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1. Introduction

Article 96(2) of the Framework Financial Regulation states: “At the request of the European Parliament 

or the Council, the director shall report on the measures taken in the light of these observations and 

comments”.

This report provides an overview of the measures taken by the European Medicines Agency in the light 

of observations and comments made by the Discharge Authority in respect of the implementation of 

the budget of 2010.
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2. European Parliament’s observations and measures taken by European Medicines Agency

2.1. Carryover appropriations and cancellations

Observation of the Discharge Authority Response and Measures taken by EMA

4. Gives full support to all efforts at the executive and administrative levels of 

the Agency to reform the payment system for services provided by Member 

States' authorities which should clearly be based on the real costs; welcomes 

therefore the Agency's initiative to prepare a new proposal to be submitted to 

the Management Board; urges and expects the Management Board to discuss 

and decide on this payment system without delay;

At its meeting of 13 December 2012 the Management Board decided to 

approach the introduction of a cost-based remuneration system for 

rapporteurs on the basis of applying purchasing power coefficients related to 

the cost levels in the different Member States.

The Agency will provide a report for the implementation of such a system at 

its next meeting in March 2013.

2.2. Transparency and Management of conflict of interest 

Observation of the Discharge Authority Response and Measures taken by EMA

6. Takes note that the Agency has improved the scope and methodology of 

the systematic ex-ante and ex-post controls related to the screening of 

declaration of interest, also welcomes the Agency's decision to perform a 

yearly evaluation of its revised policy on declaration of interest; invites 

therefore the Agency to keep the discharge authority informed on the 

implementation of its revised policy and in particular of its systematic ex-ante 

and ex-post controls on a 6-month basis;

The Agency will continue to closely monitor the implementation of its revised 

policy on the handling of conflicts of interests. The Agency will undertake in 

the first half of 2013 a review of such implementation. Lessons learned and 

resulting proposals for amendment of the policy will be presented at the June 

2013 Management Board meeting and the discharge authority will be informed 

on the outcome of these Management Board discussions. An ex ante and ex 

post check on the handling of conflicts of interests is currently being 

developed for implementation in Q2 2013. It is envisaged to perform such 

checks each year. The discharge authority will be informed on the outcome of 

the 2013 checks in the 2nd half of 2013.

9. Underlines that in June 2012 a 'revolving door' case occurred in the Agency, 

the former Head of Legal Service joined as senior counsel a US-based law firm 

having a number of pharmaceutical industry companies as clients; takes note 

that the Executive Director of the Agency launched a review of the work 

The work of the former Head of Legal Service as Chair of the Joint Committee, 

Chair of the Disciplinary Committee and member of the Advisory Committee 

on Procurement and Contracts was reviewed. No evidence of conflicts of 
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Observation of the Discharge Authority Response and Measures taken by EMA

performed by the former Head of Legal Service; invites the Agency to inform 

the discharge authority on the outcomes of this review by the end of 2012;

interest could be observed in relation to the work of the Joint Committee.

No evidence of conflicts of interest could be observed in the role performed as 

Chair of the Disciplinary Committee.

No evidence of conflicts of interest was identified in the capacity as a member 

of the Advisory Committee on Procurement and Contracts. 

 The work of the former Head of the Legal Service in his capacity as Head of 

the Legal Service was also reviewed and no breach of obligations provided in 

Articles 11 and 11a of the Staff Regulations were identified.

The former Head of the Legal Service submitted an application in accordance 

with Article 16 of the Staff Regulations about his post EMA employment 

activities.  This application was reviewed by the EMA Joint Committee (JC) and 

the JC recommended to the Executive Director that his activities should be 

subject to a number of restrictions for a period of two years following his 

leaving the EMA.  The Executive Director took a decision in line with these 

recommendations and this decision has been notified to the former staff 

member.

10. Takes note that the Agency proceeded to a screening process of the 

declarations of interest of its experts and committee members who have been 

actively involved in the Agency's activities between 1 January and 31 May 

2012 against their curriculum vitae; notes that around 54 % of the experts 

and committee members provided the Agency with updated curriculum vitae; 

calls on the Agency to inform the discharge authority on the timeframe and 

outcomes of the screening process for the remaining 46 % by the start of the 

next discharge procedure;

Lessons learned from the ex post control check performed in the context of 

the 2010 discharge will be taken into account in the ex post check on the 

handling of conflicts of interests currently under development (see point 6). 

The remaining 46% of the experts not included in the ex post control check in 

the context of the discharge 2010 will not undergo the same ex post control as 

undertaken for the 54%. Since the ex post control currently under 

development (see point 6) will cover the various milestones of the conflicts of 

interests handling at the Agency this will be a more thorough check than the

ex post control in the frame of the 2010 discharge (where only one particular 

milestone was addressed). Therefore, a representative sample of the 46% of 

the experts will be included in the ex post check currently under development. 

As stated before the discharge authority will be informed on the outcome of 
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Observation of the Discharge Authority Response and Measures taken by EMA

such ex post check in the 2nd half of 2013.

12. Welcomes the announcement by the Agency that it plans to introduce an 

ex ante and ex post system for declarations of interest, notably by means of 

random comparison with CVs and information furnished by experts at national 

level; asks the Agency to provide the budgetary control authority with a 

precise timetable for the implementation of this new system;

As stated before (see point 6) an ex ante and ex post check on the handling of 

conflicts of interests is currently being developed. The following timeframe is 

envisaged: finalisation of the ex-ante and ex post check concept (including 

methodology and guidance): Q1 2013, implementation Q2 2013, report on 

outcome of the 2013 check and subsequent information to the discharge 

authority: 2nd half of 2013.

16. Calls on the Agency to introduce in each of its annual activity report a 

special section describing the actions taken to prevent and manage conflict of 

interest, which shall include inter alia: 

 the number of alleged conflict-of-interest cases verified, 

 the number of revolving door cases, 

 the measures taken in each category of cases, 

 the number of breach of trust procedures launched and their outcomes 

 the sanctions applied; 

requests the Agency to inform the discharge authority of the detailed 

measures taken;

A special section describing the actions taken to prevent and manage conflicts 

of interest will be introduced in each of our annual activity report, starting 

from 2012 annual activity report.
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