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Integration of EN 18286 and ISO/IEC 42001: Compliance and quality
assurance in conjunction

Organizations that work with artificial intelligence are increasingly faced with the challenge of mastering
ethical, technical and governance aspects integrally. In this context, EN 18286 and ISO/IEC 42001 offer

complementary frameworks that can be easily integrated with each other. A well-thought-out integration
not only increases compliance, but also the quality, reliability, and social acceptance of Al applications.

The emergence of the EU Al Act requires organizations to not only comply with the law, but also to
demonstrate control over the quality and social impact of Al systems. In this context, EN 18286 and
ISO/IEC 42001 are two clearly distinguishable but complementary standards. Where EN 18286 is primarily
focused on compliance with the Al Act, ISO/IEC 42001 provides a broader management framework that
focuses on transparency, effectiveness, and preventing bias in Al applications.

While we recommend that readers read the standard directly before all terms and definitions, below are
some key summaries:

1. Al system: A machine-based and potentially adaptive (post-deployment) system that can generate
outputs that can influence real or virtual environments.

2. Provider: An entity that develops or places an Al system on the EU market under its own
name/trademark.

3. Deployer: An entity that uses an Al system under its jurisdiction (excluding personal use).

4. Patient person: Any person or group that is affected by the operation of an Al system.

5. Fundamental rights: The rights and freedoms protected by the EU Charter.

6. Serious incident: An event that causes serious harm, significantly violates fundamental rights, or

causes death.

7. Substantial change: Any change that affects the intended purpose or compliance of an Al system
triggers a new conformity assessment.

EN 18286

is essentially a compliance-oriented standard. In terms of content, the standard is in line with the
requirements of the Al Act and offers concrete tools for:

e demonstrable compliance with legal obligations for (high-risk) Al systems.

e documentation and technical substantiation to regulators.

e auditability of datasets, models, and performance.

e Ensuring minimum requirements for safety and reliability.

As aresult, EN 18286 mainly functions as a framework for proof and testing: the standard helps
organizations to demonstrate that they meet the requirements of the Al Act.
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The scope of the QMS, which should be documented and updated when changes occur, should indicate
which Al systems/organizational units are included, the necessary domain/sector/geographic coverage,
and, for multi-organization providers, the roles and interfaces of each entity involved in the QMS. Crucially,
the QMS must operationalize seven essential requirements, which align with Chapter lll, Section 2 of the
EU Al Act:

e Risk management system.

e Data & Data Governance

e Technical Documentation

e Administration

e Transparency and information to users

e Human oversight

e Accuracy, robustness, and cybersecurity

Finally, providers should set out how compliance is achieved by specifying which harmonized
standards/common specifications/internal technical methods are used, how each of these controls
address/resolve identified risks and essential requirements, and explain the motivation for the choice of
appropriate solutions.

ISO/IEC 42001

has a different focus. This standard describes an Al management system that supports organizations in the
structural and targeted use of Al. The focus is on:

e transparency about the operation, use, and decision-making by Al systems.

o effectiveness, by demonstrably aligning Al with organizational objectives.

e unbiasedness and fairness, through systematic identification and management of bias.

e Continuous improvement of Al processes and decision-making.

ISO/IEC 42001 therefore focuses less on minimum legal compliance and more on high-quality and
responsible long-term use of Al. The standards can be combined well when the distinction in function is
consciously used:

e |SO/IEC 42001 as a substantive and organizational foundation ISO/IEC 42001 forms the framework
in which transparency, effectiveness and unbiasedness are embedded as explicit objectives in
policy, governance, and decision-making.

e EN 18286 as a compliance layer within this foundation Within the processes set up by ISO/IEC
42001 (such as development, validation, and monitoring), EN 18286 can be applied to
demonstrably cover specific Al Act requirements.

o Relationship between risks and legal obligations. Bias, lack of transparency or ineffective Al are
seen as management risks within ISO/IEC 42001, while EN 18286 helps to translate these risks into
concrete compliance measures.

e Unambiguous accountability: ISO/IEC 42001 ensures consistent guidance and accountability
towards management and stakeholders, while EN 18286 provides the technical and legal
foundation towards regulators.
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Why use ISO/IEC 42001 as a starting point?

While EN 18286 is essential for compliance with the Al Act, ISO/IEC 42001 is a more logical starting point:

e From compliance to quality ISO/IEC 42001 prevents Al governance from being reduced to a
‘checklist for compliance' Transparency, effectiveness, and unbiasedness become explicit steering
goals.

e Sustainable assurance Legislation may change; the need for explainable, fair, and effective Al
remains. ISO/IEC 42001 provides a stable and future-proof framework for this.

¢ Administrative embedding The standard requires clear roles, responsibilities, and decision-
making at management level, which is essential to be able to structurally support compliance
requirements.

e Better social legitimacy Organizations that apply ISO/IEC 42001 not only show that they comply
with the Al Act, but also that they consciously steer towards responsible and unbiased use of Al.

EN 18286 and ISO/IEC 42001 each play their own role in responsible Al use. EN 18286 supports
organizations in demonstrating compliance with the Al Act, while ISO/IEC 42001 provides direction for
transparency, effectiveness, and the prevention of bias. By taking ISO/IEC 42001 as a starting point and
positioning EN 18286 as a compliance instrument within it, a coherent and future-proof framework is
created in which legal compliance and qualitative Al use reinforce each other.

A different structure

The European Union has developed prEN 18286 to provide organizations with a concrete and legally
relevant tool for compliance with the Al Act. The standard is specifically written to align with the European
regulatory framework and translates legal obligations directly into verifiable product requirements.

ISO/IEC 42001 is not recognized by the EU as a harmonized standard because it is designed as a general
management system and not as a direct elaboration of European legislation. As a result, ISO/IEC 42001
does support internal Al management, but does not provide an automatic assumption of compliance with
the Al Act. prEN 18286 fills this gap by being explicitly alighed with the European legal requirements for Al
systems.

prEN 18286 deliberately deviates from traditional standards for quality management systems. Where
standards such as ISO 9001 and ISO/IEC 42001 are built around the organization and its management
processes, prEN 18286 takes a different approach. This standard is directly based on the requirements of
Section 17 of the Al Act and therefore focuses primarily on the Al product itself, not on the organization as a
whole.

This choice is not accidental. It is closely aligned with the purpose of this regulation and with the specific way
in which Al systems are regulated within the European New Legislative Framework.

For organizations working on Al compliance, it's important to understand this difference. It helps them make
good choices in their compliance strategy and understand what harmonized standards mean in highly
regulated industries.

The Basis of the Harmonized Structure

ISO 9001:2015 is an example of an organization-oriented approach to quality management. Based on the
Harmonized Structure (HS) of Annex SL - the common framework prescribed for all ISO management system
standards - ISO 9001 organizes its requirements into ten clauses:

1. Subject matter and scope
2. Normative references
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Terms and definitions
Context of the organization
Leadership

Planning

Support

Facts

. Performance evaluation
10. Improvement

©®ND UM

This structure reflects a fundamental organizational perspective. The standard asks: "How should an
organization structure its quality management activities?" It starts with understanding the organizational
context (Clause 4), establishing leadership commitments (Clause 5), and planning for the QMS (Clause 6)
before dealing with operational matters. The assumption is that quality management is an organizational
capacity, a set of processes, competencies, and cultural characteristics that are embedded in the
organization's structure and operations.

Process approach and organizational integration.

The process approach of ISO 9001 emphasizes the interconnectedness of activities within the organization.
The standard requires organizations to:

e Determine the processes required for the QMS.

e Determine the sequence and interaction of these processes.

o Define criteria and methods for effective operation and control.

e Ensure availability of resources and information.

e Monitor, measure, and analyze these processes.

e Take actions to achieve planned outcomes and continuous improvement.

Itis crucial that these processes are organizational processes. They may produce products or services, but
the unit of certification is the ability of the organization to consistently deliver products and services that meet
the client's legal and regulatory requirements (Clause 1.1). The organization receives ISO 9001 certification;
Individual products do not.

The role of product realization

Even the "Operation" clause (Clause 8) of ISO 9001, which deals with product realization, does so from the
perspective of organizational systems. It sets requirements for:

e Operational planning and control

e Requirements for products and services

e Design and development processes (as organizational capabilities)
e Control over externally delivered processes, products and services
e Production and services

e Publication of products and services

e Checking non-compliant outputs

These requirements describe how the organization should organize its product realization activities, not the
specific characteristics that individual products must possess. Product requirements themselves are typically
defined in product-specific standards (e.g., ISO 13485 for medical devices) or customer specifications.

Similarities
The prEN 18286 and ISO 42001 are both focused on Al management but have a fundamentally different
approach. While ISO 42001 is an international, voluntary framework for an Al management system (AIMS),

prEN 18286 has been specifically developed as a harmonized European quality standard to meet the legal
requirements of the EU Al Act, in particular Article 17
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Although the structure differs, the standards overlap with substantive themes that recur in both

frameworks:

¢ Risk management: Both standards require processes to identify and mitigate Al-specific risks.

o Documentation: Both place a strong emphasis on creating policies, procedures, and documents
for transparency and accountability.

o Lifecycle approach: Both prEN 18286 and ISO 42001 cover the full cycle from design and
development to monitoring and phase-out.

e Compatibility: prEN 18286 includes appendices that align the standard with ISO 42001, allowing
organizations with already an AIMS to extend it.

Crucial differences per clause/structure

The biggest differences lie in the architecture and purpose.

Although ISO 42001 and prEN 18286 overlap in general terms (about 40-50%), their structure is
fundamentally different. The prEN 18286 is built directly on the 13 mandatory elements of Article 17 of the
EU Al Act, while ISO 42001 follows the harmonized structure (HS) for ISO management system standards.

The following is how the main provisions of ISO 42001 relate to the requirements of prEN 18286:

Characteristic

ISO/IEC 42001

prEN 18286

Focus Organization-oriented: Focused on Product-oriented: Focused on
internal governance and continuous demonstrating compliance for
improvement. specific Al systems.

Structure Follows the harmonized structure (10 | Built around the 13 mandatory

clauses such as Context, Leadership,
Planning).

elements of Article 17 of the EU Al
Act.

Goal "Quality"

Focused on customer satisfaction and
organizational efficiency.

Redefines quality as compliance
with regulations (health, safety, and
fundamental rights).

Legal status

Voluntary standard; No direct legal
sanctions.

Provides a "presumption of
conformity" with the EU Al Act.

Additional
requirements

General Al control measures (Appendix
A).

Specific requirements for post-market
monitoring and incident procedures
as required by law.

Important points of attention during mapping:

o Legal bridge: Where ISO/IEC 42001 speaks of "relevant laws and regulations" in clauses 4.2 and 5.3,
prEN 18286 makes this concrete by explicitly referring to the compliance strategy required by the Al Act.
The standard thus translates general compliance obligations directly into the European legal

framework.

e Mapping via Annexes: prEN 18286 contains informational annexes (annexes) that show how
organizations can leverage their existing ISO/IEC 42001 certification to comply with the Al Act. This is
done by adding specific, product-oriented control measures that go beyond the organization-wide
management system.
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Shift in risk management (clause 6.1): In the transition from ISO/IEC 42001 to prEN 18286, the focus
shifts from general organizational control to being able to explicitly demonstrate legal compliance. The risk
management process thus has a direct role in bearing the legal burden of proof.

In-depth: Risk Management (6.1)

Where ISO/IEC 42001 requires organizations to identify and manage risks to the organization, prEN 18286
states that this process must be an integral part of the technical documentation as prescribed by the EU Al

Act.

p.90r19

Bring out the Best® and the logo are registered trademarks © Bring out the Best 2026



Al " Kwaliteit waar het hele
o bed'cg'f beter van wordt

1. Specific documentation requirements in prEN 18286

In contrast to the more general requirements of ISO 42001, under prEN 18286 you must explicitly stipulate
the following:

e Life-stage traceability: You need to document how risks have been identified and what specific
design decisions are based on them for each phase (design, data collection, testing, etc.).

e Residualrisk responsibility: ISO 42001 requires acceptance of residual risk by management. prEN
18286 requires you to prove that residual risks do not pose an unacceptable danger to health, safety,
or fundamental rights.

e Impact on fundamental rights: ISO 42001 mentions societal impact, but prEN 18286 requires a
formal framework for the Impact Assessment of Fundamental Rights, specifically for high-risk
systems.

2. Operational differences in practice

Share ISO 42001 (AIMS) prEN 18286 (Compliance with the Al Act)

Purpose Risks to the effectiveness of Risks associated with the specific Al product.
AIMS.

Measures Choice of Appendix A (e.g., data | Mandatory measures under Article 17(1)(f) of
management, bias). the Al Act.

Updates Periodic assessment (e.g., Continuous process throughout the life cycle;
annually). Any substantial change will cause an update.

Suppliers Management of external Formal evaluation of data and model vendors
processes. based on their influence on model behavior.

Conclusion for compliance

If you are already ISO 42001 certified, you have the process-based basis, but for prEN 18286 you have to
"reverse" the risk assessment: from a management system risk to a detailed product safety analysis that
links directly to the technicalfiles of your Al systems

The prEN 18286 serves as a practical implementation of Article 17 of the EU Al Act. Although an ISO
42001 (AIMS) provides an excellent organizational basis, prEN 18286 is more binding in terms of product-
specific burden of proof for high-risk Al.

Below is the checklist of the 13 mandatory elements according to the EU Al Act Service Desk, with specific
additions compared to ISO 42001:

Checklist: The 13 Elements of prEN 18286 / Art. 17

Article 17(1) lists thirteen elements the QMS must cover. Reading them grouped by function rather than
alphabetically reveals that they are overwhelmingly product-oriented.

Product design and development requirements cover the design, design control, and design verification of
each Al system, along with examination, testing, and validation procedures with defined frequency.
Product compliance strategy requires a documented regulatory compliance strategy including technical
specifications, standards, or other solutions chosen to meet each essential requirement. This is a per-
system compliance map, not an organization-level policy statement. prEN 18286 translates every one of
these thirteen elements into concrete, auditable requirements. Annex ZA maps each clause of the
standard directly to the corresponding paragraph of Article 17(1). This isn't interpretation — it's designed
correspondence.

1. Legal compliance strategy: Including procedures for conformity assessments and managing
changes to the system.
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2. Design check: Specific techniques and systematics for the design and verification of the Al system.

3. Development and quality assurance: Procedures for quality control during actual construction.

4. Testing and validation procedures: Detailed mechanisms for testing before, during, and after
development, including their frequency.

5. Technical specifications: Establishment of applied standards and alternative ways of complying with
the law in the absence of standards.

6. Data management: Systems for acquiring, labeling, storing, and cleaning data (in accordance with
Art. 10 of the Al Act).

7. Risk management system: A system that continuously monitors risks to health, safety, and
fundamental rights (in accordance with Article 9).

8. Post-market monitoring: A formal system to monitor the performance of the system in practice (in
accordance with Article 72).

9. Incidentreporting: Procedures for reporting serious incidents to authorities (in accordance with Art.
73).

10. Communication management: Formal lines with regulators, customers, and other stakeholders.

11. Documentation & Administration: Systems for the systematic storage of all relevant information and
technical files.

12. Resource management: Management of resources, including supply chain security.

13. Accountability Framework: Clear assignment of responsibilities within management and staff for all
of the above.

What is often missing from an ISO 42001 AIMS?

According to analyses by Lumenova Al and CEN-CENELEC , when making a switch, you should pay
particular attention to:

e The shift to 'Product safety': ISO 42001 looks at the management system; prEN 18286 requires
evidence per individual Al product.

¢ Fundamental rights focus: The risk analysis (point 7) must explicitly include the impact on
fundamental rights, which is often optional or less detailed in ISO 42001.

e  Strict reporting obligation: The procedures for incidents (point 9) must be directly linked to the legal
deadlines and channels of the EU Al Act

In prEN 18286, data management (based on Article 10 of the Al Act) is tightened from a general
organizational process to a strict, product-specific set of quality requirements. Where ISO 42001 (Clause
8.1 and Appendix A.5) focuses on the management of data, prEN 18286 requires the burden of proof for the
content quality of the datasets used.

Implementation of data management in prEN 18286

The prEN 18286 forces you to demonstrate for each high-risk Al system that the training, validation and test
datasets comply with four gold standards:

1. Relevance: The data must be directly related to the specific task and the intended context of the
system to avoid misleading results.

2. Representativeness: The dataset should reflect the diversity of the situation in practice (such as
demographic characteristics) to minimize bias.

3. Freedom from error (as best as possible): There must be a demonstrable process in place to clean
up data and correct inaccuracies.

4. Completeness: The data should include all relevant scenarios that the system may encounterin
practice to avoid "blind spots".
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Specific additions compared to ISO 42001

According to the provisions of the EU Al Act, Service Desk and Analyses of Lumenova Al prEN 18286 adds
the following mandatory governance steps:

e Detection and mitigation of bias: ISO 42001 focuses on bias, but prEN 18286 requires explicit
procedures to identify bias that may violate fundamental rights.

e Assumptions and measurement goals: You need to document what assumptions have been made
about what exactly the data measures and represents.

o Identification of data gaps: It is mandatory to actively look for missing information in the dataset and
formulate strategies to close these gaps.

e Processing of special personal data: The standard provides for an exception (under strict conditions)
to use sensitive data (such as ethnicity), but only if it is necessary to detect and correct biases.

In prEN 18286, a data gap analysis is not a one-off check, but a mandatory part of your technicalfile.
Where ISO 42001 (clause 8.3) states that your data must be adequate, prEN 18286 requires you to prove
where the data is insufficient and how you can cover that risk.

Example: Documentation of a Data Gap Analysis
Suppose you develop an Al system for the automatic assessment of creditworthiness.

1. Identifying the gap

e Observation: The training dataset contains historical data from 2018-2022.

e Gap: Thereis alack of data on self-employed people who have been active for less than 12 months.

e Risk: The model may mistakenly reject this group (false negatives) or misjudge risks due to the lack of
patterns.

2. Evaluation in accordance with prEN 18286 (Impact on fundamental rights)
e Analysis: The gap may lead to indirect discrimination against young entrepreneurs (violation of the

right to non-discrimination under the EU Charter of Fundamental Rights).

3. Mitigation strategy (the 'fix')

In accordance with the EU Al Act's guidelines for data management , you must document one of the
following actions:

e Synthetic data: "5,000 synthetic profiles were generated to simulate the variability within the incipient
independent group."

e Additional collection: "A targeted data purchase was made at source Xto increase the group of young
entrepreneurs by 15%."

e Operational limitation: "The model gives a 'low confidence score' for this target group, after which a
human expert takes over the assessment (Human-in-the-loop)."

4. Verification

o Testresult: "After adding the new data, the variance of bias for the target group has been reduced from
0.12t00.03."

What should be in your file?
An auditor who tests for prEN 18286 looks for a logbook that states:

1. The methodology: How did you look for holes? (e.g., through exploratory data analysis).
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2. The threshold: When do you consider a gap to be "significant"?
3. The remaining uncertainty: Which holes have not been closed and why is that safe?

For prEN 18286, it is crucial that you not only identify risks, but also explicitly argue why a system can
safely enter the market, despite known limitations (residual risks).

Below is a template that bridges the gap between the management system (ISO 42001) and the
specification requirements of the EU Al Act.

Template: Residual risk responsibility (according to prEN 18286)

1. ldentification of the residual risk

e Description: [E.g., insufficient accuracy in minority group X due to lack of qualitative data].
e Source: Identified during Data gap analysis dated [Date].

2. Impact Analysis (Fundamental Rights & Security)

e Relevant fundamentalrights: [e.g., Article 21: Non-discrimination].
e RiskLevel: [Low / Medium / High] after the initial mitigation.
e Reasoning: Why can't this risk be completely eliminated with the current state of the art?

3. Mitigation measures (Technical and operational safeguards)

e Technical check: [E.g., built-in reject option with margin of uncertainty > 20%].
e Human oversight: [Describe how the 'Human-in-the-loop' intervenes in this specific residual risk].
o Instructions for the user: [Reference to the operating instructions according to Art. 13 of the Al Act].

4. Declaration of acceptability

e Conclusion: We declare that the residual risk is acceptable because:
o The benefits to the end user outweigh the residual risk.
o Therisk does not pose a threat to physical security or the core of fundamental rights.
o Apost-market monitoring plan (PMM) is in place to monitor this risk in real time.

5. Formal approval

e Responsible employee: [Name & Role, e.g., Al Quality Manager].
e Date:[Date].

Important for your file:

According to CEN-CENELEC's guidelines, this responsibility must be directly linked to your Post-Market
Monitoring (PMM) system. If the residual risk turns out to be greater than estimated in practice, this should
trigger an automatic incident reporting procedure.

A Post-Market Monitoring (PMM) plan under prEN 18286 is much more active than the periodic reviews of
ISO 42001. The goal is to continuously prove that the assumptions about residual risks and data gaps are
correctin practice.

Below is a concrete overview for a PMM plan, focusing on the requirements of the EU Al Act (Article 72).

Setting up a Post-Market Monitoring Plan (PMM)
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1. Monitoring indicators (KPIs for risk)

Instead of just general system performance, define indicators for your specific (remaining) risks:

e Performance Drift: Does accuracy differ from the test results in practice (especially in the previously
identified gap groups)?

e Bias metric: Monitor inequality in outputin real time (e.g., with AIF360 or Fairlearn).

e Human overruling ratio: How often does the human supervisor intervene? (A high ratio indicates an
unforeseen residual risk).

2. Data collection from practice

. Feedback loops: Systematic recording of erroneous predictions reported by users.
. Log analysis: Automatic storage of decisions with low confidence for weekly audit by an expert.

3. Evaluation and action triggers

You need to determine in advance when a deviation becomes an incident:

. Threshold: "If the margin of error for audience X increases by >5% compared to the validation set,
the deployment will be paused.”

. Incident Procedure: Direct link to your serious incident protocolin accordance with Section 73 of
the Al Act.

4. Reporting Cycle

. PMM Report: Create a monthly or quarterly report for the technical documentation.
. Update cycle: The results of the PMM should lead to a new cycle of risk management (review of the
remaining risk responsibility).

The difference in action

Activity ISO 42001 (Management) prEN 18286 (Product conformity)

Focus Satisfaction and AIMS processes. Safety and regulatory compliance.

Output Management Assessment Report. Updated technical file (Art. 11).

Correction  |Process improvement. Model retraining or limiting the purpose of use.

According to the EU Al Act and prEN 18286, the threshold for notifications is strictly defined. Not every bug
is anincident. A notification is mandatory in the event of a 'serious incident' (Article 3(44)).

Below is the decision tree to determine whether a deviation from your PMM plan should be reported to the
State Inspectorate for Digital Infrastructure (RDI) or to the Dutch Data Protection Authority (AP).

Decision tree: obligation to report serious incident.

Step 1: Is there an actual or potentially harmful event?

e No:Save to the internal PMM log for continuous improvement.
e Yes:Goto Step 2.

Step 2: Does abnormality cause any of the following effects?
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1. Death or serious damage to someone's health?

2. Serious disruption to the management and operation of critical infrastructure?

3. Breach of obligations under Union law to protect fundamental rights (e.g., widespread
discrimination, violation of privacy)?

4. Serious damage to property or the environment?

¢ NO to everything: Treat it as a "non-serious incident"; document the mitigation in the technical file.

e YES, to one or more: This is a serious incident. Go to step 3.

Step 3: Is there a causal relationship with the Al system?

e YES: Begin the formal reporting process (Step 4).
e Doubt: Precautionary report.

Step 4: The reporting procedure (timetables)

¢ Immediately: After the connection between the system and the incident is established.
¢ No later than 15 days: After the incident has become known.
¢ No later than 2 days: In the event of a large-scale violation of fundamentalrights or death.

Comparison of the reporting obligation

Characteristic ISO 42001 prEN 18286 / Al Act

Focus Deviation from the management | Damage to people, society, or
system. the environment.

Receiver Internal management/ National Supervisory Authority
certification body. (RDI/AP).

Consequences not reported Deviation on the certificate. Fines (up to 1-3% of global

turnover).
What now?

You now have the basis for risk management, data loading, residual risk responsibility, and monitoring.

As afinal step, an overview of the specific roles and responsibilities (the Accountability Framework) that

you need to assign to make this process legally watertight.

Comparison of the clauses

prEN 18286 ISO 42001:2023
4 Quality management system 4 Context of the organization
4.1 General 4.4 | Quality management system and its
processes

4.2 Understanding stakeholder needs and 4.2 | Understanding stakeholder needs and
expectations expectations

4.3 Determining the scope of quality 4.3 Determining the scope of quality
Management system Management system

4.4 Regulatory Compliance Strategy

4.5 Documented information 7.5 | Documented information
5 Responsibility for management 5 Leadership

6 Planning 6 Planning

7 Support 7 Support

8 Product realization 8 Operation
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9 Operations and control
10 Performance evaluation 9 Performance evaluation
10.3 | Improvement 10 Improvement
EN 18286 1ISO 42001
1. Scope

Defines requirements for establishing,
implementing, maintaining, and improving an Al
Management System (AIMS), with explicit
alignment to European regulatory expectations
(notably EU Al regulatory framework).

Defines requirements for establishing,
implementing, maintaining, and continually
improving an Al Management System (AIMS)
applicable to any organization, globally, regardless
of size or sector.

2. Normative References

EU ecosystem focused.

References European normative and harmonized
standards, particularly those supporting Al
governance and risk frameworks

International ISO ecosystem aligned.

References for the ISO/IEC management system
and Al vocabulary standards (e.g., ISO/IEC 22989
Al concepts and terminology).

3. Terms and Definitions

Terminology aligned with EU Al regulatory language
(e.g., high-risk Al, provider, deployer).

Uses ISO Al vocabulary (risk, impact, lifecycle,
intended use, interested party).

4. Context of the Organization

1. More explicit about legal and societal impacts

2. Requires identification of regulatory context
within EU market, including conformity and
fundamental rights considerations.

1. Focused on structured governance and
stakeholder analysis.

2. Requires determination of internal and external
issues, stakeholder expectations, and scope of
AIMS

5. Leadership

1. Mandates top management accountability for
regulatory compliance, fundamental rights
protection, and ethical Al governance.

2. Strong compliance-driven governance.

1. Requires leadership commitment, Al policy,
roles and responsibilities, and integration into
business processes.

2. Management system leadership model (similar
to ISO 27001/9001)

6.Pla

nning

1. Requires structured Al risk classification
aligned with EU Al risk tiers (unacceptable,
high-risk, etc.). Includes mandatory
compliance risk planning.

2. More prescriptive regarding risk categorization

1. Requires risk and opportunity assessment for Al
systems, impact analysis, and planning to
address risks.

2. Flexible risk-based approach without fixed
regulatory categories.

7.Su

pport

1. Requires documented evidence of competence
related to Al safety, data governance,
transparency, and regulatory conformity.

2. Emphasizes conformity documentation.

1. Requires competence, awareness,
communication, documented information, and
operational support mechanisms.

2. Standard ISO documentation control
framework.

8. Operation

1. Includes requirements for Al lifecycle controls:
data governance, training data quality,
technical documentation, human oversight,
robustness, and traceability - aligned with EU
requirements.

1. Requires operational planning and control
across Al lifecycle: development, deployment,
monitoring, and change management.

2. Principle-based operational control framework
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2. More detailed and prescriptive in lifecycle
controls.

9. Performance Evaluation

1. Requires internal audit and monitoring with
explicit checks for regulatory compliance and
risk mitigation effectiveness.

2. Regulatory compliance monitoring
emphasized.

1. Requires monitoring, measurement, analysis,
evaluation, internal audit, and management
review of AIMS performance.

2. Standard ISO performance evaluation cycle.

10. Improvement

1. Requires corrective action mechanisms tied to
regulatory non-conformities and potential harm
mitigation.

2. | Improvement linked to compliance
obligations.

1. Requires continual improvement of the Al
management system and corrective action for
nonconformities.

2. Improvement linked to management system
maturity

Key Differences

Area EN 18286

ISO/IEC 42001

Geographic Scope EU-focused

Global

Regulatory Alighment

Explicitly aligned with EU Al regulation

Regulation-neutral

Risk Model

Prescriptive risk categories

Flexible risk-based

Compliance Orientation||Conformity-driven

Governance-driven

Prescriptiveness

More detailed technical control expectations

Framework-oriented

Practical Implications

e Organizations operating primarily in the European Union will find EN 18286 more directly aligned

with regulatory expectations.

e Multinational organizations seeking global certification will likely prioritize ISO/IEC 42001.

e Many EU organizations may implement ISO/IEC 42001 and supplement it with EU-specific controls

to achieve EN 18286 conformity.
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The big differentiator Article 17

Article 17 of the EU Al Act mandates that providers of high-risk Al systems implement a quality
management system. But the QMS exists to serve product conformity — it is not an end in itself. It's the
organizational machinery that ensures each Al system you ship actually meets the essential requirements
laid out in Articles 9 through 15.

This is why "we have ISO 42001" is a category error. ISO 42001 asks: does your organization have
responsible Al governance? The EU Al Act asks: does this specific Al system comply with the essential
requirements? The first question is worthwhile. It does not answer the second.

The Category Error

What ISO 42001 certifies What the EU Al Act requires
Organisation { Organisation }
J v l
Al System 1 Al System 2 Al System 3
1SO 42001

Org-level attestation Per-system conformity evidence
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Annex 1 The EU Al Act (EU 2024/1689) Article 17

Article 17 Quality management system

1.

Providers of high-risk Al systems shall put in place a quality management system that ensures
compliance with this Regulation. This system shall be documented in a systematic and orderly manner
in the form of written policies, procedures and instructions and shall include at least the following
aspects:

(a) aregulatory compliance strategy, including compliance with the conformity assessment
procedures and the procedures for managing the changes to the high-risk Al system.

(b) techniques, procedures, and systematic measures to be applied for the design, control of the
design and verification of the design of the high-risk Al-system.

(c) techniques, procedures, and systematic measures to be applied for the development, quality
control, and quality assurance of the high-risk Al system.

(d) procedures for inspecting, testing, and validating to be carried out before, during and after the
development of the high-risk Al-system and the regularity with which they are to be carried out.

(e) technical specifications, including standards, to be applied and, where the relevant harmonized
standards are not fully applied or do not cover all the relevant requirements of Section 2, the means
used to ensure that the high-risk Al system complies with those requirements.

(f) data management systems and procedures, including data acquisition, collection, analysis,
labelling, storage, purification, aggregation and retention, and data mining and any other operations
related to the data carried out prior to and for the purpose of placing on the market or putting into
service high-risk Al systems.

(g) the risk management system referred to in Article 9.

(h) establishing, implementing, and maintaining a post-market monitoring system in accordance with
Article 72.

(i) procedures related to the reporting of a serious incident in accordance with Article 73.

(/) communication with national competent authorities, other relevant authorities, including
authorities providing or supporting access to data, notified bodies, other operators, customers, or
other stakeholders.

(k) systems and procedures for recording all relevant documentation and information.

() resource management, including security of supply measures.

(m) a framework for accountability, setting out the responsibilities of management and other personnel
in relation to all aspects of this paragraph.

The implementation of the aspects referred to in paragraph 1 shall be proportionate to the size of the
provider's organization. In any event, providers comply with the strictness and level of protection
necessary to ensure that their high-risk Al systems comply with this Regulation.

Providers of high-risk Al systems that are subject to obligations in relation to quality management
systems or an equivalent function under relevant sectoral Union law may include the aspects referred to
in paragraph 1 as part of the quality management systems established under that law.

For providers that, in their capacity as financial institutions, are subject to requirements relating to their
internal governance, arrangements or processes under the relevant Union financial services law, with
the exception of points (g), (h) and (i) of paragraph 1 of this Article, the obligation to put in place a quality
management system shall be deemed to have been fulfilled by complying with internal governance
rules, arrangements or processes under the relevant Union financial services law. To this end, account
shall be taken of any harmonized standards referred to in Article 40.
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