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The science of developing and validating new standards and tools to evaluate and assess the 

benefit-risk balance of medicines, in order to facilitate sound and transparent regulatory 

decision-making (Dutch Medicines Evaluation Board)

Three main objectives

• Evaluate and assess the benefit-risk balance (typically by regulators)

• Develop and validate standards, tools and approaches to assess quality, safety & efficacy

• Evaluate the medicine regulatory system and its effectiveness

What is regulatory science?



Studies evaluating regulation



Needed to:

• Evaluate cohorts of medicines previously assessed by the European Medicines Agency

• Evaluate the prior use of certain tools and the evidence generated by them

• Evaluate how evidence has been assessed by regulators 

• Evaluate how evidence impacted the benefit-risk balance 

(e.g., which data are essential, which uncertainties are acceptable and which should be 

resolved, how are uncertainties expected to be resolved and when).

• Evaluate how this led to therapeutic indication-setting

• …

Data about, for example:

✓ Medicines assessed for marketing authorisation (largely public data)

✓ Medicines in development (confidential data, e.g., from scientific advice meetings)

✓ Tools and approaches in development (confidential data, e.g., from ITF meetings)

Regulatory data



Public data from, for example:

• European public assessment reports

• Summary of Product Characteristics

• Annexes to marketing authorisations that list additional studies to be performed

• Orphan drug designations

• Etcetera

EMRD: development of a ‘data backbone’



EMRD: development of a ‘data backbone’



✓ Open data platform based on FAIR principles 

✓ Users: regulatory science community, regulators, developers, patient organisations, etc.

✓ Initial scope: regulatory lifecycles of all medicines assessed by the EMA from 1995-to date

For example, on 19 May 2026: 

• 1,965 authorised medicines

• Almost 70 variables: medicine, disease, legal and regulatory characteristics

• >60,000 documents (with much more data available)

European Medicines Regulatory Database



EMRD data workflow



Variable Data source
EC Register EC Decision SmPC/Annex EPAR Other

Medicinal product
Brand name (EU, current ) ✓
Brand name (EU, initial) ✓
EMA application number ✓
EU product number ✓
Marketing authorisation holder (EU, current) ✓
Marketing authorisation holder (EU, initial) ✓
Therapeutic indication (EU, current) ✓
Therapeutic indication(s) (EU, initial) ✓
Ingredients & substances
Active substance (EU, current) ✓
Active substance (EU, initial) ✓
ATC code (EU, current) + levels 1-5 ✓
ATMP (EU) ✓
New active substance (EU) ✓
Substance type Adapted GSRS / 

EUSRS
Substance type - subtype Adapted GSRS / 

EUSRS
Substance synthesis method Manual (SmPC)



Variable Data source
EC Register EC Decision SmPC/Annex EPAR Other

Marketing authorisation
Accelerated assessment (EU) ✓

Authorisation status (EU, current) ✓

Co-Rapporteur country (EMA) ✓

Legal basis (EU) ✓

Orphan designation (EU) at marketing 
authorisation

✓

PRIME granted (EU) ✓

Rapporteur country (EMA) ✓

Re-examination performed (EMA) ✓

Type of authorisation (EU, initial) ✓ ✓

Marketing authorisation timeframe

Authorisation date (EU) ✓

CHMP opinion date ✓

Duration of assessment procedure (EU, total 
days)

Calculated

EMA assessment procedure start date ✓









EMRD: not just a database…



• European Medicines Regulatory Database: a real-time, web-based, open access platform

• All medicines authorised by the European Commission since 1995

• Improves findability of regulatory data sources

• Centralises structured and validated regulatory data

• Enables querying underlying unstructured regulatory data sources

• Next steps:

• Publish supporting manuscript

• Launch the EMRD v1.0 (fully open)

Summary



?

Questions?
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