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EMA policy on conflict of interest 
of experts 

All experts involved in EMA activities (meetings, review of 
documents) must be included in EMA experts database 
 

EMA should receive: 
→Nomination form 
→Public declaration 
of interests and 
confidentiality 
undertaking form 
→Curriculum vitae 
 
http://bit.ly/1g11mST 
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Nomination and annual review of 
experts 

Before any involvement in EMA activities, a patient/consumer expert must be 
formally nominated by the Agency Source: EMA 

 



What to include? 
 

→ Any current activities as well as all 
activities within the past 5 years 
(current = the time of completion of 
the form) 

 

→ If unsure whether an interest relates 
to a medicinal product or to a 
pharmaceutical company, declare 
the information 

 

→ Should the expert acquire any 
additional interests or should 
interests change since last declaration 
of interest, an updated e-DoI must be 
re-submitted 

Electronic Declaration of Interest 
(e-DoI) 



3 levels of conflict of interest 
1. Level 1, lowest risk level: no 

interests declared in the 
pharmaceutical industry 

2. Level 2, intermediate risk 
level: indirect interests in the 
pharmaceutical industry 

3. Level 3, highest risk level: 
direct interests in the 
pharmaceutical industry 

 
Experts shall not have financial or other interests in the 
pharmaceutical industry that could affect their 
impartiality  

Direct interests: 
employment, 

consultancy, strategic 
advisory role, financial 

interests, patent 
ownership 

Indirect interests: 
principal investigator, 

organisation receiving 
grants or other funding, 

household member 
linked with industry 



Allowed levels of involvement 
No interests declared in the 
pharmaceutical industry 
• Full, unrestricted involvement 

Indirect interests in the 
pharmaceutical industry 
• Involvement permitted, but with limitations 

and risk-mitigating actions 

Direct interests in the 
pharmaceutical industry 
• Severely restricted involvement 

Employees of  
patient 
organisations ≠ 
volunteers 
representing 
patient  
organisations 
 
Participation is 
less  
restricted for 
volunteers 
(YOU!) 
 



Electronic Curriculum Vitae (e-
CV) 

→ e-CV (Europass format) published on EMA 
webpage (similarly to e-DoI) 

→ Mandatory to be completed: necessary to 
allow experts to participate in 
meetings/activities 

→ Required in order to validate the e-DoI: 
without the e-CV the system will not allow 
validation 

→ e-CV to be updated on yearly basis (at 
time of update of e-DoI) 

→ Information on qualifications and 
experience 

 BUT 
→ The e-CV template includes a tick box for 

“Patient Representative”, completion of 
the other fields by patient representatives 
is not mandatory 

 

Online safe system 



Thank you for your attention! 
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