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Application form for the involvement of industry 
stakeholder organisations in the activities of the European 
Medicines Agency (EMA) 
Further to the adoption of the 
Framework for interaction between the European Medicines Agency and 
industry stakeholders
 in October 2015, this application form has been created for the Agency to 
evaluate whether a specific industry stakeholder organisation fulfils the eligibility criteria for 
involvement in the Agency’s activities.  
As defined in the 
Criteria to be fulfilled by industry stakeholder organisations involved in European 
Medicines Agency (EMA) activities
,  for industry stakeholders four levels of involvement in EMA 
activities have been identified, as follows: 
•
Inform (to enable feedback e.g. news items, Q&As, information days); 
•
Consult (via written consultation e.g. guidelines development, public consultations on 
deliverables); 
•
Consult & Involve (based on direct interactions e.g. focus groups) and,  
•
Co-operate (jointly engaging towards a common technical goal e.g. technical expert groups).  
The first 2 levels of stakeholder involvement referred to above are open to all external 
parties/stakeholders and do not require specific eligibility criteria, i.e. completion of this form, to be 
applied. All interested organisations should register with EMA to receive information and notice of 
written consultations in selective areas of interest (via 
StakeholdersDB@ema.europa.eu
). 
As an additional step, those industry organisations also seeking 
direct involvement
 in EMA activities 
at the latter 2 levels, i.e. to be consulted and involved directly or co-operate with the Agency in 
specific areas, should complete and submit this form(via 
industry@ema.europa.eu
). 
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Organisation 
Please note that upon confirmation of eligibility criteria, this information will be published on the EMA 
website
Name: 
Acronym: 
Website: 
Contact details of organisation’s head office 
Postal address: 
Telephone number: 
Functional e-mail 
address  
(e.g.: info@
name
.com)
:
Person with legal responsibility  
Name: 
Position: 
Professional address: 
Telephone number: 
E-mail address: 
Person  in charge of EMA related activities 
Name: 
Position: 
Professional address: 
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Telephone number: 
E-mail address: 
Functional org chart:  
To include contact details and organisational structure, if available. 
Please include a link to the org chart, or provide one as attachment. 
Please notify the Agency of any subsequent change of contact details by email to 
industry@ema.europa.eu
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Before completing the form, you are kindly encouraged to refer to the 
Annex
 for guidance 
on what is expected from your organisation to include in your submission
: 
1.
Legitimacy 
1.1  Organisation has an EU wide representation and is registered as 
a European umbrella organisation within the EU/EEA (or 
incorporated into a legal entity registered as a European umbrella 
organisation within the EU/EEA) 
Yes 
No 
1.1.1  Please provide a link to the organisation’s webpage where representation is listed and/or provide 
legal documentation as an attachment: 
1.2  If the organisation is not registered  within the EU/EEA  (e.g. international organisation), provide  
a link to the branch/office website with information that demonstrates the EU focus of activities and 
EU/EEA based operating branch/office or representation: 
1.2.1  If 
information is not included on the organisation’s webpage, please provide legal documentation 
as an attachment. 
1.3  Organisation is not-for-profit 
Yes 
No 
1.3.1  Please provide a link to organisation’s webpage where not-for-profit status is clearly stated: 
2. Activities 
2.1  Please provide a link to the organisation’s webpage where mission and objectives are defined: 
2.2  Please provide a link to a report or statement demonstrating the organisation’s legitimate interest 
in the areas of work of the EMA, or provide relevant documentation as an attachment: 
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3. Entry in EU Transparency Register 
3.1  Organisation is registered in the 
European Commission EU 
Transparency registry
Yes 
No 
3.1.1  Please provide a link to the organisation’s  profile in the 
European Commission EU Transparency 
registry
: 
4. Representation 
4.1  Please explain how statements and opinions of the industry stakeholder organisation reflect the 
views and opinions of all its members. 
4.1.1  Please provide a link to the organisation’s webpage where information is published: 
4.1.2  If information is not included on the organisation’s webpage, please provide a clear statement 
defining the approach:  
4.2  Please confirm that consultation procedures are in place to 
ensure effective two-way information flow, from and towards your 
organisation’s members 
Yes 
No 
5. Structure  
5.1  Please provide a link to the organisation’s webpage where governance structure is presented: 
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5.2  Please explain how the governing bodies of the organisation are elected:  
Undertaking 
By completing this form the organisation confirms that all information provided herein is accurate and 
undertakes to advise the EMA immediately of any change. 
Full name:
Position: 
Date submitted: 
Application form and supporting documentation to be submitted 
by email: 
industry@ema.europa.eu
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Annex – Guidance for implementation of eligibility requirements 
This annex includes guidance on what information is required and how this can be submitted by 
industry organisations who wish to be deemed eligible for direct involvement in EMA activities. 
Criterion 
How it should be met 
What you are expected to provide  
1. Legitimacy 
1.1 Organisation has an EU wide 
representation and is registered as 
a European umbrella organisation 
within the EU/EEA (or incorporated 
into a legal entity registered as a 
European umbrella organisation 
within the EU/EEA), or 
1.2 If the organisation is not 
registered  within the EU/EEA  
(e.g. international organisation), 
provide information that 
demonstrates the EU focus of 
activities and EU/EEA based 
operating branch/office or 
representation, and 
1.3 Organisation is not-for-profit 
1.1.1 Link to the organisation’s 
webpage where representation is 
listed, or provide legal documentation 
as an attachment 
1.2.1 Link to the branch/office 
website, or provide legal 
documentation as an attachment 
1.3.1 Link to organisation’s webpage 
where not-for-profit status is clearly 
stated (mandatory).  
2. Activities 
2.1 Please provide information on 
the organisation’s mission and 
objectives  
2.2 Please provide a link to a 
report or statement demonstrating 
the organisation’s legitimate 
interest in the areas of work of the 
EMA, or provide relevant 
documentation as an attachment 
2.1.1 Link to the organisation’s 
webpage where mission and 
objectives are defined.  
2.2.1 Please provide a link to a report 
or statement demonstrating the 
organisation’s legitimate interest in 
the areas of work of the EMA, or 
provide relevant documentation as an 
attachment. 
3. Entry in EU 
Transparency Register 
3.1 Organisation is registered in 
the 
European Commission 
Transparency 
Register  
3.1.1 Link to the organisation’s profile 
page in the Transparency Register 
4. Representation 
4.1 Please explain how statements 
and opinions of the industry 
stakeholder organisation reflect 
the views and opinions of all its 
members 
4.1.1 Link to the organisation’s 
webpage where information is 
published.  
4.1.2 If information is not included on 
the organisation’s webpage, please 
provide a clear statement defining the 
approach 
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Criterion 
How it should be met 
What you are expected to provide  
5. Structure 
5.1 Please provide a link to the 
organisation’s webpage where 
governance structure is presented  
5.2 Please explain how the 
governing bodies of the 
organisation are elected 
5.1 Link to the organisation’s 
webpage  
5.2 Explanatory statement 
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