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G. BEXHER (URL X 2026/4/25 HAE)

1) CIOMS : Artificial Intelligence in
Pharmacovigilance
https://cioms.ch/artificial-intelligence-
inpv/#description

2) The EU Artificial Intelligence Act.
https://artificialintelligenceact.eu/

3) 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

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

5) Multi-annual Al workplan 2023-2028 HMA-
EMA Big Data Steering Group :
https://www.ema.europa.eu/en/documents/w
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