
 

 
 

SEVENTH MEETING OF THE STEERING COMMITTEE 
 
 

3 April 2008, Brussels 
 

MINUTES OF THE MEETING 
 
 

Co-Chairs: Ms Lalis, Director, Directorate-General for Enterprise and Industry  
Mr Rys, Director, Directorate-General Health and Consumer 
Protection (attended partly) 

 
 
Participants:  See the list of participants in the annex 
 
 
1. The meeting started with a working lunch. Ms Lalis and Mr Rys welcomed the 
members to the 7th Steering Committee meeting. Mr Rys apologised for not being able to 
participate in the entire meeting. Ms Lalis announced that Mr Siebert, Head of Unit for 
Competitiveness of the pharmaceutical industry had been promoted to a new position in 
the Directorate General from 1 May. Mr Siebert was warmly thanked for his strong 
involvement in the Pharmaceutical Forum especially as regards the working groups. Ms 
Lalis also announced that Ms Takki, who had been leading the secretariat of the Forum 
for SANCO, was also moving to another unit in DG SANCO. Ms Takki received 
congratulations and thanks for her engagement in the Pharmaceutical Forum. 

2. Ms Lalis and Mr Rys announced the objectives of the meeting as to the 
preparation of the final High Level Pharmaceutical Forum, to take stock of the progress 
made by the working groups and to discuss further plans.   
   

1. WELCOME AND DISCUSSION ON THE ORGANISATION AND THE FORMAT OF THE 
FINAL HIGH LEVEL PHARMACEUTICAL FORUM AND WHAT COULD BE THE NEXT STEPS  

3. Mr Rys officially informed the members that the 3 October will be the date 
envisaged for the final High Level Pharmaceutical Forum. Today’s meeting will 
therefore provide an opportunity for the Committee members to present their views on 
the structure and expected outcomes of the final high level Pharmaceutical Forum as well 
as its political follow-up. In addition, Ms Lalis invited the French Presidency to consider 
a forward looking theme for discussion at the High Level Pharmaceutical Forum as a 
specific agenda item or during the lunch. To support the discussion on this, a discussion 
paper setting out possible scenarios was sent to the members on 27 March 2008.  

4. Considering the structure of the High Level Pharmaceutical Forum meeting, 
members agreed that the organisation of the last year was successful and should be 
pursued again. It was noted also that the 3 October date will be the national day of 
Germany (political level presence to be confirmed).  
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5. The French representative informed that Health Minister Bachelot will decide to 
propose a suitable theme for the Forum.  The two possible themes could be (1) the issue 
of counterfeit medicines to look at concrete ways of tracking counterfeit products e.g. by 
traceability, and (2) how to improve evaluation of medicinal products for small groups of 
patients and the use of comparative trials.  

6. With regard to the theme of counterfeit medicine, it was agreed that if any 
discussion on that topic at the high level Pharmaceutical Forum were to be organised, it 
should not lead to trade issues but focus on safety aspects. The Commission proposed to 
include counterfeit as a topic in the contributions of the members of the Forum during the 
general discussion on the three working groups. 

7. The proposal on medicines in small markets led to a discussion on new trends in 
the research agenda of the pharmaceutical industry. Other options for the discussion in 
the Forum were put forward by members of the Steering Committee. These included 
themes such as national policies for targeted medicines, barriers to marketing 
authorisation applications and clinical trials legislation. Mrs Lalis proposed as a specific 
theme an overview of trends in the research agenda of the pharmaceutical industry, 
suggesting that the four pharmaceutical industry representatives would present the 
specific priorities of their sector for the coming decade. The proposal was welcomed by 
the members of the Steering Committee supporting the fact that it would reintegrate the 
aspects of research in the final deliverables of the Pharmaceutical Forum. The French 
representative confirmed to come back to the Committee with the proposal of the French 
Presidency. 

 

2.      UPDATE ON THE PROGRESS MADE BY THE THREE WORKING GROUPS 

8. Before discussing the documents planned for adoption by the high level 
Pharmaceutical Forum, Ms Lalis proposed to have a first review of the work in the 
working groups and their expected deliverables to the Forum. The 2007-2008 work plan 
was adopted by the Steering Committee in September 2007 and from the Commission 
perspective, the three working groups had been very active, involving members in the 
development of the projects and delivering very concrete documents. (A power point 
presentation prepared for the meeting is available on circa) 

9. The working group on information to patients has divided its activities into four 
themes, which a number of members had agreed to lead and contribute when developing 
the projects. Nearly all final draft documents had been presented to the working group 
and were, at the time of the Steering Committee meeting, in the process of finalisation. 
The discussions on strategic recommendations were planned for the next WG meeting. 
The expected outcomes of the working group were presented as follows: 

1)  Access to and dissemination of information: the working group will submit to 
the Forum a strategic paper identifying mechanisms to overcome the existing 
barriers to access to information in healthcare settings with recommendations to 
be taken forward and annexed with a collection of good and innovative practices 
in healthcare settings.  
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2) Quality of information: the working group is finalising a detailed practical 
methodology of use of the quality principles based on a study conducted by 
Austria to support the use of quality principles for a health portal.  

3) Practical implementation of the partnership for information package at the 
national level: The working group members had given presentations about 
initiatives in Germany, Austria, France, the UK, Sweden and Orphanet. This 
exercise has led to an overview of existing national collaborations/partnerships’ 
practices, and could be considered as a first step towards a European library on 
initiatives and materials to inform patients. A set of ethical requirements for 
public private partnerships and other collaborative approaches were being 
finalised. Finally, a wish list of identifying the key elements for core information 
on disease and treatment should be also presented for the Forum.  

4) Looking at the future: The working group will focus on this at their next 
meeting starting from “a bullet point document” on what could be the key 
elements to an overall strategy for information to patients on treatment options 
and in addition, to consider tools and mechanisms for a way forward to ensure the 
implementation of the outputs and continuity of exchange of views and practices 
through a possible virtual network. 

10. Members of the Steering Committee congratulated the development of the 
initiatives in this working group. It was recognised that the Pharmaceutical Forum 
intention was not to provide one model for public private partnerships but rather to 
propose a consensus in approaching the concept by presenting all the very different 
model of collaborations existing and by making available ethical requirements as a tool 
for further developments.  

11.  The working group on pricing and reimbursement has divided its activities into 
five themes, for which a number of members have agreed to lead and contribute when 
developing the projects. Several documents have already been developed and adopted, 
whilst others are still under progress. The expected outcomes of the working group were 
presented as follows: 

1) Pilot projects on the Guiding Principles:  

o Risk Sharing Practices and Conditional Pricing and Reimbursement 
mechanisms: Different practices have been summarized, presented and 
discussed and included in a document adopted by the Working Group in 
February 

o Tendering: a short report is being prepared based on a questionnaire sent to all 
the Member States to be presented at the next Working Group. Depending on 
the discussion that follows, it will be decided if and how this work can be 
continued and whether some common messages and conclusions can be made 
and brought to the High Level Forum 

o Trade and Distribution: The overall objective is to create understanding of this 
less known area in the Working Group and to highlight recent changes and 
trends that might significantly impact the classical landscape of trade and 
distribution in the EU. Depending on the discussion that follows, it will be 
decided if and how this work can be continued and whether some common 
messages and conclusions can be made and brought to the High Level Forum 



4 

o Free generics competition: An analysis on the impact of generic entry on (1) the 
prices of the molecule and (2) the utilisation/volume shift is being conducted. 

2) Continuation of the work on value of innovation to better understand how 
different Member States use their value assessments of new medicines in their 
economic reward decisions. A paper was adopted by the Working Group in 
February. 

3) Specific access problems: Both access to orphan medicines and availability of 
medicines in small markets are in the focus. For each a paper has been prepared. 

4) Price Exchange Mechanism: The InfoPRICE project has finalised its pilot phase 
end 2007 and 28 countries have participated. With this high interest it was decided 
to continue the exercise on a more structural basis. Regular updates, adaptations of 
the scope of products and an improvement of the format are planned. 

12. Members of the Steering Committee welcomed the outcomes and reported on the 
good atmosphere existing in the working group contributing to a sprit of dialogue among 
all the parties. It was recognised that there is interest in continuing work in this area also 
after the Forum process. 

13. In the working group on relative effectiveness the work is divided into three work 
packages; 1.) development and agreement on good practice principles of relative 
effectiveness assessment; 2.) an extensive analysis on how five medicinal products have 
been assessed in all Member States focusing on data availability and; 3.) by using a 
survey to map out various existing and planned networks in the field of relative 
effectiveness assessment in the EU in order to make a proposal for European 
collaboration in the area of relative effectiveness assessment.  

Considering the set of “good practice” principles that Member States can draw on as they 
develop their own systems for relative effectiveness assessment, the final draft is likely to 
be adopted at the next working group on 14 April. Following this, the working group will 
also discuss and aim at an agreement on how these principles could be implemented in 
order to make a recommendation on that the Forum.  The exercise to develop an 
overview on how relative effectiveness assessments are carried in all 27 EU Member 
States and availability of data to carry out assessments is being carried out by Austria, 
using five sample medicinal products in a guided interview with the relevant contact 
person in all Member States’ relative effectiveness assessment bodies. Finally, the 
working group has launched a questionnaire to gather key information on existing and 
planned networks and collaborations in Europe on relative effectiveness assessments. 
Based on the results of this survey, the working group will discuss the key elements for 
European collaboration and agree on what proposals to put forward for the 
Pharmaceutical Forum.  

14. The members of the Steering Committee endorsed the progress so far. 

15. The meeting continued after the lunch. The draft agenda and the draft minutes of 
10 September 2007 were adopted without amendments. 
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3.  ORGANISATION OF THE FINAL HIGH LEVEL PHARMACEUTICAL FORUM  

16. Ms Lalis explained what could be the final documents to be adopted by the 
Forum, what were the possibilities as a political follow up and the next steps for 2009.  

Considering the documents to be adopted, the Commission proposed to the 
members of the Steering Committee to have a final report for the Forum with the 
following sections: 1.) a political section which would summarise the main political 
achievements of the three-year process; 2.) a set of political recommendations extracted 
from the discussions and key documents developed by the working groups and; 3.) an 
annex containing all agreed documents developed by the working groups. The political 
section and the recommendations could be then, if decided, submitted to the Council and 
Parliament while the technical part would have more interest for the authorities and other 
partners involved in the implementation. Discussions on the final recommendations for 
each of the three topics will be initiated in the next working group meetings.  

Looking at the overarching political process following the Forum, Ms Lalis 
explained that if members were in favour of presenting the outcomes of the Forum to the 
Council, both EPSCO and Competitiveness, at the end of 2008, the French Presidency 
would have to include it in a specific item agenda. Otherwise, only an exchange of views 
could be envisaged under A.O.B. of Council agenda with no debate. In any case, the 
possibility of having a document adopted by the Council documents 
(Conclusions/Recommendations) should be considered only after 2008.  

Ms Lalis explained that the Commission is reflecting on the follow-up of the 
Forum. New proposals on pharmaceuticals could be made by the new Commission in 
2010 and therefore any new initiative to keep the political focus could only be envisaged 
in 2010 and afterwards. Therefore, in 2009, the Commission would suggest to continue 
the three working groups in some form in order not to lose the cooperation momentum 
between the Member States and to ensure continuity in the dialogue with stakeholders. In 
parallel, a public conference to present the outcome of the Forum might be foreseen. 
Finally, the Commission is proposing to use 2009 as a reflection year to engage in 
forward looking themes. 

17. On the high level political process following the Forum, members of the Steering 
Committee suggested to avoiding duplication of discussions and recommended to have 
the recommendations of the Forum under an information point item agenda at the 
EPSCO Council - Health Ministers being present at the Forum,. In addition, it was 
stressed that it will be important to inform also the Competitiveness Council of the 
outcome of the Forum to ensure the political momentum in both areas. The concept for a 
public conference was welcomed and it was suggested to repeat it in a later stage to 
evaluate the implementation process by all the parties involved. Members also 
recognised the importance of defining an overall strategy on health information with a 
comprehensive approach including the outcome of the Forum.  

 

5.      ANY OTHER BUSINESS AND NEXT MEETING  

18. Professor Primozic presented briefly the upcoming Slovenian networking 
conference for competent authorities in pricing and reimbursement.  
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19. It was agreed that if necessary, a meeting of the Steering Committee might be 
organised end of June - beginning of July. Most work is likely to be finished by then in 
the working groups and through written procedures. The final meeting of the Steering 
Committee is scheduled for the beginning of September 2008 for the finalisation of the 
preparation of the High Level Pharmaceutical Forum.  
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