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• Key  initiatives referred to the Commission digital strategy 

“EU health data space” (EHDS):

o EU Network Strategy to 2025 (data & digital pillar)

o EMA Regulatory Science Strategy to 2025

o Joint HMA EMA Big Data Task Force; and

o the resulting Top-ten data recommendations

• Synergic initiatives:

o Pharmaceutical strategy for Europe

o European Health Union

o CHMP work plan 2021 and 2022 

Vision: innovate to turn data into decisions on medicines that create a healthier world
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The timing is now…for raw data

Priority 
recommendations
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Raw data / Individual Patient Data (IPD) / Patient Level Data (PLD) / is defined as:

Data, including
imaging data, at
an individual patient
level which is directly 
assessable in terms of 
reanalysis or
additional
analyses

Individual patient
data in electronic 
structured data formats
e.g., in Clinical Data
Interchange Standards
Consortium (CDISC)
Analysis Data Model (ADaM)
and Study Data
Tabulation Model
(SDTM) format
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Definition of ‘Raw Data’
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• Clinical trial data already provided by marketing authorisation
applicants and sponsors in modules 5 of MAA dossiers
- as Patients line listings annexed to the Clinical Study Report

- in the form of PDF listings

• In contrast to PDF listings, IPD / raw data is directly assessable in terms of
reanalysis, additional analyses or visualisation
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Advantage of raw data
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Pilot design and preparation
§ Consultation with various 

stakeholders incl. Regulatory 
Network and patient representatives

Execution of the pilot
§ Planned start in September 2022; duration of up to 

2 years
§ Approx. 10 centralised procedures; step-wise approach
§ Three resourcing scenarios
§ Collect feedback from all stakeholders involved

Key decision point 
§ Recommendations to EMA, 

HMA, CHMP, BDSG on 
access to raw data during 
assessment
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Proof-of-concept pilot phases and timelines

Raw Data Project Update - 20 September 2022

Q3 2021 – Q3 2022 Q3 2024 (tbd)

Q3 2022 – Q3 2024
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• For procedures chosen for PoC pilot, 
applicants/Marketing Authorisation 
Holders submit raw data in addition to 
regular dossier (how: Q&A will follow)

• During assessment, questions may 
arise which Rapporteurs want to 
answer via raw data analysis

• Raw data analysis happens during 
assessment phases, e.g. btw. Day 1 to 
Day 80 for iMAAs

• Rapporteurs include description of 
results in assessment report (AR)

• CHMP requests replication of analysis 
results from applicant e.g. via 
LoQ/LoOI/RSI
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Assessment process including raw data analysis
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Key points of attention for industry on the PoC pilot

Analyses to support assessment of dossier, no analyses 
across dossiers

Pilot participation will not cause delay to CHMP opinion

Voluntary participation by Rapporteurs & Applicant/MAH

Procedures and safeguards are being implemented in 
accordance with personal data protection legislation

Transparent communication with Applicant (AR and 
LoQ/LoOI/RSI)
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Any questions?

rawdatapilot@ema.europa.eu

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands
Telephone +31 (0)88 781 6000
Send us a question  Go to www.ema.europa.eu/en/about-us/contacts/send-question-
european-medicines-agency

Further information

Follow us on @EMA_News

mailto:rawdatapilot@ema.europa.eu
http://www.ema.europa.eu/en/about-us/contacts/send-question-european-medicines-agency

