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Background and relevance of standardization

The primary objective of standardisation is the definition of voluntary

technical or quality specifications with which current or future products,

production processes or services may comply. …

standardisation … is founded on the principles recognised by the World

Trade Organisation (WTO) in the field of standardisation, namely

coherence, transparency, openness, consensus, voluntary application,

independence from special interests and efficiency …

Excerpt from Recitals 1, 2, Regulation (EU) 1025/2012
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Regulatory Affairs – Prof. Dr. Folker Spitzenberger 

Standardisation
Conformity 

assessment

Market 

surveillance

Standardization Request

Harmonisation

Certification

Accreditation

Notification

CE-

Marking

New Approach-

New Legislative Framework-

Harmonisation legislation

Compare: KAN-Report 47, 2011: „Accreditation of conformity assessment bodies“

Essential 

requirements

Technical

Specifications

Assumption of

conformity

Sole 

responsibility 

and product 

liability of the 

manufacturer

New Approach-

Components

Background and relevance of standardization



Prof. Dr. Folker Spitzenberger
5

Background and relevance of standardization



Prof. Dr. Folker Spitzenberger
6

Background and relevance of standardization



Prof. Dr. Folker Spitzenberger
7

Background and relevance of standardization

“… When issuing a standardisation request to European

standardisation organisations, the Commission shall specify that

standards have to be clear, consistent, including with the standards

developed in the various sectors for products covered by the existing

Union harmonisation legislation listed in Annex I …”

Article 40, EU AI Act
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Background and relevance of standardization



Prof. Dr. Folker Spitzenberger
9

Background and relevance of standardization

Effectiveness: “… with a total average duration of six years (three of which

for the drafting and consensus-building stage), the standardisation

process is still considered to be much too slow, in particular in relation to

legislative requirements, market needs and global competition …”

Relevance: “…Weaknesses in the current framework have been made

more evident by external factors, such as (i) accelerated technology cycles

in the digital and green fields; (ii) an ageing population of technical

experts; (iii) geo-economic developments; (iv) the increased assertiveness

of non-EU countries in international standardisation; and (v) CJEU case

law. In particular, the framework struggles to deliver in emerging

technology areas, including those that are key to the EU’s policy

priorities and the competitiveness of its businesses …”
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Source: Standardisation request to the European Standardisation Organisations in support of Union policy on artificial intelligence 

(22.05.2023; C(2023) 3215 final) and  (23.6.2025; C(2025) 3871 final)

EU AI Act, MDR & IVDR
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https://health.ec.europa.eu/me

dical-devices-topics-

interest/harmonised-

standards_en

EU AI Act, MDR & IVDR
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EU AI Act, MDR & IVDR



Prof. Dr. Folker Spitzenberger
13

2026: + 12 + 3 Standards MDR-Scope (Total: 52)

2026: + 6 Standards IVDR-Scope (Total: 24)

EU AI Act, MDR & IVDR
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https://single-market-economy.ec.europa.eu/single-market/european-standards/harmonised-standards/medical-devices_en

EU AI Act, MDR & IVDR
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Standardization Committees and Status of Standardization

https://jtc21.eu/
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https://jtc21.eu/
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Standardization Committees and Status of Standardization
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https://jtc21.eu/pren-18286-reaches-enquiry-stage-a-

milestone-for-ai-quality-management-in-europe/

Standardization Committees and Status of Standardization

Source: Artificial intelligence – Quality management system for EU AI Act regulatory purposes; 

English version prEN 18286:2025; Figure B.1 — Relationship between harmonised standards 

CEN-CENELEC JTC 21
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Standardization Committees and Status of Standardization

CEN-CENELEC JTC 21

 The current Standardization Request is valid until February 28,
2027.

 The agreement is to adhere to clear deadlines with the aim of
making all standards available by November 2026 or March
2027.
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https://publications.jrc.ec.europa.eu/repository/handle/JRC139430

https://ai-watch.ec.europa.eu/topics/ai-standards_en

Standardization Committees and Status of Standardization
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https://publications.jrc.ec.europa.eu/repository/handle/JRC139430

https://ai-watch.ec.europa.eu/topics/ai-standards_en

??

Standardization Committees and Status of Standardization
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Standardization Committees and Status of Standardization

Eu Commission

Standardization

Requests

Europa

CEN-CENELEC JCT 21

AI – WG 1 - 5

International

ISO/IEC JCT 1/SC 42

Artificial Intelligence

National
DIN/DKE NA 043-01-42 GA

„Künstliche Intelligenz“

AK – 2, 3, 4, 5
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Standardization Committees and Status of Standardization
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Standardization Committees and Status of Standardization
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Standardization Committees and Status of Standardization
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Standardization Committees and Status of Standardization
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Standardization Committees and Status of Standardization
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Challenges in standardization

…

??
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Challenges in standardization

Source: IEC TECHNICAL COMMITTEE 62: Standards suitable to be used for the development of AI/ML standards in the medical area

(confirmed by IEC TC 62 “Medical equipment, software and systems”); Document 62/502A/INF, 2024-09-13, developed by SNAIG

(Software Network and Artifical Intelligence advisory Group)
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Challenges in standardization
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Challenges in standardization

“… Many different AI-based technologies and algorithms exist today,

including decision trees, genetic algorithms and deep learning-based

technologies such as generative AI and neural networks. ISO/IEC 22989

and ISO/IEC 23894 provide general guidance on AI concepts,

terminology and risk management, but they do not specifically address

the application of AI to medical devices. It is noted that “risk” is defined

in these documents as the effect of uncertainties on objectives (see

also ISO 31000). This definition is useful for organizational or business

risk management. The term “risk” used in the healthcare sector is

different and is defined in ISO 14971:2019 as the combination of the

probability of occurrence of harm and the severity of that harm. …”
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Challenges in standardization
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https://www.iso.org/standard/85602.html

Challenges in standardization

„… This document will describe the properties,

factors, available methods and processes

relating to the use of AI in health informatics to

effectively realize the potential benefits for

healthcare use cases. This document will

identify use of AI in healthcare, for purposes of

developing AIHI related standards, such as

mapping and categorization, and point out the

differences to generic AI …“

„This document establishes terminology for

Al and describes concepts in the field of AI

for healthcare. This document can be used in

the development of other standards and in

support of communications among diverse,

interested parties or stakeholders. This

document is applicable to all types of

organizations … .“

https://www.iso.org/standard/89456.html
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Challenges in standardization

„… This document will describe the properties,

factors, available methods and processes

relating to the use of AI in health informatics to

effectively realize the potential benefits for

healthcare use cases. This document will

identify use of AI in healthcare, for purposes of

developing AIHI related standards, such as

mapping and categorization, and point out the

differences to generic AI …“

„This document establishes terminology for

Al and describes concepts in the field of AI

for healthcare. This document can be used in

the development of other standards and in

support of communications among diverse,

interested parties or stakeholders. This

document is applicable to all types of

organizations … .“

https://www.iso.org/standard/89456.html

Current input from at least 3 international committees:

ISO/IEC JTC 1/SC 42 – ISO TC 215 – IEC TC 62 - …
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Conclusions and options for standardization
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Conclusions and options for standardization

„AI-Landschaft: Auswirkungen auf zukünftige Normungsvorhaben

Es wurde erörtert, dass die Branche … darlegen könnte, dass die Bewertung von KI im

Rahmen der MDR erfolgt, sofern hierfür geeignete Normen vorliegen. Entsprechende

europäische Normen stehen derzeit jedoch noch nicht zur Verfügung. Verwiesen wurde auf

laufende bzw. bereits abgeschlossene Aktivitäten von IEC im Bereich KI-Normung. …

Im weiteren Verlauf wurde die Frage erörtert, wer sich in Europa darum kümmern sollte,

internationale KI-Normen in europäische Normen zu überführen. In diesem

Zusammenhang wurde auf … die mandatierten KI-Normen Bezug genommen sowie die

Frage gestellt, wie sektorspezifische Normen entwickelt werden können. Als möglicher

Anknüpfungspunkt wurde CEN/CLC/TC 62 genannt, das über eine Arbeitsgruppe zur

Harmonisierung von Medizinproduktenormen verfügt …

Abschließend wurde angemerkt, dass Normung in diesem Bereich voraussichtlich nur

eingeschränkt als Business Case für Marktteilnehmer attraktiv ist, da sich KI-Technologien

sehr schnell weiterentwickeln und Normungsprozesse damit nur begrenzt Schritt halten

können. …“

Source: 2026-03-24 Protocol excerpt NA 176-01-02 AA
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 There are essentially two options for standardization in the field of AI in

medical technology: 1. The application of overarching, horizontally

applicable standards is combined with specific, sector-oriented

standards for medical technology, or 2. Only specific standards focused

on the AI   sector in medical technology are used.

 In the EU, the choice of options is linked to the obligation to apply the

relevant European legislation (see EU Proposal of 16 December 2025

and "Digital Omnibus on AI").

 Both options offer opportunities and risks regarding the transparency,

consistency, and usability of the standards.

 The rapid pace of advancing AI technology contrasts sharply with the

speed of complex standardization processes at the European and

international levels.

 Interdisciplinary collaboration and communication between the

standardization committees is essential.

Conclusions and options for standardization
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Thank you.

The author of this presentation is chairman of the DIN committee NA 176-08-

08 AA "Quality management in medical laboratories„ (mirror committee of ISO

TC 212) and member of various working groups of the standardization

committees ISO TC 210, ISO TC 212, IEC TC 62 ahG 9, IEC TC 62 JAG 5, CEN TC

140 and the corresponding national mirror committees at DIN.


