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Education and employment
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Law enforcement
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Finance
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Session “AI in medicine and healthcare”

PSIS workshop on data quality requirements for 
inclusive, non-biased & trustworthy AI

Dr. Claudius B. Griesinger

European Commission - Joint Research Centre (JRC)



High-risk AI applications & critical sectors



AI Act – Article 6 
Classification rules for high-risk AI

(a) AI system intended to be used as a safety
component or a product, or is itself a 
product, covered by the EU 
harmonisation legislation (Annex II)

AI Act risk classification and health

MDR (EU)2017/745

IVDR (EU)2017/746

PPRR (EU)2016/425

(b) Product (of which AI system is safety 
component) or the AI system itself need 
to undergo conformity assessment under 
Annex II listed legislations

AND

Health relevant



AI in medicine and healthcare: many diverse applications

• Medicine / healthcare: 
currently sector with 
highest number of 
AI application cases

Data & information

Data & information

Decisions, 
workflows, 
pathways

Knowledge

1) Healthcare
• Diagnosis & prediction-based diagnosis
• Clinical care

risk identification, therapy optimisation…
• Robotic surgery

4) Health research
• Health data for research
• Electronic health records: 

optimisation of clinical care
• Drug development & repurposing
• Genomic medicine & personalised medicine

2) Health systems management
• Administrative workflow
• Logistics
• Support decision making
• Chatbots & virtual nursing assistants
• Telemedicine

3) Public health & surveillance
• Disease outbreaks
• Pandemic preparedness
• Health promotion & disease prevention

Healthcare

Biomedical
research

Data



Data quality and the trustworthiness

1 Human agency and oversight 

2 Technical robustness and safety 

3 Privacy and data governance 

4 Transparency 

5 Diversity, non-discrimination and fairness 

6 Societal and environmental wellbeing 

7 Accountability 

Data

7 key requirements of trustworthy AI



Session questions & mural

Challenges, topics, gaps & needs
Ongoing Standardisation Activities

Committees, communities, groups
Standards (of relevance)

Mapping items over development pathway
• Standards, guidance, technical reports, frameworks

Prioritisation

Overview

Mapping

1

2

Priorities
3



Development pathway & product cycle of AI systems

Data creation

AI system 
creation & 
production

D
ev

el
o
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ay

AI system 
deployment & 
marketing

Cybersecurity

Post-market
monitoring

Clinical 
follow-up



Challenges, topics, gaps & needs …

• What are key challenges that need to be addressed, 
specific to medicine and healthcare?

• What are key aspects of standardization / guidance that would need to be 
tackled? – in particular in view of data quality throughout the 
development pathway of the product.

How to do it …

• Can the diversity of application cases be appropriately served 
by horizontal standards?

• What is the role of specific guidance – e.g. prior to standardization ?

Kick-off questions
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Industrial automation 
and robotics



#Standards4AI

Emilia GOMEZ GUTIÉRREZ 

EC DG Joint Research Centre (JRC)

Panel discussion on 
ways forward
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slido.com 

#Standards4AI

Select the Day 2: Main room on Slido

Zoom chat - only technical questions to host

Camera and audio OFF

Audience interaction
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Panel discussion on ways forward

Emilia TANTAR
Black Swan LUX
CEN-CENELEC JTC 21 AI

Salvatore SCALZO
EC DG CNECT

David REICHEL
European Union Agency for 
Fundamental Rights (FRA) 

Agnès DELABORDE
Laboratoire national de 
métrologie et d'essais (LNE)

Philippe SAINT-AUBIN
Confédération française 
démocratique du travail (CFDT) 
ETUC expert in CEN-CLC JTC 21

Antonio CONTE
EC DG GROW



#Standards4AI

Elena SANTIAGO CID

CEN and CENELEC Director General

Closing Remarks 
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www.cencenelec.eu 

Follow us: 

Tag us @standards4EU

Thank you for joining us!

https://www.facebook.com/CENCENELEC
https://www.linkedin.com/authwall?trk=ripf&trkInfo=AQG9Chc7r0vP3QAAAWvVwrXg60fjhi1NoWsiDK8bwv7Cwydt_k70_pg3GazQC2MsGmB4hPVAS5LByy1I3ovJYYRGbg2T2H3Q3iNGtIA_b92Xj5-KC4JFUwvHl5c6xo_5bISXgpk=&originalReferer=&sessionRedirect=https://www.linkedin.com/company/cen-and-cenelec
https://www.youtube.com/user/CENCENELEC/featured
https://twitter.com/standards4EU

