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 Compliance of products with integrated AI or other digital technologies

 Given how quickly technical regulations for innovative products such as those using artificial 

intelligence become outdated, a rethink concerning current compliance models is required.

 A global need to facilitate 

- efficient innovation and 

- sustainable digital transition and 

- work that addresses Artificial intelligence, machine learning and 

- other aspects of digitalization (e.g. Internet-of-things, connected devices, neurotechnology and robotics) 

- in technical regulation and international regulatory cooperation.

 This project is covered under the WP.6 Programme of Work for 2023 (incl. all subgroups). 

Purpose
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 To develop a Recommendation (~2-5 pages) on compliance of products with  
integrated artificial intelligence and other digital technologies, in tandem with 

 Guidance (~20-40 pages) for effective technical regulation, regulatory impact 
assessment and international regulatory cooperation.

This project proposes to:

 Formulate a clear definition of artificial intelligence within a product context

 Articulate a clear definition of software embedded into products

 Give consideration of the whole product life cycle in digital regulation 
(continuous compliance) incl. Risk management, Standards, Conformity 
assessment, Market surveillance, Metrology

 Provide guidance on how to balance the multitude of various legitimate regulatory objectives 
(e.g., cybersecurity, product safety, resilience, privacy) and the fast-moving nature of digital innovation

 Highlight and address the need for cross-sectoral regulatory impact assessments considering horizontal 
digital frameworks coinciding with sector-specific technical regulation 

 In scope: the compliance of products which integrate digital technologies such as artificial intelligence. 
 Out of scope: how AI and other technologies can be used by administrations in regulatory processes.

Scope
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Published

 WP.6 Recommendation P on Risk Management in Regulatory Systems

 WP.6 Recommendation R on Managing Risk in Regulatory Frameworks

 WP.6 Recommendation S on Applying Predictive Risk Management Tools 
for Targeted Market Surveillance

 WP.6 Recommendation T on Standards and Regulations for Sustainable Development

 WP.6 Recommendation V on Addressing Product Non-Compliance Risks in International Trade

 WP.6 Recommendation L on International Model for Transnational Regulatory Cooperation Based on Good Regulatory Practice

 WP.6 Recommendation D on Reference to Standards

Unpublished

 UNECE GRM research and analysis of existing regulatory guidance and technical standards for 
AiNR-Tech (Artificial intelligence / Neurotech / Robotics) presented to the group between Nov 2020 and Dec 2022 

Initial contributions
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Appendix 1 - AiNR-Tech Regulatory landscape 
Relevant principles & Standards (mid-2022)
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Appendix 2 – References
This are the relevant policies, best practices and standards referenced today:

 BSI – “BS 8611:2016 / Robots and robotic devices. Guide to the ethical design and application of robots and robotic 
systems”, BSI, Website accessed 28 April 2022, https://shop.bsigroup.com/products/robots-and-robotic-devices-guide-to-the-
ethical-design-and-application-of-robots-and-robotic-systems/standard

 CAIDP – “Artificial Intelligence and Democratic Values Index (AIDV 2021)” – Center for AI and Digital Policy (CAIDP), 
Website accessed 23 February 2022, https://www.caidp.org/reports/aidv-2021/

tic system

 ForHumanity – “AI & Autonomous Systems Risk Management Body of Knowledge (FHAAARMBOK)” – ForHumanity, 
Website accessed 28 April 2022, https://forhumanity.center/bok/risk-management/

 ISO – “ISO/IEC JTC 1/SC 42 / Artificial intelligence”, ISO, Website accessed 28 April 2022, 
https://www.iso.org/committee/6794475.html

 ISO - “ ISO/IEC TR 24027:2021 / Information technology — Artificial intelligence (AI) — Bias in AI systems and AI aided 
decision making”, ISO, Website accessed 28 April 2022, https://www.iso.org/standard/77607.html

 ISO – “ISO/TC 299 Robotics”, ISO committee, Website accessed 28 April 2022, https://committee.iso.org/home/tc299
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Appendix 2 – References (cont.)

 OECD – OECD/Legal/0449 “Recommendation of the Council on Artificial Intelligence“, 22 May 2019, OECD website, 
accessed 28 April 2022, https://legalinstruments.oecd.org/en/instruments/OECD-LEGAL-0449

 OECD – OECD/Legal/0457 “Recommendation of the Council on Responsible Innovation in Neurotechnology“, 11 
December 2019, OECD website, accessed 28 April 2022, https://legalinstruments.oecd.org/en/instruments/OECD-LEGAL-
0457

 Public Voice – “Universal Guidelines for Artificial Intelligence”, Website accessed 22 April 2022, AI Universal Guidelines –
thepublicvoice.org

 UNESCO – “Certified Copy of the Recommendation on the Ethics of Artificial Intelligence”, UNESCO website, accessed  
22 April 2022, https://unesdoc.unesco.org/ark:/48223/pf0000381133?27=null&queryId=N-7a5241ba-d893-491d-b354-
a77422728269

 UNICEF – “Policy guidance on AI for children (Version 2.0)”, UNICEF website, accessed 28 April 2022, 
https://www.unicef.org/globalinsight/media/2356/file

 United Nations – “The Ten Principles of the UN Global Compact”, UN Global Compact website, accessed 28 April 2022, 
https://www.unglobalcompact.org/what-is-gc/mission/principles
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Appendix 3 - Product risk stemming from AiNR-Tech

AI is an engineered system of a set of
methods or automated entities that
together build, optimize and apply a
model so that the system can, for a
given set of predefined tasks,
compute predictions, recommend-
dations, or decisions.
Source: https://www.iso.org/obp/ui/#iso:std:iso-
iec:22989:dis:ed-1:v1:en:term:3.1.37

Devices and procedures used to
access, monitor, investigate,
assess, manipulate, and/or emulate
the structure and function of the
neural systems of natural persons.

Source: OECD - Responsible Innovation in Neurotechnology

Robots are programmable machines
that can carry out actions and interact
with the environment via sensors and
actuators either autonomously or
semi-autonomously.

They can take many forms: disaster
response robots, consumer robots,
industrial robots, autonomous
vehicles and drones.
Source: https://unctad.org/page/technology-and-innovation-
report-2021
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Appendix 4 – UNECE WP.6 Scope
“The work of UNECE WP.6 in the area of Risk Management aims at 

 developing guidance and best practice (recommendations) 

 on how regulatory authorities can establish regulatory frameworks 

 which effectively manage the risks that confront consumers, citizens and communities.”

Specifically, UNECE GRM works on the following priorities:

 Risk Management in developing and implementing technical regulations

 Standards as risk management tools

 Risk Management in Conformity Assessment

 Risk Management in Market Surveillance

 Implementing the recommendations and best practice at country level

 Fostering the use of risk management tools in the context of the development and implementation 
of sustainable development and resilience to disasters (natural and man-made)

Source: https://unece.org/trade/wp6/thematic-areas/risk-management
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20-22 February - Meeting of the UNECE GRM Group - Geesthacht

Thank you.

Prof. Markus Krebsz
The Human Ai Institute

Contact@Human-Ai.Institute
Krebsz@web.de
+44 (0) 79 85 065 045

www.Human-Ai.Institute
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