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Repurposing is the process 
of identifying a new use for 
an existing medicine/active 
substance outside the scope 
of the original indication

Two different perspectives



Repurposing leaded by MAH 

Å Normally, a MAH initiates variations, line extensions or submit 
a new medicinal product with the repurposed indication

Å However, the industry very often lack commercial incentives 
or, when exists, it seems very often disproportionate

Repurposing leaded by other agents
Å A not - for -profit party is more oriented to products that are 

off -patent and out of regulatory protection

Å However, although involved in generating data, not - for -
profit organisations lack of knowledge about regulatory 
routes and requirements



Consequences of relying in off - label use

ÅAccess to potentially useful new indications may be 
hampered due to specific regulations or rules

ÅOld medicines whose main use have turned off -
label may disappear

ÅRepurposing of old, well established medicines into 
new, over prized medicines introduces invariably 
tension in health systems (playing against access)



STAMPôs framework (I)

Å A multistakeholder subgroup of STAMP discussed a 
framework to provide a visible support to a not - for -profit 
stakeholder, termed Champion

Å The framework* is the process of facilitating data 
generation and/or data gathering in accordance with 
regulatory standards of a new therapeutic use for an 
authorised active substance/medicine

Å Only intended for medicines already out of intellectual 
property/regulatory protection

* https://ec.europa.eu/health/sites/health/files/files/committee/pharm773_repurposing_annex_en.pdf

https://ec.europa.eu/health/sites/health/files/files/committee/pharm773_repurposing_annex_en.pdf


STAMPôs framework (II)

Å The Champion is typically a not - for -profit organisation , for 
example, an entity or a person from a charity or patient 
group/academic unit/learned society/research funder or 
payer

Å The interaction with the MAH is foreseen in the framework 
resulting in simple regulatory procedures to include on - label 
what was previously off - label.

Å The framework builds on existing regulatory tools, namely 
innovation offices and scientific and/or regulatory advice 
(through EMA and NCA) to provide guidance to champions.



Championôs roles

Å The Champion is able to coordinate and/or foster the 
research programme up until the point of full industry 
engagement 

Å Responsible for liaising and leading the interactions with 
regulatory authorities and industry/other stakeholders 

Å Transparent regarding interactions with relevant 
pharmaceutical company(s) 

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



Criteria for eligibility (all the following)

Å A well -established active substance contained in a medicine 
with a valid marketing authorisation granted in a Member 
State or in the European Union.

Å Out of data exclusivity and market protection periods and 
out of basic patent/supplementary protection certificate 
(SPC) protection.

Å Must target a new indication in a condition distinct from the 
currently authorised indication(s)

Å Must target an indication in an area where important public 
health benefits/Union interests are likely to be achieved



Variation, Extension, 
MAA

Interaction with MAHs

Champion assembles 
advised data

Regulatory procedural 
guidance

Champion assembling 
supportive data

Regulatory, Scientific, 
HTA advice

1. Pre - entry . Checking
criteria

2. Pre - entry / entry . 
Assemblig data in SA template
for submission to NCA/EMA

3. Repurposing SA. 
Discussion on proposal , can 
include relevant stakeholders

6. Licensing route . 
MAH/ Applicant submits
MAA/ Extension / Variation

5. Post - scientific meeting. 
Champion contacts interested
MAH, assures data quality and 
compliance to SA

4. Feedback. Feedback from
regulators to champions

Champion proposes 
new indication

Approved indication A champion is not a 
pharmaceutical company



STAMPôs framework (III)

Å The framework was endorsed in the Pharmaceutical 
Committee the 11th of July, 2019

Å A pilot phase to test the proposals was planned to start by 
March 2020, to learn from the practical applications and to 
build on the concepts identified in the framework

Å A ñrepurposing observatory groupò (RepOG) was going to 
monitor the progression of the pilot.

Å Initially chaired by Spain, supported by NCA and the EMA, 
includes Champions and Industry representatives



Repurposing observatory group ( RepOG )

Å The RepOG has to report to the Pharmaceutical Committee 
and will conclude on practical aspects of the pilot, will report 
on the challenges, successes and opportunities, and will 
make recommendations 

Å Providing contact point for regulatory authorities and other 
stakeholders

Å RepOG not involved in selecting Champions or medicines for 
the pilot nor any individual assessment or decision making 
role for the individual pilot projects



Variation, Extension, 
MAA

Interaction with MAHs

Champion assembles 
advised data

Regulatory procedural 
guidance

Champion assembling 
supportive data

Regulatory, Scientific, 
HTA advice

Champion proposes 
new indication

Approved indication

RepOG

Champion awareness Dissemination activities

Contact points (EU -IN 

and EMA)



Preparation for the pilot

Å In the preparation for launching the pilot by the end of 
March 2020, the RepOG worked on:

ï Internal circuits (EU -Innovation Network, scientific and 
regulatory advice structures, othersé)

ïGuiding documents (specifically, contact points for 
different stakeholders, Questions & Answers document, a 
dissemination plan, submission form, etcetera)

Å Public communication was expected before launching







During the COVID -19é

Å We continued meeting on a more or less regular basis

Å Lessons learned from COVID -19

ïDexamethasone case (from the industry perspective and 
from the regulatory perspective)

ïA survey on the activities of the NCA on repurposing

ïContinuing preparation for the pilot





1. What is medicinesô repurposing and why it is important?

2. What is the proposed framework to support repurposing? 

3. What is the goal of the medicine repurposing pilot project?

4. Who coordinates the pilot project?

5. Who can apply?

6. Which medicines are eligible?

7. What are the benefits of taking part in the pilot?

8. How will candidate medicines be selected during the pre -entry phase? 

9. What are the steps of repurposing pilot? 

10. How to apply and what information to submit to enter the repurposing pilot?

11. What happens after the scientific advice? 

12. How is the Industry engaged in the repurposing pilot?

13. For how long will the pilot run? 

14. What fee will be applied? 

15. What information on the selected medicines will be made public? 

16. Annex. Contact points in competent authorities and fee - related information

Questions & Answers



Annex. Contact points (é) and fee info 

Institution Country Type of advice provided
Fees for 
informal 
meetings

Fees for 
formal 
meetings

If yes, amount

SĐKL CZ Formal and informal NO NO N/A

ANSM FR Only formal NA NO N/A

FIMEA FI Only formal NA YES 5.000 ú

AEMPS ES Formal and informal NO NO N/A

NIPHN HU Formal and informal NO NO b

HPRA IE Formal and informal TBD TBD N/A

AIFA IT Only informal* NO NO N/A

PEI DE Formal and informal NO YES Variable

FAMHP BE Only formal NA YES Variable

EMA EU Formal For SA pre -
submission
meeting

YES
SA fee 
waiver 
(TBC)

Standard fees for SA, taking 
into account any fee reduction 
which might be applicable 






