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1. Background 

Medicine repurposing pilot project1

Pilot identified as part of the actions of:

Initiative of :

Repurposing Observatory Group (RepOG) – Led by ES 

The European Commission’s Pharmaceutical Strategy for Europe

EMA Regulatory Science Strategy and EMANS to 2025

Commission Expert Group on the Safe and Timely Access to Medicines 
for Patients (STAMP) of the Pharmaceutical Committee
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2. Framework 

To facilitate the regulatory recognition of new indications for well-established, 
authorised medicines

• When supported by a data set
• When out of the protection periods
• MAH does not take the lead in applying for a new therapeutic use

To outline the process to support not-for-profit organisations and academia

• Goal: generating and gathering the required data to support the 
authorisation new  therapeutic uses (through scientific advice and uptake by 
an applicant / MAH)

• Repurposing sponsors are called “Champion”

To help champions present their proposed repurposing project to regulatory 
authorities and seek advice

Medicine repurposing pilot project2
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3. Steps of the framework

Medicine repurposing pilot project3
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2- Go live  of the pilot

4

4. Go live of the pilot
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Launch Pre-entry Selection

Scientific 
advice entry 
and outcome

Filing of new 
indication

5. Steps of the pilot

Medicine repurposing pilot project5

Announcement on 
EMA/NCAss
(volunteers)/EC

Champions submit their candidate 
project(s) to the competent 
authority of their choice using the 
submission form

EMA and NCAs select candidate projects 
sufficiently mature to benefit from 
scientific advice (SA), in consultation 
with the EU-IN.

28th

Octobe
r 2021

Until 28th

February 
2022

Depends on 
respective 
EMA / NCA 
SA process

Depends on 
uptake by an 
applicant/MAH

By 30th

June 
2022
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6. Objectives

Medicine repurposing pilot project6

To assess the clarity and comprehensibility of the framework and process from 
the not-for-profit organisations’ and industry perspective

To check the feasibility of compiling the required data for the scientific advice 
request from the not-for-profit organisation’s perspective. 

To identify gaps in the existing guidance applicable to repurposing, and 
evaluate the potential need for adaptations and guidance (e.g. RWE/RWD 
field)

To monitor the progress of the repurposing programmes beyond scientific 
advice towards filing of a new indication

To create a report to assess the results of the pilot 
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7. Who can participate? 

A not-for-profit organisation or academic institution, 
collaborative groups and European References Networks (ERNs) 

Able to coordinate and/or foster the research programme up until 
the point of full industry engagement

Transparent regarding interactions with relevant pharmaceutical 
company(s) [of note: EMA’s policy on competing interests of members 
/ experts of committees]

In charge of filing the initial request for scientific/regulatory 
advice on the basis of the available data. 

Medicine repurposing pilot project7

A champion is:
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8. Medicines eligibility criteria

Medicine repurposing pilot project8

Be a well-established active substance in a medicine authorised in a Member State or in the 
European Union

Be an authorised medicine out of data exclusivity and market protection periods and 
out of basic patent/supplementary protection certificate (SPC) protection

To target a new indication in a condition distinct from the currently authorised 
indication(s) listed in section 4.1 of the relevant summary of product characteristics (SmPC)

To target an indication in an area where important public health benefits / Union interests are 
likely to be achieved. Conditions for which no or few medicines are currently authorised or which 
are associated with high morbidity and/or mortality despite available medicines, will be focus of 
the pilot. 
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9. Benefits of taking part of the pilot

Medicine repurposing pilot project9

Clear engagement 
with regulatory 

authorities                   

Tailored guidance to 
prepare for scientific 

advice

Guidance provided 
should support the not-
for-profit organisation 

engage with a 
commercial company

Increase the 
robustness of the 

data

Support of the R&D 
project from not-for-
profit organisation
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10. CA, fees and incentives 

Medicine repurposing pilot project10

Institution Country Type of advice 
provided

Fees for 
informal 
meetings

Fees for 
formal 

meeting
If yes, amount

SÚKL CZ Formal and informal NO NO N/A

FIMEA FI Only formal N/A NO* *(for non-profit 
Champions)

AEMPS ES Only informal NO NO N/A

NIPHN HU Formal and informal NO NO N/A

AIFA IT Only informal NO NO N/A

PEI DE Formal and informal NO YES Variable

FAMPH BE Only formal N/A YES Variable

EMA EU Formal For SA pre-
submission meeting

YES (SA fee 
waiver on 
selection)

Fee waiver for 
orphan SA for 
academia or fee 
waiver for a subset 
of selected 
candidates

No fees for the Pre-entry phase submission (no) Fees for the Scientific Advice phase –
see below
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11. Repurposing observatory group (RepOG)
 will report to the Pharmaceutical Committee

 will conclude on practical aspects of the pilot

 will report on the challenges, successes and 
opportunities

 will make recommendations

 will provide contact point for regulatory authorities and 
other stakeholders

 will not be involved in selecting Champions or 
medicines for the pilot nor any individual assessment or 
decision making role for the individual pilot projects

• The European Commission (DG 
SANTE and DG RTD)

• Champions representatives

• Industry associations

• One national research funding 
body

• The regulatory subgroup (EMA 
and NCA)

EU-IN repurposing 
subgroup11
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Questions & Answers

Medicine repurposing pilot project12
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Submission 
form (p.1)

Medicine repurposing pilot project13
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Medicine repurposing pilot project14

Submission 
form (p.2)
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References 
Q&A:
Proposal for a framework to support not-for-profit organisations and academia in repurposing 
authorised medicines (europa.eu)
Submission form:
Submission form - Repurposing pilot project for authorised medicines (DOCX/138.84 KB) 
(new)
EMA scientific advice webpage
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-advice-
protocol-assistance#scientific-advice-on-medicine-repurposing-(new)-section

Medicine repurposing pilot project15

https://www.ema.europa.eu/en/documents/other/proposal-framework-support-not-profit-organisations-academia-repurposing-authorised-medicines_en.pdf
https://www.ema.europa.eu/documents/template-form/submission-form-repurposing-pilot-project-authorised-medicines_en.docx
https://www.ema.europa.eu/documents/template-form/submission-form-repurposing-pilot-project-authorised-medicines_en.docx
https://www.ema.europa.eu/documents/template-form/submission-form-repurposing-pilot-project-authorised-medicines_en.docx
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Any questions?

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/contact

Further information

Follow us on @EMA_News
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