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https://cioms.ch/artificial-intelligence-
inpv/#description
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EMA. Reflection paper on the use of
Artificial Intelligence (Al) in the
medicinal product lifecycle
https://www.ema.europa.eu/en/document
s/scientific-guideline/reflection-paper-
use-artificial-intelligence-ai-medicinal-
product-lifecycle en.pdf

The EU Artificial Intelligence Act.
https://artificialintelligenceact.eu/
Multi-annual AI workplan 2023-2028
HMA-EMA Big Data Steering Group :
https://www.ema.europa.eu/en/document
s/work-programme/multi-annual-
artificial-intelligence-workplan-2023-
2028-hma-ema-joint-big-data-steering-
group_en.pdf

EMA . Guiding principles on the use of
large language models in regulatory
science and for medicines regulatory
activities
https://www.ema.europa.eu/en/document
s/other/guiding-principles-use-large-
language-models-regulatory-science-
medicines-regulatory-activities_en.pdf
Joint HMA/EMA Network Data Steering
Group. NDSG workplan 2025-2028 Data
and Al in medicines regulation. version
1.0
https://www.ema.europa.eu/en/document
s/other/network-data-steering-group-
workplan-2025-2028 en.pdf

EMA. 2024 AI Observatory report
https://www.ema.europa.eu/en/document
s/report/2024-ai-observatory-
report_en.pdf

EMA. Portfolio and technology meetings
https://www.ema.europa.eu/en/human-
regulatory-overview/research-
development/portfolio-technology-
meetings

FDA. Using Artificial Intelligence &
Machine Learning in Development of
Drug and Biological Products :
Discussion Paper and Request of
Feedback :
https://www.fda.gov/media/167973/dow
nload?attachment

FDA. Regulatory Education for Industry
(REdI) Annual Conference (May 29th,
2024) . https://sbiaevents.com/redi2024/
A Presidential Document by the
Executive Office of the President on
11/01/2023
https://www.federalregister.gov/documen
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ts/2023/11/01/2023-24283/safe-secure-
and-trustworthy-development-and-use-
of-artificial-intelligence
FDA. Considerations for the Use of
Artificial Intelligence To Support
Regulatory Decision-Making for Drug
and Biological Products Draft Guidance
for Industry and Other Interested Parties
https://www.fda.gov/media/184830/dow
nload
Spiker J, et al.. Information Visualization
Platform for Postmarket Surveillance
Decision Support Drug Saf.
2020;43:905-915.
Desai RJ, et al. Broadening the reach of
the FDA Sentinel system: A roadmap for
integrating electronic health record data
in a causal analysis framework . NPJ Digit
Med. 2021;4:170.
FDA. Emerging Drug Safety Technology
Meeting (EDSTM) program.
https://www.fda.gov/drugs/cder-
emerging-drug-safety-technology-
program-edstp/emerging-drug-safety-
technology-meetings-edstm
FDA. Guiding Principles of Good Al
Practice in Drug Development
https://www.fda.gov/about-fda/artificial-
intelligence-drug-development/guiding-
principles-good-ai-practice-drug-
development
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e/ ONEH OHEEIZRE+ 2/ (A
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https://www8.cao.go.jp/cstp/ai/ai_act/ai_
act.html
TR PEREE . Al HEE A T A
(55 1.2 /)
https://www.meti.go.jp/shingikai/mono _i
nfo_service/ai_shakai jisso/20260331 r
eport.html
MSTATEOEN B 5 AR 5o
. PMDA 2 ~DAERL A1 OFIH
PRI OWT (B84 4 )
https://www.pmda.go.jp/files/000280170
pdf
Wakabayashi S, Seto R. Extracting
Pharmaceutical Safety Information from
Nursing Records: Utilizing ChatGPT for
Data Categorization. In: MEDINFO
2025 — Healthcare Smart x Medicine
Deep. Studies in Health Technology and
Informatics. 2025;329:352-356.
doi:10.3233/SHTI1250860.
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Teno JM. Garbage in, Garbage out—
Words of Caution on Big Data and
Machine Learning in Medical Practice.
JAMA Health Forum.
2023;4(2):€230397—¢.
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2025;5:1678074.
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Drug Safety.
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complementarity in electronic health
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Batra M, Hernandez GG. Leveraging
natural language processing and machine
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“CT/7¥ L7=. " RPA: Robotic Process Automation (%! 3% H L), *3 ETL:

Extract, Transform, Load (7" — & O « 2544 « ¥:47) , ™ HITL: Human-in-the Loop (A28 5 - #EZ8 9 D 1L
75), " LLT: Lowest Level Term (MedDRA (2517 % T@
78), "7 LLM: Large Language Model (KBRS 35E T V).

K0 A), *5 PT: Preferred Term (MedDRA (Z351) 5 JAK
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