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1) The EU Attificial Intelligence Act.
https://artificialintelligenceact.eu/
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A Presidential Document by the Executive
Office of the President on 11/01/2023
https://www.federalregister.gov/documents
/2023/11/01/2023-24283/safe-secure-and-
trustworthy-development-and-use-of-
artificial-intelligence

3)EMA. Reflection paper on the use of
Artificial Intelligence (Al) in the medicinal
product lifecycle
https://www.ema.europa.eu/en/documents/
scientific-guideline/reflection-paper-use-
artificial-intelligence-ai-medicinal -
product-lifecycle en.pdf

Multi-annual Al workplan 2023-2028
HMA-EMA Big Data Steering Group :
https://www.ema.europa.eu/en/documents/
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/documents/
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/documents/
other/network-data-steering-group-
workplan-2025-2028 en.pdf

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/downl
oad?attachment

FDA. Emerging Drug Safety Technology
Meeting (EDSTM) program
https://www.fda.gov/drugs/science-and-
research-drugs/cder-emerging-drug-safety-
technology-program-edstp

FDA .Considerations for the Use of
Artificial Intelligence to Support
Regulatory Decision-Making for Drug and
Biological Products : Guidance for
Industry and Other Interested Parties
DRAFT GUIDANCE
https://www.fda.gov/media/184830/downl
oad

CIOMS Working Group report Artificial
intelligence in pharmacovigilance
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https://cioms.ch/wp-
content/uploads/2022/05/CIOMS-WG-
XIV_Draft-report-for-Public-
Consultation_1May2025-1.pdf

PREEEE S o7 5F AL BISE s = o Y — v
T A
https://www.mhlw.go.jp/stf/shingi/other-
kousei_408914 00001.html

B LU AL OSRE AT T
https://www8.cao.go.jp/cstp/ai/shin_ai/3ka

i/siryo2.pdf
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https://www.meti.go.jp/shingikai/mono_inf

o_service/ai_shakai jisso/pdf/20250328 1.p
df

WBA - IRIEEREE TALEEETAR
FA DT 6 FETHNE (BT
HF3HTH-17TH)
https://www.ipa.go.jp/disc/committee/bego
j9000000egny-att/2024 006_03_00.pdf
[T V2T — & O AL
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https://www.mhlw.go.jp/content/00131004
4.pdf
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