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R E G U L AT O R Y  G U I D A N C E  ·  Q U I C K  R E F E R E N C E

Guiding Principles of Good AI Prctice in Drug
Development 10 Principles

F D A  &  E M A  ·  J A N  2 0 2

AI here mens system-level technologies used to generte or nlyze evidence cross the drug product life cycle — nonclinicl, clinicl, post-
mrketing, nd mnufcturing. These principles ly the foundtion for good prctice, helping ensure AI outputs re ccurte, relible, nd
reinforce the qulity, efficcy, nd sfety tht drug uthoriztion depends on.

USE THIS CHECKLIST TO EVALUATE ANY AI TECHNOLOGY ACROSS THE DRUG LIFE CYCLE 10 CHECKS

01
Humn-centric by design

Development nd use lign with ethicl nd
humn-centric vlues.

02
Risk-bsed pproch

Apply vlidtion, risk mitigtion, nd oversight proportionte
to the context of use nd determined model risk.

0
Adherence to stndrds

Meet relevnt legl, ethicl, technicl, scientific,
cybersecurity, nd regultory stndrds, including
Good Prctices (GxP).

0
Cler context of use

Define  well-scoped role nd reson for why
the AI is being used.

05
Multidisciplinry expertise

Integrte expertise in both the AI technology
nd its context of use throughout the life cycle.

0
Dt governnce & documenttion

Document dt provennce, processing, nd
nlyticl decisions trcebly; mintin governnce,
privcy, nd protection of sensitive dt.

07
Model design & development prctices

Follow best prctices in design nd softwre engineering
with fit-for-use dt, weighing interpretbility,
explinbility, nd performnce.

08
Risk-bsed performnce ssessment

Evlute the complete system, including humn–
AI interctions, using fit-for-use dt nd context-
pproprite metrics nd testing.

0
Life cycle mngement

Run risk-bsed qulity mngement with scheduled
monitoring nd periodic re-evlution (e.g.,
to ddress dt drift).

10
Cler, essentil informtion

Use plin lnguge to convey context of use,
performnce, limittions, dt, updtes, nd
explinbility to users nd ptients.

Source: Guiding Principles of Good AI Prctice in Drug Development, U.S. FDA & Europen Medicines Agency, Jnury 202. Summry for quick
reference — consult the full document for uthorittive text.
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