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Pharmaceutical Forum 

1st Meeting of the Working Group on Relative Effectiveness     

24 February 2006, Brussels  
 

Draft note of the Meeting 
 
 
 
Chairpersons: Mr Merkel, Head of Unit, Directorate-General for Health and 

Consumer Affairs and Professor Silano, Italian Health Ministry in 
Rome.  

 
Participants:  See the list of participants in the Annex 
 

1. Introduction 
 
The co-chairs welcomed the members to the first meeting of the Working Group. They 
stressed that the main goal of the meeting was to get a shared understanding of the objectives 
of this group, and how to pursue them, and to set the work programme for the coming period. 
After the introduction by the chairs all participants introduced themselves in a tour de table. 
 

2. Presentations 
 
The PowerPoint slides of all five presentations are available on the CIRCA-site. 
 
EMEA: in his presentation the EMEA representative focused on market authorization 
decisions. The current Marketing Authorization System in the EU is a result of 40 years of 
harmonization. He stressed that for the evaluation in the context of the marketing 
authorization, the fundamental criteria are safety, efficacy and quality, leading to a 
risk/benefit assessment. Comparative data may be made available as part of the assessment 
process for marketing authorization.  
 
The WHO representativestressed that Relative Effectiveness Assessments was traditionally a 
national responsibility. He stated that Australia is the country with most experience in the 
field of relative effectiveness assessments and interpreting relative effectiveness clinical trials. 
WHO therefore provides support to countries to improve the national process to select 
medicines for public provision. 
Methodological problems and the use of data sources could be looked at in this working 
group. A systematic approach is needed. Member States should not look at every assessment 
as a single event. The WHO representative stressed that it is not only important to improve the 
quality of reimbursement decisions, but also to have consistency between reimbursement 
indications and therapeutic guidelines and medical practice. 
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The leader of the EUnetHTA-project  delivered a presentation about health technology 
assessment (HTA) and the recently established EU network on HTA. He explained what HTA 
is, what its goals are, what the goals of the network are and how the work of the network is 
structured The network has been established to reduce the overlap and duplication of 
countries’ efforts , to promote a more effective use of resources, to increase the output of 
HTA as an input for decision-making in Member States and hence to increase the impact of 
HTA. The network sees it as one of its strategic objectives to strengthen the link between 
HTA and healthcare policy making in the EU and its member states. The EuropaBio 
representative stressed that not only new products and technologies should be assessed on 
their relative effectiveness, but that effectiveness and efficiency of health care systems as a 
whole should be improved. 
 
  
MEDEV, works on collaboration in the field of evaluation of medicines and improving the 
infrastructure for cooperation between national organizations doing relative effectiveness 
assessments. At the moment 9 countries are represented in MEDEV. The MEDEV 
representative stressed that the final reimbursement decision remains a responsibility of 
national authorities.He paid attention to the current state of play of assessments for 
reimbursement in Europe. The work of MEDEV does not only focus on reimbursement 
decisions but also on the efficient use of the evaluated medicinal products. Unnecessary 
products should not be prescribed or reimbursed, no matter how inexpensive they are. But, on 
the other hand, doctors should be able to prescribe the most expensive products, if necessary. 
 
The representative of EFPIA delivered a presentation on how EFPIA looks at relative 
effectiveness assessment. He stressed that relative effectiveness should be considered in the 
broader HTA perspective. At the moment HTA is not undertaken on a fully coherent basis 
and can appear to be a means to delay or exclude new medicines from reaching patients. That 
is why understanding between stakeholders on the functioning of HTA should be increased. 
HTAs should be based on a clear view of what constitutes value (including incremental 
innovation). Timing of relative effectiveness assessments is also an important issue that 
should be looked at in the working group. The representative of AIM stressed that in the end 
the work of this group and relative effectiveness assessments in general should in the end 
benefit the patient. 
 

3. Workplan 2006 
 
One of the co-chairs stressed that for the Pharmaceutical Forum, which will probably take 
place in September, this working group will have to come up with concrete goals and 
deliverables.  
After debate, the following general lines of action were agreed by the  working group:  
1. Increase mutual understanding of practice in the member states concerning relative 
effectiveness. The working group decided on a list of questions for a questionnaire about 
definition, objectives, organization and methodology of assessments. The questionnaire was 
sent to the members of the working group on 7 March. The results will be available for  the 
next meeting. Its findings will be used as an input for the discussion on more concrete actions 
for the working group in the future.  
 
2. Increase insight about specific assessments and how to compare them. EFPIA will present a 
proposal for the working group on comparing assessments of different countries and different 



3 

products. The Medicine Evaluation Committee (MEDEV) will also investigate whether it can 
contribute to this EFPIA-proposal. 
 
3. On the basis of the questionnaire and the comparison between different assessments, the 
working group will in the longer run consider writing a document on how to organize an 
assessment, what kind of methodology to use and how to increase sharing of information and 
cooperation between member states. 
 
In addition, EMEA suggested that the commission could explore, together with EMEA, how 
the implementation of article 60 of regulation 726/2004 EC could support aspects of the 
overall process of the Working Group on Relative Effectiveness. For a number of marketing 
authorisations data on comparative clinical trials are submitted as part of the application. In 
order to facilitate the assessment of the Relative Effectiveness of authorized medicinal 
products, there would be value in looking at the information of this kind that was available to 
the regulatory authorities and how it was used.  The best way to pursue this idea in practice 
would require further consideration. 
Finally, there was consensus on the need to avoid overlap with work being done elsewhere. 

4. Next steps  
 
The next meeting will take place in Brussels on 17 May 2006. 
 
 
. 
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 Relative Effectiveness Working Group – Presence List 
 

Brussels, 24.02.2006, 10.00-16.00 hrs - Room 12A, 12th floor, Breydel Building 
 
 
EMEA 
EUnetHTA 
Italy 
MEDEV 
WHO Regional office for Europe 
Austria 
Belgium 
Denmark 
Estonia 
Finland 
France 
Germany 
Hungary 
Ireland 
Italy 
Latvia 
Lithuania 
Netherlands 
Poland 
Portugal 
Slovenia 
Spain 
Sweden 
UK 
AESGP 
AIM 
CPME 
EFPIA 
EGA 
ESIP 
EuropaBio 
PGEU 
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