2026—-2027.
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The strategic implication is direct: ISO 42001 certification today is a hedge against future
compliance costs. Organisations certified when harmonised standards referencing ISO 42001 are
published will benefit from presumption of conformity for the covered obligations — without additional
assessment investment. Given the 9-18 month timeline to ISO 42001 certification, organisations
beginning now will be positioned before harmonised standards arrive.

HARMONISED STANDARDS TIMELINE

CEN-CENELEC JTC 21 has published initial standardisation deliverables and is working toward
harmonised status for several Al standards through 2026-2027. The harmonisation process requires
Commission mandate, standards development, public enquiry, and Official Journal publication — each
tranche taking 12-18 months from mandate to publication. Monitor the Official Journal and
CEN-CENELEC JTC 21 publications actively, as presumption of conformity takes effect from the date of
OJ publication.

Conclusion

Al governance is no longer optional for organisations operating in the EU market. The question is not
whether to invest but when and how efficiently. Organisations that integrate ISO 42001 as their
governance management system, embed Al Act-specific technical requirements within that system, and
treat the investment as commercial infrastructure — rather than compliance overhead — are building a
durable competitive advantage in regulatory resilience, enterprise procurement qualification, and
institutional capacity to govern Al responsibly as capabilities and regulations continue to evolve.

About Unorma

Unorma provides the compliance infrastructure for Al governance programmes. Our platform connects to
your ML development infrastructure to automate Technical File production, runs structured conformity
assessments aligned to Annex VI, maintains your Al system inventory with 1ISO 42001-aligned record
structures, and generates the evidence vault that makes regulatory requests a 48-hour exercise rather than a
weeks-long investigation.

- Al governance platform: unorma.com/features
- WP1 — Provider obligations: unorma.com/eu-ai-act-compliance

- WP3 — Deployer obligations: unorma.com/deployer-obligations
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