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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH



 

15 March 2016
Criteria to be fulfilled by industry stakeholder organisations involved in European Medicines Agency (EMA) activities
Comments from:

	Name of organisation or individual

	Pär Tellner (par.tellner@efpia.eu) on behalf of EFPIA, Vaccines Europe and EBE


Please note that these comments and the identity of the sender will be published unless a specific justified objection is received (please see privacy statements: http://www.ema.europa.eu/ema/index.jsp?curl=pages/home/general/general_content_000516.jsp&mid and http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/02/WC500123144.pdf).
When completed, this form should be sent to the European Medicines Agency electronically, in Word format (not PDF) (see Introductory cover note for the public consultation of GVP under Practical advice for the public consultation: http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/02/WC500123145.pdf). 
	Stakeholder number

(To be completed by the Agency)
	General comment
	Outcome

(To be completed by the Agency)

	
	1. Introduction - four levels of involvement:
Following the adoption of the ‘Framework for interaction between the European Medicines Agency and industry stakeholders’; EFPIA would like to share some initial practical experience with current model: 
· The four levels of involvement need further practical elaboration: especially in distinguishing between ‘consult and involve’ and ‘co-operate’. As a suggestion perhaps upfront clarity on the expected type of involvement for announced meetings would manage expectations of stakeholders.
· EFPIA fully supports to ensure participation of the broadest array of relevant stakeholders and experts. As various stakeholders bring different experiences and knowledge, EMA is kindly requested to consider a scheme of proportioned participation to ensure the most relevant representation.  
· Stakeholder organisations will need to submit written declaration/confirmation that the eligibility criteria defined in this document are fulfilled (annex to be developed after consultation): to avoid any administrative burden it is suggested to keep the annex simple and to have the criteria as check-box/declaration items.
Furthermore EFPIA suggests that you clearly define the following terms to avoid any misunderstanding:

· Industry trade associations

· Industry stakeholders

· Industry organisations

Another alternative could be to only use one term consistently throughout the document, in order to prevent any misunderstanding.

	
	

	
	2. Definition of Industry stakeholder organisations
No comments

	

	
	3. Criteria to be fulfilled
Vaccines Europe and EBE, which represent specific pharmaceutical sectors, fulfil all the criteria except the legitimacy due to the fact that they are under the EFPIA umbrella, which holds the legal entity. These two groups operate within EFPIA as specialized groups. As a consequence, these groups do not have an independent legal status – EFPIA being the registered legal entity. However, they have different and separate statutes, separate Boards of Directors, and they represent different constituencies, so it would be relevant to have these organisations directly involved in the EMA activities (level 3 and 4 level). Furthermore each of these groups fully fulfil all of the other criteria proposed by EMA, including being separately registered and recognized in the EU Transparency Register. As a matter of fact they are also operationally separate, having their own yearly financial contributions from their members and their own Board of Directors setting the groups’ strategies and overseeing strategy implementation.

Proposed change:

Legitimacy: the organisation should have statutes registered as European umbrella organisations in one of the Member States of the EU/EEA and be non-for-profit. In the case of specialised groups within an organisation representing a specific sector, thereby having different constituencies, these will be covered by the registered statutes of the umbrella organisation. These should be documented. 

If it is an international organisation not registered in an EU/EEA Member State, additional information needs to be provided demonstrating the EU focus of activities and EU/EEA based operating branch/office or representation
· Legitimacy: Please see comment and proposal for change above
· Activities: Proposal to merge with ‘mission / objectives’ as these are closely related 

· Entry in EU Transparency Register: no comments
· Representation: No comments
· Mission/objectives: Merge with activities
· Structure: No comments
· Publication of eligible associations on EMA´s website: No comments

· Compliance with EMA´s conflict of interest policy: No comments
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	Telephone

+44 (0)20 3660 6000

Facsimile

+44 (0)20 3660 5555
Send a question via our website www.ema.europa.eu/contact
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