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Scope of guidance documents EMA vs FDA

EMA FDA
* Drug discovery * Drug product life-cycle
» Non-clinical development S
» safety
e Clinical trials . quality
* Precision medicines * No drug discovery

* Product Information
* Manufacturing
» Post-authorisation phase @m
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Why and what — scientific explorer

Scientific advice process

Regulatory procedure with
submissions from applicants
(input) & regulatory output

>11,000 procedures to date

Data

Data as application form
fields (structured data)

Data as output (document
text, unstructured)

Data in different
compartments/silos

No controlled dictionary
across whole data set; new
and changed fields over
time

Needs

Ensure consistent advice by
checking previous cases,
inform MAA D10 EBS,
Review product portfolio
MAA - value insights

Efficiently search structured
and unstructured data

Identify groupings of
medicines or diseases

Ensure data security

Solution

Al enabled search for EU medicines
regulators

... Searching across

Structured

Work with search results:
» Supporting EMA and NCA staff

* Network only; initially SA
procedures

RAPS Euro Convergence 2025 - Regulatory use-cases for Al - Dr. Florian Lasch

EMA

Classified as internal/staff & contractors by the European Medicines Agency



From unstructured to structured information

unstructured structured
S « Conditional Marketing Authorisation (y/n)
Scientific Advice  Statistical Analysis (y/n)
Product XYZ
-------- for the
treatment of x oncology condition
PFS -  Comparator
- Proposed
b - Agreed

- Caveats
Question 1
T * Primary Endpoint

- Proposed

- Agreed

- Caveats

RAPS Euro Convergence 2025 - Regulatory use-cases for Al - Dr. Florian Lasch E MA

Classified as internal/staff & contractors by the European Medicines Agency



Risk management considerations

Use case

retrieve information from
scientific documents.

Al extractions only from specific source documents.
Data protected in EMA's secure cloud environment.
Validated 'prompts’ (questions) used for information extraction.

Accessible only within EMRN.

Communication and training regarding strengths and limitations of Al extractions. Feedback of users

encouraged.
EMA internal guideline on use of generative Al tools.

‘Assessors in the loop’

RAPS Euro Convergence 2025 - Regulatory use-cases for Al - Dr. Florian Lasch

Classified as internal/staff & contractors by the European Medicines Agency

EMA
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