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17 December 2024 
EMA/593410/2024
[bookmark: Head]Call for expression of interest for Academia to participate in the European Platform for Regulatory Science Research 

Following the feedback received during the EMA Advancing Regulatory Science Research public event, and public consultation on the draft concept paper on the European Platform for Regulatory Science Research, we are pleased to launch a call for expression of interest to participate in the new EMA/HMA European Platform for Regulatory Science Research. 
There are two ways to join the initiative 
1. as nominated member of the steering group 
2. as platform participant 
Launching in 2025, the European Platform for Regulatory Science Research, brings together academia and regulators as well as other relevant stakeholders to accelerate impactful, collaborative regulatory science research solutions for global progress. 
For additional details on the role and governance of the European Platform for Regulatory Science please refer to the Draft concept paper.
1. Expression of interest to be nominated as Steering group member 
The platform will be co-chaired by a member of EMA and of a national competent authority (NCA) and researcher of an academic research centre. For its first-year pilot phase, nominated co-chairs are Ralf Herold (EMA), Marjon Pasmooij (MEB), with the academic co-chair to be nominated. 
The steering group is anticipated to consist of 
- 3 researchers from academia  
- 3 members from national competent authorities, and
- 3 members from EMA 
The steering group will be complemented by patient, healthcare professional, industry, and health technology assessment (HTA) representatives, and EU and national research funders as observers. Depending on the topic under discussion, additional participants can be invited to attend the Steering groups meetings. This allows the participation of others and international organisations, as relevant. 
The Platform will launch in 2025 with a one-year pilot phase. The steering group members are expected to meet (virtually and on some occasions in person) every 8 weeks (i.e. six times a year) and provide strategic and operational advice to the Platform. Steering group members will be responsible for 
· identifying priority tasks and topics for discussion, drafting workplans, and define ways of working on priority topics 
· reviewing the platform organisation and resourcing, resolving operational and scientific matters
· guiding the interaction with stakeholders
All nominations received for participation to the steering group will be evaluated against the following guiding criteria: 
Legitimacy: member to be employed by an academic or non-profit organisation established in the EU/EEA with a primary mission in research. 
Activities: specific interest and research activities in regulatory science, exemplified by a description of main research lines and methodological expertise, overview of past/current collaborations with other research groups in Europe/internationally, participation to European/international consortia, possible collaboration with regulators, examples of research outcomes and their impact on regulatory practice.
Experience: demonstration of leadership, as exemplified by e.g. a chair/co-chair role, steering group membership in other initiatives.
Capacity/availability to contribute: confirmation of engagement to participate on a regular basis to Steering group meetings (around 6 times/year), Platform meetings (around 3 times/year), and contribute in meetings and in writing to the strategic and operational aspects of the Platform. 
Transparency: disclosure of sources of funding, both public and private, and involvement in pharmaceutical industry activities (e.g. participation in advisory boards) by providing the names of the funding bodies. We encourage to register in the EMA stakeholder database. Nominated members will be asked to complete a Declaration of Interest. 
Additional consideration is given to the complementarity and diversity of steering group members.   
2. Expression of interest to participate in Platform meetings as relevant 
The Platform participant group will consist of researchers from academic and non-for-profit research organisations, EMA, EU national competent authorities, and international regulatory agencies. Also researchers from non-EU academic and non-for-profit research organisations are welcome to participate. The platform participant group is planned to meet (virtually/in person) three times in 2025, with no limit in number of participants foreseen. Participation to platform meetings is entirely voluntary and can be determined based on the relevance of the agenda topics. 
For participation in the Platform participant group, following information is requested: 
· The name of your academic or non-profit organisation affiliation, your institutional email address and website
· Information on your research lines and proposed topic(s) to bring into and to hear from in the platform 
We encourage to register in the EMA stakeholder database. 
For additional details on the role and governance of the European Platform for Regulatory Science please refer to the Draft concept paper.
How to join?
For those interested to participate in the Steering group, we would appreciate to receive your expression of interest by completing the form on pages and 4 and 5 of this document and submitting it to regulatory.science@ema.europa.eu by 24 January 2025. The selection of Steering group members is expected to be finalised by the end of January and a first kick off meeting of the steering group will be tentatively scheduled in the second half of February 2025
For those interested to participate in the Platform participant group, we would appreciate to receive your expression of interest by completing the form on document page 6 and submit it to regulatory.science@ema.europa.eu. The submission is encouraged by 24 January 2025, but the call will remain open over the course of 2025. A first platform participant meeting is expected in March/April 2025. 
For any query, please direct it to regulatory.science@ema.europa.eu 
Thank you in advance for your contribution and we look forward to your participation.


Form for Expression of interest to be nominated as Steering group member 
	
	

	Nomination details 
	

	Your name

	

	Your organization 

	

	Your institutional email address

	

	The EU/EEA member state where your organisation is located 

	

	Applicable criteria and motivation 

	

	Legitimacy: confirmation of employment by an academic or non-profit organisation established in the EU/EEA with a primary mission in research. 
	

	Activities: specific interest and research activities in regulatory science, exemplified by a description of main research lines and methodological expertise, overview of past/current collaborations with other research groups in Europe/internationally, participation to European/international consortia, possible collaboration with regulators, examples of research outcomes and their impact on regulatory practice.
	

	Experience: demonstration of leadership, as exemplified by e.g. a chair/co-chair role, steering group membership in other initiatives.
	

	Capacity/availability to contribute: confirmation of engagement to participate on a regular basis to Steering group meetings (expected 6 times/year), Platform meetings (expected 3 times/year), and contribute in meetings and in writing to the strategic and operational aspects of the Platform. 
	

	Transparency: disclosure of sources of funding, both public and private, and involvement in pharmaceutical industry activities (e.g. participation in advisory boards) by providing the names of the funding bodies. We encourage to register in the EMA stakeholder database. Nominated members will be asked to complete a Declaration of Interest. 
	

	Provide additional details on your motivation to be nominated to the Steering group   
	



Additional consideration is given to the complementarity and diversity of steering group members. 
  
Please submit the completed form to regulatory.sciene@ema.europa.eu by 24 January 2025 

All personal data provided within this questionnaire will be processed in accordance with Regulation (EU) 2018/1725 on the protection of individuals regarding the processing of personal data by the Union institutions and bodies on the free movement of such data.
This data protection statement provides details on how the Agency, in its capacity as data controller, will process the information that you have given in your questionnaire. 
Your consent to the processing of your data
When you submit this questionnaire, you consent that EMA will process your personal data provided in the questionnaire as explained in this data protection statement. You may also withdraw your consent later at any time. However, this will not affect the lawfulness of any data processing carried out before your consent is withdrawn.



Form for Expression of interest to participate in the Platform participant group and meetings 
	
	

	Your name

	

	Your organization 

	

	Your institutional email address and website

	

	The EU/EEA member state where your organisation is located 

	

	Information on your (regulatory science) research lines 


	

	Proposed topic(s) to bring into and hear about in the platform 

	

	Any additional information you would like to include
	



The submission of the completed form to regulatory.science@ema.europa.eu is encouraged by 24 January 2025, but the call will remain open over the course of 2025.

All personal data provided within this questionnaire will be processed in accordance with Regulation (EU) 2018/1725 on the protection of individuals regarding the processing of personal data by the Union institutions and bodies on the free movement of such data.
This data protection statement provides details on how the Agency, in its capacity as data controller, will process the information that you have given in your questionnaire. 
Your consent to the processing of your data
When you submit this questionnaire, you consent that EMA will process your personal data provided in the questionnaire as explained in this data protection statement. You may also withdraw your consent later at any time. However, this will not affect the lawfulness of any data processing carried out before your consent is withdrawn.





	

	Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands
		An agency of the European Union  
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		Address for visits and deliveries  Refer to www.ema.europa.eu/how-to-find-us 

	Send us a question  Go to www.ema.europa.eu/contact 
	Telephone +31 (0)88 781 6000
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