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Minutes of the 86th meeting of the Management Board 
Held in London on 17-18 December 2014  

Sir Kent Woods opened the meeting and welcomed the new members Assena Stoimenova, as member 
for Bulgaria, Gabriella Conti, as alternate for Italy, and Mike Schwebag, as member for Luxembourg. 

1.  Draft agenda for 17-18 December 2014 meeting 

[EMA/MB/572168/2014] The agenda was adopted with no amendments.   

2.  Declaration of conflict of interests 

The chair informed members of the Managements Board that he had reviewed members’ declared 
interests, together with the secretariat, in accordance with the Board’s policy on conflict of interest. No 
conflicts relating to today’s agenda were identified.  

With reference to point B.1 of the agenda, relating to the follow up of the Extraordinary meeting of the 
Management Board of 27 November 2014, the Chair considered an objection raised during that 
meeting by the delegate from Cyprus.  The delegate had raised concerns of conflicts of interest, in the 
event of the participation of persons who had been candidates during the selection procedure that had 
led to Mr. Rasi’s appointment as Executive Director, to a vote that would concern Prof. Rasi’s career.  
The chair informed the board that he did not see a conflict of interest, but rather a possible perception 
of bias, and that he was reluctant to exclude anyone on these grounds.  For this reason it had been 
decided to provide the Board with full transparency concerning the identity of the persons referred to 
anonymously in the relevant judgment by the Civil Service Tribunal, and to conduct an open vote.  A 
different matter would be the involvement of persons whose participation in certain Management Board 
meetings and the selection stage at the European Commission had been considered by the Civil 
Service Tribunal as not appropriate, and who for this reason would have to leave the room for the 
discussion of B.1.  Mr Rys stated that, to avoid any possible doubt or criticism regarding compliance 
with the Tribunal decision, he would not take part in any of the deliberation under agenda point B1. For 
any vote under this item, Mr Cozigou (DG ENTR) had a proxy for DG SANCO.   

The Chair invited members to further declare any specific interests that could not be drawn from their 
declarations of interests that could be considered prejudicial to their independence with respect to the 
items on the agenda.  No conflicts of interests were declared. 
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3.  Minutes from the 85th meeting, held on 2 October 2014 

[EMA/MB/612373/2014] The Management Board noted the final minutes, adopted by written 
procedure on 12 November 2015.   

A. Points for automatic adoption/endorsement 

A.1 Financial compensation for Member States’ participation in the linguistic checking of 
product related information 

[EMA/MB/618942/2014] The Management Board endorsed the increased flat-hourly rate for 2015. 

B. Points for discussion 

B.1 Follow up of the Extraordinary meeting of the Management Board of 27 
November 2014 *  

[EMA/MB/776943/2014; EMA/MB/745376/2014] The Management Board considered follow up actions 
after the Extraordinary meeting of the Management Board of 27 November 2014 in Rome and adopted 
a proposal for amendment of the contract of Prof. Rasi.  

 
 

   

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

   

 
 

   

                                                
** An unredacted version of the document, including voting results and Annex 4, will be published after the appointment of 
the Executive Director.  



 
 
Minutes of the 86th meeting of the Management Board   
EMA/MB/791352/2014 Page 3/19 
 
 

 
 

 
 

 
   

 
 
 

 
 

 
 

 
   

 
 
 
 

 
   

 
 

      

      

 

The European Commission informed the board that it will lodge an appeal on the judgement of the Civil 
Service Tribunal jointly with the European Medicines Agency.  A notice for the selection of the new 
Executive Director should be published on 19 December with closing deadline on 28 January 2015.  

The Management Board appointed Hugo Hurts, delegate from The Netherlands, as observer for the 
Management Board on the European Commission short-listing process for the Executive Director. 

B.2 Roadmap 2020 

The board noted an update on work to draft a single document achieving an integrated vision between 
the EMA roadmap and the HMA Strategy paper.  Discussions between the two drafting groups led by 
Ian Hudson and Noël Wathion have taken place and both were of the opinion that a common view can 
be achieved over a high-level strategy with focus on a limited number of strategic priorities where 
highest benefit can be achieved. Less strategic aspects as well as the implementation of the strategy 
should be underpinned by supporting initiatives and through separate work programmes, such as the 
new mandatory multi-annual work programme for the EMA.  A Steering Group composed by HMA and 
EMA will be co-chaired by Ian Hudson and Noël Wathion.  The Management Board supported this 
approach. 
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B.3 Reflection paper on the use of individual patient data in electronic 
format for the evaluation of benefit-risk of human medicines 

[EMA/MB/715004/2014; EMA/715363/2014] The Management Board endorsed the report (subject to 
clarification by written procedure) and noted that there are issues still to be clarified before a formal 
process for evaluation of individual patient data could be proposed for adoption. A number of 
comments were offered and a revised proposal will be circulated for finalisation by written procedure.   

The Board endorsed the creation of a Working Group to conduct scoping work on the use of individual 
patient data in electronic format for the evaluation of benefit-risk of human medicines. Representatives 
of the Management Board and the HMA will participate in the work of the group. 

Enrica Alteri, Head of the Human Medicines Evaluation Division, presented work done on a draft 
Reflection paper following a discussion at the Management Board in June 2014.  Different scenarios in 
which Committees might consider an ad hoc request for Individual Patient Data have been identified.  
These would be used to enrich decision making as an enhanced toolbox for the Scientific Committees 
within the boundaries of current legislation.  Among the recommendations was the establishment of a 
working group to examine in detail the possible criteria for individual patient data analysis, capacity 
and capability issues, as well as prospective needs for technical infrastructure and data standards. The 
paper contains terms and definitions related to the subject.  

Members expressed overall support but requested that the working group’s detailed consideration of 
these issues should be brought back to the Board.  Furthermore, proper costing analysis should be 
carried out on this resource intensive activity, which would draw mainly from resources at National 
Competent Authorities.  

B.4 Update on IT 

Alexis Nolte, newly appointed ad interim Head of IT Division, provided the Management Board with an 
overview of IT and Telematics in 2014.  The Division has taken a fresh look at its organisation and has 
been working towards a leaner structure, while successfully achieving the move to the new premises 
and running and maintaining Telematics and EMA corporate systems.  Systems were delivered on 
track, and work is ongoing on others, due at end of the year or early 2015. As next steps the division 
plans to revisit the IT strategy, review the IT delivery roadmap and methodology, as well as operations 
and operating model.  Furthermore, there will be greater focus on IT architecture.  Telematics 
continues to represent the main part of work performed at the agency concerning IT systems.  In 2014 
the Telematics governance was fully implemented and operational.  Systems were delivered according 
to plan.  For the implementation of the Telematics strategy more work will be undertaken in 2015, with 
workshops with industry planned in Q1.  The objective will be the creation of an integrated delivery 
plan to include also the eSubmission roadmap and a data roadmap.  The creation of an ISO IDMP 
implementation group is planned.  The agency will continue to focus on understanding possible 
constraints for NCAs and identifying hurdles in achieving a successful implementation. 

Satisfaction was expressed on the upcoming workshops. Some members also advocated reviewing the 
Telematics governance structure, to fully engage all NCAs and stakeholders.  The representative of the 
European Commission reminded that the Commission had already recommended presenting the 
reflection on IT in a single master-plan to include all information on budget, responsibilities and 
resources employed, to facilitate monitoring by project at the Board. He welcomed the current 
reflection on outsourcing at the EMA and repeated the offer of assistance and sharing of systems in use 
at the European Commission in order to reduce costs.  Good communication between EMA and 
Commission is needed in order to meet tight deadlines. All agreed that realism on achievable 
objectives should guide all future development requirements. 
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B.5 Ebola 

The Management Board noted an update on activities carried out at the European Medicines Agency as 
part of the global response against the Ebola outbreak.  The agency has created an ad hoc expert 
group to identify the most appropriate pathway to ensure swift assessment of potential treatments and 
vaccines, and to provide rapid scientific advice to manufacturers on their development plans.  The 
CHMP has provided an interim scientific opinion on current data for available experimental treatment 
against Ebola which was published in a report on 16 December 2014.  The Agency is furthermore 
actively supporting development of medicines and vaccines using a variety of available regulatory 
tools, including orphan designation and Art. 58 submissions. EMA continues to support WHO and 
affected countries’ regulatory agencies in their endeavors. 

B.6 Highlights from the Deputy Executive Director 

Appointments at the EMA 

The Deputy Executive Director informed the board of new appointments of senior staff at the agency. 
Luc Vanheel joined the agency on 17 November as the new Head of Administration Division.  Alexis 
Nolte has been nominated ad interim head of the Information Technology Division while Dina 
Tsiambaou will take on the role of ad interim Deputy Head of Information Technology.  On 24 
November Tony Humphreys was appointed Deputy Head of the Procedure Management & Business 
Support Division with delegation for the day-to-day management. Pedro Ferreira has been nominated 
ad interim head of IT Operations since 1 December. 

International activities 

The European Medicines Agency has recently hosted visits by senior Japanese, Chinese and US 
regulators as well as from Korean and Taiwanese authorities.  The agency supported the Commission 
in a series of meetings with Chinese Food and Drug Administration and with the Chinese industry.  
Following requests from the Generics industry, the International work-sharing Generic pilot has been 
extended to the centralised procedure. EMA is also working with WHO on a pilot to facilitate 
authorisation of centrally authorised medicines in developing countries. Finally, EU and FDA teams met 
at EMA to discuss the Mutual Reliance initiative. 

20th anniversary celebrations 

In January the agency will celebrate its 20th anniversary.  The agency will mark the day with internal 
celebrations, and later on with a scientific conference which will take place on 18 March 2018.  On this 
occasion a book will be presented in which 41 contributors have outlined major achievements over the 
past 20 years.  

B.7 Report from the European Commission 

The European Commission reported on EU legislative and policy developments in the public health 
area: 

• Actions to minimise the possible impact of the Ebola virus in the EU and to combat the epidemic in 
the affected countries. Finance deployed includes around EUR 600 million from EU Member States 
and over EUR 200 million from EU funds. In particular, financing for research and development is  
allocated from Horizon 2020, while FP7 already funds research addressing Ebola. IMI has also 
announced a multi-million euro programme.  The Commission is collaborating with the EMA on 
monitoring the development of new vaccines and treatment. 
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• Revision of the Veterinary Medicines legislation has started with two Council meeting discussions 
under the Italian Presidency.  Françoise Grossetête has been appointed rapporteur for the ENVI 
committee of the European Parliament. 

• Ongoing progress on Antimicrobial Resistance initiatives, including a joint report of 
EMA/EFSA/ECDC and guidelines on prudent use of antimicrobials. 

• Update on Falsified Medicines Directive implementing measures and progress with assessment of 
3rd countries for importation of active substances. There were no significant shortages. 

• Progress on implementation of the Clinical Trials regulation with two meetings of the ad hoc expert 
group held. 

• Creation of a Commission expert Group on Safe and Timely Access of Medicines for Patients 
(STAMP).  The group will first meet in January and will analyse among other topics the EMA’s pilot 
project on adaptive licensing.  

• Actions deriving from the HTA network meeting on 29 October, with the unanimous adoption of an 
HTA Network strategy calling in particular for a broader scope of EU cooperation on HTA.  Possible 
role for EMA in the next Joint Action on HTA and in the follow up Joint Action on Registries to be 
defined. 

• Review of EC guidelines on orphan medicinal products. 

• Status of eHealth initiatives, including Horizon 2020 projects on recognition of databases 
interoperability, and on-going assessment of implementation of the Directive on mutual recognition 
of prescriptions. 

• Update on international developments concerning ICH, IPRF, ICMRA and TTIP. Progress towards 
finalisation of ICH reform. 

• Update on follow up on the Commission Staff Working Document on Pharmaceutical Industry and 
on the October workshop which had participation from competent authorities for 
pricing/reimbursement among other stakeholders. Input from that workshop is currently being 
analysed by the Commission. 

B.8 Amending Budget 02-2014 

[EMA/MB/421089/2014] The Management Board adopted the amending budget No 02-2014.  The 
adjustment was necessary due to two factors:  Retroactive salary adjustments for July 2012 to 
December 2013 were lower than forecast resulting in a reduction of expenditure of EUR 5,454,000 as 
well as reduced costs for fitting-out in 2014 of EUR 1,241,000.  These sums, along with a refund from 
the landlord of EUR 728,000 for previous payments made, will be balanced by a reduction in EU 
contribution by EUR 6,000,000 and EEA contribution by EUR 182,000. 

B.9 Work Programme 2015-2016 

[EMA/MB/718323/2014; EMA/613216/2014] The Management Board adopted the 2015 Work 
Programme and endorsed the 2016 work programme.  According to the new Financial Regulation the 
agency will need to send to the European Commission the Work Programme and the budget for the 
following year by 31 January.  For this reason the board was presented with the 2015 work programme 
and budget for adoption and the 2016 draft work programme and budget for endorsement, until the 
final 2016 programming documents can be adopted at the December 2015 meeting.  The work 
programmes were combined in a single document for ease of reference.  The 2015 work programme 
will be published.  A new approach was applied also to the presentation of the work programmes and 
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the budgets to the board, where for the first time the three Management Board topic coordinators and 
the agency shared the same presentation: Grzegorz Cessak for the work programmes, Christa 
Wirthumer-Hoche and Kristin Raudsepp for the budgets. 

Identified priorities for the work programmes 2015-2016 include: improvement in quality and 
efficiency of human and veterinary assessment, facilitation of the early stages of medicines 
development, further implementation of pharmacovigilance and clinical trials legislation, provision of 
support to veterinary legislative process as needed, enhanced collaboration with the European 
medicines regulatory network and continued focus on international cooperation, improved interaction 
with stakeholders, increased transparency, crisis management and responsiveness to public health 
threats, as well as robustness of data management. 

The overall numbers in applications are expected to grow, generating an increased workload for the 
Committees, some of which are already at their capacity limits.  More effort will go towards support 
activities, including areas such as enhanced provision of information to stakeholders and data 
standardisation.  Providing the quickest possible access to innovative medicines will be pursued 
through process improvements and the ongoing pilot on adaptive licencing. For the veterinary sector 
innovation will be supported through the MUMS/limited markets policy.  Antimicrobial resistance will be 
tackled by minimising risk while pursuing efficacy of critical products. 

Some members stressed the need for collaboration between Member States and the European 
Medicines Agency to support SMEs and academia in the development of innovative products.  A 
representative of the European Commission agreed that better coordination was indeed needed in 
some areas, keeping in mind the top-priority industry agenda of the Commission, in the interests of 
patients. Some textual amendments were requested to better reflect allocation of certain 
pharmacovigilance tasks, and in general, the collaborative nature of much of the work carried out at 
the European Medicines Agency together with the National Competent Authorities.  The requested 
changes were noted and will be included in the final published version of the work programme.  

B.10 Draft Budget and Establishment Plan 2015 

[EMA/MB/73480/2014; EMA/MB/73904/2014; EMA/709362/2014] The Management Board adopted the 
budget and establishment plan for 2015.  The 2015 budget is of EUR 302,117,000, a 7% increase 
compared to 2014.  This is due to a growth in workload and, as a consequence, in fee income as well 
as the implementation of the pharmacovigilance fees legislation. However, no additional temporary 
agent posts have been authorised.  

The increased fee related revenues are offset by an expenditure of EUR 146 million for payments to 
the benefit of the National Competent Authorities.  Other expenses are increasing, particularly meeting 
expenses due to intensified pharmacovigilance activities and heightened cost per delegate.  Further 
EUR 9.5 million have been set aside for the fitting out costs of the 10th floor; however, the building 
expenditure will remain within the overall ceiling set by the European Parliament.  IT expenditure for 
projects should be seen as an integral part of running the operations of the agency.  This is reflected in 
an increase in strategic projects and programmes to support the network, partially funded through 
reduction of the cost of maintaining existing operating systems and infrastructure.  The agency’s 
programmes and projects in 2015 will continue to focus on key activity areas and the objectives of the 
EU Telematics strategy.    

Members welcomed the provision of a new table format providing programme and project plans 
together with budget estimates, and suggested the inclusion of human resources in future versions. 
The representative of the European Commission requested the number of Contract agents in the 
establishment plan to be adjusted from 134 to 130 to align it with the Commission proposals for the EU 
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budget. This correction will be reflected in the adopted version of the establishment plan. The German 
board member presented his Member State’s desire to abstain from the adoption of the 2015 draft 
budget on instruction by his Finance Ministry and Interior Ministry.  The chair decided to put the 
adoption of the draft budget and establishment plan to a vote.  The results were as follows: 

Total no. votes Votes cast Votes in favour Votes against Abstained Not present 

36 36 35 0 1 0 

The vote took place electronically and openly, in full view of all present. The full details of votes by 
delegation and proxies can be found in Annex 2. 

B.11.a Resource programming 2016 
Preliminary Draft Budget and Establishment Plan 2016 

[EMA/MB/643962/2014; EMA/MB/44039/2014] The Management Board endorsed the Preliminary Draft 
Budget and Establishment Plan 2016.  The 2016 Preliminary Draft Budget is due to be sent to the 
European Commission by 31 January 2015 and by 31 March 2015 also to the European Parliament and 
the Council. At the December 2015 meeting the Management Board will be presented with the budget 
and establishment plan 2016 for final adoption.  For 2016 it is expected that fee revenues will continue 
to grow, while the EU contribution might be reduced by 20% compared to 2015.  Income from 
assigned revenue following landlord inducement should be coming to an end.  On the expenditure side, 
staff costs will sizeably grow as the agency needs to implement the payment of the employer’s part of 
pension contribution as required by the revised Staff Regulations. Costs for meetings and delegates are 
expected to continue to follow a rising trend as well as payments to National Competent Authorities for 
evaluation activities.  The IT preliminary draft budget should increase by 5% over 2015 reflecting 
higher costs to maintain new systems.  Project related IT expenditure remains focused on Telematics, 
specifically for e-submission, pharmacovigilance and online.  

The representative of the European Commission observed that the overall number of staff in the 
establishment plan 2016 should be amended to 599 instead of 636 and that no AD 16 position should 
be foreseen.  In addition, the Commission still needs to issue an opinion on the draft multi-annual staff 
policy plan. Consequently, the Commission was not in a position to vote in favour. The agency took the 
view that the staff increases are justified by increased fee-related activities and corresponding revenue 
and that the AD 16 position must be maintained to allow for promotion of AD 15 staff.  The German 
delegate could not endorse the Preliminary draft budget and establishment plan in analogy with the 
previous agenda point for budget 2015.  The chair decided therefore to put the matter to an open vote 
with the following results: 

Total no. votes Votes cast Votes in favour Votes against Abstained Not present 

36 36 32 1 3 0 

The full details of votes by delegation and proxies can be found in Annex 3. 

B.11.b Multi-annual staff policy plan 2016-2018 

[EMA/MB/643964/2014; EMA/655454/2014] The Management Board noted the Multi-annual staff 
policy plan 2016-2018 which was presented for information.   

B.12 CT Portal and database functional specifications 

[EMA/MB/718323/2014; EMA/42176/2014] The board endorsed the Functional Specifications for the 
EU portal and EU database to be audited. The Clinical Trials regulation applies six months after the 
publication of the confirmation note in the Official Journal that the system is functional, and not earlier 
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than two years after the publication of the regulation.  In designing the Functional Specifications for 
the EU portal and database all key requirements of Member States have been addressed.  Further 
specifications concerning transparency are being prepared and are planned for submission to the board 
at the March meeting after undergoing the same consultation and agreement mechanisms as the 
current Functional Specifications.  Following endorsement by the board of the Functional Specifications, 
work will focus on finalisation of business requirements, data model and use cases, and the design and 
development phase will begin. Potential re-use/development of existing solutions will be carefully 
considered.  

Members supported endorsing the functional specifications, acknowledging that much has been done to 
accommodate requests for a workspace and that transparency will be addressed in a separate 
package.  The request for a clock-stop for all trials was put forward, by many Member States, and was 
accepted by the agency however this is not provided for in the Regulation and therefore has to be 
based on a consensus with Stakeholders.  The representative of the European Commission supported 
the document and stressed the importance of good coordination between groups and of realistic time-
lines.  The Commission had strong reservations against an interpretation of the text whereby every 
Member State would have automatic and immediate access to all information submitted to the 
database; the legislation provides that some information is submitted only to a limited number of 
Member States and becomes public only after a certain period of time.  

The European Medicines Agency will also come back to the Management Board in March with timelines.  
These are important for Member States, who need robust basis on which to develop their systems and 
start training.  

B.13 Update on PSUR repository audit planning 

[EMA/MB/670817/2014; EMA/MB/671211/2014] The board noted the status of ongoing preparations of 
the independent audit of the PSUR Repository and the provisional plan.  A contract has been signed 
with an independent audit company and the audit is scheduled to take place in early February with a 
report due to be ready for discussion at the PRAC April meeting.  Confirmation of the audit outcome 
and announcement by the Management Board that the repository meets the agreed auditable 
requirements could be targeted for the June 2015 meeting.   

There was some concern that while preparations for the audit are progressing well, there may be some 
residual issues with the system that would benefit from an additional User Acceptance Test.  The 
European Medicines Agency reminded the board that plans to deliver additional requirements will be 
part of the audit to the initial functional requirements.  The agency agreed to perform an additional 
User Acceptance Test with interested National Competent Authorities to resolve outstanding 
reservations.  In absence of blocking issues the audit would then go ahead.  The Management Board 
will be informed of the outcome of this review during the month of January.  Post-meeting note: 
Concerns were raised by Netherlands, Ireland and Croatia. Both the Irish and Croatian concerns were 
resolved without the need for an additional user acceptance testing. To address the concerns raised by 
Netherlands, an additional User Acceptability Testing (UAT) was organised. Following the completion of 
the UAT, the MEB confirmed that for both the EU PSUR single assessment and the non-EU PSUR single 
assessment functions no blocking issues were identified and the audit could proceed as planned. A 
memo informing the Management Board with the outcome of the discussions and the additional UAT 
was circulated on the 26th of January 2015. 

Following these confirmations the Agency has proceeded with the audit according to the plan presented 
on the 18th of December 2014. The system is in production as of the 26th of January 2015. 
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B.14 EMA Anti-fraud strategy 

[EMA/MB/718360/2014; EMA/591051/2014] The Management Board adopted the Anti-fraud strategy.  
The categories of fraud will be further clarified but do not relate to the risk of fraud in submitted data, 
which is addressed by separate mechanisms.  All agencies are requested to put in place an anti-fraud 
strategy by 2015. The European Medicines Agency Anti-fraud strategy and action plan for the years 
2015-2016 has the objective to improve prevention, detection and conditions of investigations for 
fraud.  Several existing policies are designed to mitigate risk of fraud, such as the Code of Conduct, 
Breach of Trust policies, transparency on declarations of interest etc.  The strategy further aims to 
develop an anti-fraud culture, deter and prevent fraud, strengthen procurement and recruitment 
procedures and test controls, among other means through the establishment of an Anti-fraud Office 
within the Legal Department.  

Some clarifications were sought concerning the scope of fraud encompassed by the strategy, and on 
the resource needs estimated for the new Anti-fraud office.  It was confirmed that a wide range of 
legal expertise and experience is required to perform this job and so at least one further staff member 
with such characteristics would be required.  The Management Board will be updated on the 
implementation of the strategy and on the nature of cases handled. 

B.15 Report by the Steering Group on the Management Board data 
gathering initiative 

[EMA/MB/726929/2014; EMA/MB/774317/2014] The Management Board noted the 3rd Interim Report 
of the Steering Group to the Management Board and the start of a pilot to commence in January 2015 
on Scientific Advice Procedures starting in February.  Scientific Advice was chosen in consideration of 
its high frequency and relatively short length of procedure.  The objectives of the pilot are to validate 
the agreed time collection methodology and collect feedback on operational feasibility.  The exercise 
will be prepared by way of communication to all parties involved and through an explanatory webinar, 
to be held on 14th January.  In parallel to the pilot, the Steering Group will start to plan and prepare for 
extension to other major activity areas to be addressed through a mix of retrospective and prospective 
approaches, as well as through a reflection on how to handle overheads. 

A request for inclusion of data from veterinary procedures in the data gathering exercise was noted by 
the Steering Committee, together with a call for further consideration of overhead activities. Some 
Member States asked for the pilot templates to be circulated to the Board.  It was finally stressed that 
improvement of the methodology and templates will be addressed within the pilot, and may be applied 
to subsequent groups of Scientific Advice Procedures starting in March and April 2015.  All NCAs were 
invited to participate and to provide feedback. 

B.16 Revised policy for MUMS/limited market 

[EMA/MB/707095/2014; EMA/308411/2014; EMA/CVMP/388694/2014] The board adopted the revised 
policy for classification and incentives for veterinary medicinal products indicated for minor use minor 
species (MUMS)/limited market, and noted the Guidance on the classification of veterinary medicinal 
products indicated for minor use minor specie (MUMS)/limited market.  Since September 2013 the 
policy has restricted financial incentives to MUMS products indicated for food-producing animals.  The 
policy has now been revised in line with agency practice resulting in a shorter high level document and 
a separate guidance providing clearer criteria for classification.  It should be noted that the policy 
remains very successful, with a continued increase in requests for classification in 2014. 

B.17 Revised framework for interaction between the European Medicines 
Agency and patients and consumers and their organisations 
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[EMA/MB/718424/2014; EMA/669514/2014; EMA/652164/2014; EMA/637573/2014] The Management 
Board adopted the Revised framework for interaction between the European Medicines Agency and 
patients and consumers and their organisations and noted two annexes.  The framework was initially 
adopted in 2006 and is now being revised with a view to clarifying its objectives and consolidate the 
working methodology.  Added value should be pursued with participation in benefit/risk evaluation, 
along with related activities throughout the life-span of medicines. Enhancing organisations’ 
understanding of the role of the agency and optimising communication tools to support safe and 
rational use of medicines will also contribute to a more active engagement. The working methodology 
builds on a forum of exchange, the EMA patients’ and consumers’ working party (PCWP) –and the 
creation of a pool of patients acting as experts in their disease and its management.  Capacity building 
is focussed on training and awareness-raising.  Activities are monitored through yearly reporting of 
interaction with the organisations to the board, and through a two-yearly satisfaction questionnaire. 
The Annexes to the revised framework provide an Action plan and a description of the European 
Medicines Agency activities where patients and consumers are involved. 

The board expressed appreciation for the work done and asked that some thought should be given to 
how to integrate the experience gained also at a national level.  The agency replied that it would also 
be interested in learning more about National Competent Authorities’ initiatives and has already 
started inviting agencies to PCWP meetings.  Further discussion is envisaged within the network.    

B.18 Framework for interaction between the European Medicines Agency 
and industry stakeholders 

[EMA/MB/718450/2014; EMA/591272/2014] The Management Board discussed the draft Framework 
for interaction between the European Medicines Agency and industry stakeholders.  In the course of 
the reorganisation the need for a formal approach to interaction with industry stakeholders was 
recognised and lead to the establishment of the Corporate Stakeholder Department.  In 2014 an audit 
by the IAS further flagged the necessity for a framework.  A draft was prepared along the lines of 
those already in existence for Patients and for Healthcare professionals.  The framework has the 
objectives to establish a platform to promote dialogue, improve communication, enhance reciprocal 
understanding between the agency and the stakeholders and increase transparency of engagement.  
The agency will implement the framework according to an action plan and will report to the 
Management Board annually.   

The European Commission inquired about the broad scope of the framework.  EMA explained that this 
stems from experience gained within the SME office.  The board was invited to provide comments to 
the document by the end of January.  Any comments received will be incorporated and the draft 
framework will be formally sent to the European Commission for agreement prior to adoption by the 
Management Board.   

A.O.B. 

The Chair informed the board that Walter Schwerdtfeger, Vice-chair, will be retiring on 31 December 
2014. He thanked him for his long service in the board and for his engagement as Vice-chair and 
announced that a note inviting candidates to come forward for the position will be sent shortly. 

Documents for information 

• [EMA/MB/729430/2014; EMA/695922/2014] Report on EU Telematics  

• Feedback from the Heads of Medicines Agencies meeting 
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• [EMA/MB/625151/2014] Outcome of written procedures during the period 2 September 2014 to 12 
November 2014  

• [EMA/MB/694819/2014] Summary of transfer of appropriations in the budget 2014  

• [EMA/MB/73483/2014; EMA/120424/2014] Multi Annual Staff Policy Plan MSPP 2015-2017  

Written procedures from 2 September 2014 to 12 November 2014 

• Consultation no. 08/2014 on the appointment of Christian Schneider as CHMP alternate member, 
proposed by Denmark, ended on 12 September 2014. The mandate of the nominee commenced on 
13 September 2014. 

• Written procedure for adoption of 85th Management Board meeting minutes ended on 12 
November 2014.  The minutes were adopted.  

 

Tabled documents 

• Revised draft Agenda version 5 

• Presentation: Report from the European Commission  

• Feedback from the Heads of Medicines Agencies meeting 
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List of participants at the 86th meeting of the Management Board, held in 
London, 17-18 December 2014 

Chair: Sir Kent Woods 

 Members Alternates (and other 
participants) 

Belgium Xavier de Cuyper  
Bulgaria Assena Stoimenova  
Czech Republic Doubravka Kostalova  
Croatia  Viola Macolić Šarinić  
Denmark Else Smith Matilde Kyst Behrens 
Germany Walter Schwerdtfeger Klaus Cichutek 

Karl Broich 
Estonia Kristen Raudsepp  
Ireland Pat O’Mahony Rita Purcell 
Greece Katerina Fameli  
Spain Belén Crespo Sánchez-

Eznarriaga 
Laura Franqueza García 

France  Jean-Pierre Orand 
Miguel Bley 

Italy  Gabriella Conti 
Pietro Erba 

Cyprus Loizos Panayi  
Latvia Inguna Adoviča  
Lithuania Gintautas Barcys  
Luxembourg Mike Schwebag  
Hungary Beatrix Horváth  
Malta John-Joseph Borg Gavril Flores 
Netherlands Hugo Hurts Birte van Elk 
Austria Christa Wirthumer-Hoche  
Poland Grzegorz Cessak  Magdalena Pajewska 
Portugal Hélder Mota-Filipe Maria Morais 
Romania Marius Savu  
Slovakia Jan Mazág  
Slovenia  Stanislav Primožič 

David Obranovič 
Finland  Pekka Kurki 
Sweden  Bengt Wittgren 
United Kingdom  Ian Hudson 

Saira Madden 
European Parliament Giuseppe Nisticò 

Apology received 
 

European Commission Gwenole Cozigou (DG ENTR) Andrzej Rys (DG SANCO) 
Sabine Juelicher 
Miroslav Griva 
Chloe Spathari 
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 Members Alternates (and other 
participants) 

Representatives of patients' 
organisations 

Wim Wientjens 
Nikos Dedes 

 

Representative of doctors' 
organisations 

Apology received  

Representative of 
veterinarians' organisations 

Christophe Hugnet  

Observers Rannveig Gunnarsdóttir 
(Iceland) 
Brigitte Batliner (Liechtenstein) 
Audun Hågå (Norway) 

 
 
 
 

 
European Medicines Agency Andreas Pott 

Noël Wathion 
Agnès Saint Raymond 
Luc Vanheel 
Stefano Marino 
David Mackay 
Zaïde Frias 
Enrica Alteri 
Alexis Nolte 
Fergus Sweeney 
Nerimantas Steikūnas 
Marie-Agnes Heine 
Michael Lenihan 
Isabelle Moulon 
Melanie Carr 
Kornelia Grein 
Tony Humphreys 
Edit Weidlich 
Emer Cooke 
Hilde Boone 
Frances Nuttall 
Karen Quigley 
Evdokia Korakianiti 
Ulrike Nagl 
Dina Tsiambaou 
Silvia Fabiani 
Sophia Albuquerque 
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Annex 1 - Vote on agenda item B.1 – Follow up of the Extraordinary 
meeting of the Management Board of 27 November 2014 

Proxies announced by the Chair 

• Ladislav Miko (DG SANCO), to Gwenole Cozigou (DG Enterprise and Industry)  

• Björn Lemmer (European Parliament) to Giuseppe Nistico’ (European Parliament) 

• Aikaterina Fameli (Greece) to Loizos Panay (Cyprus)  

• Wolf-Dieter Ludwig (Doctors’ representative) to Nikos Dedes (Patients’ representative) 
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Annex 2 - Vote on the adoption of agenda item B.10 Draft Budget and 
Establishment Plan 2015 

Proxies announced by the Chair 

• Björn Lemmer (European Parliament) to Giuseppe Nistico’ (European Parliament) 

• Matej Breznik (Slovenia) to Grzegorz Cessak (Poland) 

• Wolf-Dieter Ludwig (Doctors’ representative) to Nikos Dedes (Patients’ representative) 

In favour Against Abstained 

35 0 Germany 
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Annex 3 - Vote on the adoption of agenda item B.11.a Resource 
programming 2016: Preliminary Draft Budget and Establishment Plan 2016 

Proxies announced by the Chair 

• Björn Lemmer (European Parliament) to Giuseppe Nistico’ (European Parliament) 

• Matej Breznik (Slovenia) to Grzegorz Cessak (Poland) 

• Wolf-Dieter Ludwig (Doctors’ representative) to Nikos Dedes (Patients’ representative) 

• Nikos Dedes (Patients’ representative) to Wim Wientjens (Patients’ representative) 

• Marius Savu (Romania) to Helder Mota Filipe (Portugal) 

In favour Against Abstained 

32 Germany  DG SANCO 
DG ENTR 
Croatia 
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Annex 4 -  
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