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What the legislation says 

Extract from Article 63(2) of Regulation (EC) No 726/2004 

Members of […] committees, rapporteurs and experts shall not have 

financial or other interests in the pharmaceutical industry which 

could affect their impartiality. 

They shall undertake to act in the public interest and in an independent 

manner, and shall make an annual declaration of their financial 

interests. All indirect interests which could relate to this industry shall 

be entered into a register held by the Agency which is accessible to the 

public, on request, at the Agency’s offices ... 
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EMA policy on handling of conflicts of interests 

of scientific committees’ members and experts 

Applies to: 

• Scientific committee members and alternates 

• Experts involved in Agency activities 

– In the context of authorisation and surveillance of medicinal products for 

human and veterinary use 

– Meeting attendance 

– Involvement in scientific assessment and guidance development 

– Participation in inspections 
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Requirements for involvement in EMA 

activities: Experts database 

Experts must be included in Experts database prior to first appointment 

• Signed nomination form  

– Signed by Head of NCA (MS experts) or Head of Division (EMA experts) 

• Up-to-date e-DoI signed/validated by the expert 

• Up-to-date e-CV (required to validate/sign e-DoI) 

• Request for creation of new expert in Experts database 

– from NCA (MS experts) or Experts database coordinator (EMA experts) 
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Completion of e-DoI 

Direct interests – °current, *within past 5 years 

• Employment with a company°* 

• Consultancy for a company°*  

• Strategic advisory role for a company°*  

• Financial interests°  

• Ownership of a patent for a medicinal product°  

 

Definitions and explanatory notes in e-DoI form 
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Completion of e-DoI 

Indirect interests – °current, *within past 5 years  

• Principal investigator°*  

• Investigator°*  

• Grant or other funding to instituion/organisation° 

 

• Direct interests of household members° (resulting as indirect interest of the 

individual)  
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Completion of e-CV 

• Work experience  

• Education/training 

• Expertise, Publications, Projects, Memberships, Other 

 

• Tick box for ‘Patient representative’ – if ticked, further completion of 

e-CV is not mandatory, but recommended for committee member 

 

Online editor or download from Europass in EMA Meetings Portal  
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e-DoI validity 

• Valid for 1 year 

Experts database sends automated e-mail to expert, approx 1 month before 

expiry, requesting to update e-DoI 

• (up-to-date) e-CV required before validation of e-DoI 

• Important 

If anything changes in profile (e.g. organisation gets additional grants/funding 

from pharma industry), expert must update and resubmit e-DoI 
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How to submit e-DoI and e-CV 

• Complete blank nomination form  

• Return to NCA or EMA by e-mail 

• Complete e-DoI (blank form or current e-DoI) 

• Click on ‘Submit by email’ and click ‘OK’ 

• Select method of sending and click ‘Continue’ 

• Send the automatically generated e-mail (Outlook) or create and send 

e-mail with xml file attached (webmail) 

• When receiving a confirmation e-mail, click on the link in the e-mail 

• Log in with single-sign-on credentials (same as for MMD, Eudralink, 

MMS – provided by the Agency) 
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How to submit e-DoI and e-CV 

• In MMSe, go to the Curriculum Vitae tab 

• Tick the box ‘I am a patient representative’ 

• Update e-CV as appropriate or upload a new version of CV from the 

Europass website 

• Tick the box ‘I confirm my CV is up-to-date’ (bottom of page) 

• Click on ‘Submit CV’ 

• In MMSe, go to the Declaration of interests tab 

• Tick ‘I confirm the information declared on this form is accurate to the 

best of my knowledge and I acknowledge that  ...’ 

• Click on ‘Validate selected submission’ 
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e-DoI and e-CV submission guidance 

• Guidance document on e-DoI submission: 

http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2011/07/WC500109481.pdf  

• Guidance document on e-CV submission: 

https://mmse.ema.europa.eu/mmse/jsp/welcome/Guidance_for_submission_of_e-CV.pdf  
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Transparency 

• Publication of e-DoI and e-CV in pdf format as well as risk level of all 

active experts on EMA website in European experts list 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/about_us/landing/experts.jsp&mid=WC0b01ac05804

3244a  
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Revision of EMA policy on handling of 

declarations of interests 

• Implementation date: 30 January 2015 

• e-DoI form – version 2: required for involvement in activities after 30 

January 2015, can be submitted by experts in advance of that date 

• Publication of completed e-DoI – version 2 on website on 30 January 

2015 

• Some of the changes: 

– Change in section 2.1 Employment – expert to tick function of employment 

– Family members interests 

– Calculation of interest level (3 years) 

– Revision of restrictions applicable to experts with declared interests 
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Questions 
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