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European Parliament’s recommendations (Discharge 
2011)  
Article 96(2) of the Framework Financial Regulation 

Reference is made to recommendations 1 and 18 made in the context of the 2011 Discharge, whereby 
the Agency indicated that it would inform the Discharge Authority in Q4 2013 on the outcomes of the 
ex-ante control on declarations of interests of experts performed as from June 2013, and the ex-post 
control on the handling of conflicts of interests planned for Q3 2013. 

Whilst the reports on these controls are being finalised, the following information is provided to the 
Discharge Authority. The full reports will be provided to the Discharge Authority before the end of 
January 2014. 

Outcome of ex-ante control 

A new systematic ex-ante control on the correct completion of the electronic declaration of interests 
(eDoI) submitted by the experts has been performed for all new appointed experts as from June 2013. 

The outcome of the control performed between 1 July and 31 October 2013 for 131 new experts is 
provided below: 

• 91.6% of the experts completed their eDoI correctly, resulting in a correct automatic assignment 
of the risk level. 

• 2.3% (3 experts) did not declare an interest in the appropriate section of the eDoI. For 2 experts, 
this had no impact on the assigned risk level due to other interests declared. For the 3rd expert the 
risk level should have been reduced from 2 to 1. There was no impact on the participation to the 
Agency’s activities. 

• For 6.1% (8 experts) further clarification on certain declared interests was necessary and is 
currently being undertaken. For 6 experts, the assigned risk level would not change due to other 
interests declared. For the remaining 2 experts, the risk level could potentially be lower than the 
current one assigned. 
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In conclusion, the results of this ex-ante control have demonstrated that overall experts completed 
their eDoI correctly. It should be emphasised that these are new appointed experts. Some 
improvements to be introduced in the ex-ante control have been identified, and these will be 
implemented.  

Outcome of ex-post control 

The ex-post control focussed on the key aspects of the process relating to the handling of conflicts of 
interests (CoIs) of experts, as follows: 

• Verification of the correct completion by the experts of the eDoI. 

• Verification of the correctness of the information included by the expert in the eDoI versus the 
previous eDoI. 

• Verification of the correct evaluation by the Agency of the CoIs. 

• Verification of the correct implementation by the Agency of restrictions applicable to the expert for 
participation in scientific meetings at the EMA. 

For the ex-post control a sample of 305 experts was selected from experts invited to a scientific or 
regulatory meeting for medicinal products for human or veterinary use at the Agency between 1 
January and 30 June 2013. 

All sampled experts belonged to the list of 650 experts from the 2012 ex-post control who did not 
provide an updated CV (“46% remaining”), hereby addressing the request from the European 
Parliament to include these experts in the 2013 ex-post control. 

The outcome of the control has resulted in the following findings: 

• 98.6% of the experts completed their eDoI correctly. For the remaining 1.4% (4 experts) there 
was no impact on the Agency’s activities to which these experts participated. 

• 99.6% of the experts declared all interests from their previous eDoI which were still valid. For the 
remaining 0.4% (1 expert), there was no impact on the assigned risk level and hence no impact on 
the Agency’s activities to which the expert participated. 

• The CoIs of all experts were evaluated prior to their participation in the meeting. 

• Minor findings were noted as regards the correct evaluation of the CoIs, but there was no impact 
on the participation of the expert to the meeting. 

In conclusion, the results of this ex-post control have shown some minor findings with no impact on 
the participation of the experts in the Agency’s activities, and have given useful information to the 
Agency on how to further strengthen its internal controls, whilst providing reassurance on the 
robustness of the Agency’s handling of CoIs. 
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