
Pharma-economical 
situation in Belgium 

Prof. Dr. Leo Neels 

CEO pharma.be 



Content 

Belgium = pharma country 

Pharma-economy? 

Innovation? 

Legal framework in Belgium for 
reimbursement of medicines 

Problems of our healthcare system 

Some facts & figures 

Future? 

 

 

 
2 19/04/2013 



Belgium: performance 
pharmaceutical industry 

3 

 

19/04/2013 



Clinical trials in Belgium 

 

Approximately 9% 
of all clinical trials 
conducted in 
Europe include 
Belgian research 
site (EudraCT data 
base) 

In terms of number 
of patients 
participating in CTs 
expressed in per 
capita terms, 
Belgium emerges 
as Europe’s clear 
number one  
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Affordability 
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Shared Responsability 
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R&D-based industry 
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“Sunk funds...” 
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Sector investment in R&D 
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Investment /  
Approved Medicine 
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What is a Health Economic 
Evaluation? 

 The comparative analysis of 
alternative courses of action in 
terms of BOTH their costs and 

health consequences 
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What to do with innovative 
technologies?  

 

 “We need to stimulate and make available 
innovative technologies that offer a therapeutic 

benefit at an acceptable cost (i.e. are cost-
effective), and fill unmet medical needs” 

- OECD 2003 

- Report of the Belgian EU Presidency, adopted by the EU Council of Ministers of Health 

in Dec 2010 
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Reimbursement Procedure:  
Royal Decree 21st December 2001 

Respons on 

Day 60
1st Advise

Respons on 1st 

advise

Definitve 

Advise 

Minister 

Decision

Dag 0 Dag 90 Dag 120 Dag 150 Dag 180

assessmentDay 30

Discussed by 
Commission

Discussed by 
Commission

Discussed by 
Commission

Risk/sharing
New since 2010 
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Reimbursement Procedure:  
RD 21st December 2001 art.1 – 21° 
 Criteria assessed by the Reimbursement Commission to determine 

therapeutic benefit:  
   
  Activity 
  Efficacy – (relative efficacy) 
  Safety 
  Applicability 
  User friendlyness 
 
        

           QoL – morbidity – mortality 
           (Mandatory to obtain a premium price)  

 
 

17 19/04/2013 



 
Reimbursement Procedure:  
RD 21st December 2001 
 Decision Criteria used by the Reimbursement Commission :  

art.4  
   
  

                   Therapeutic Value 
                   Price 
                   Medical, Therapeutical, Social needs 
                   Budget Impact 
                   Relation between “Cost & Therapeutic value” = 
                              Health  Economic evaluation  
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Reimbursement Procedure:  
RD 21st December 2001 – art.81 
 
 

True risk-sharing has been defined by 
Garrison & Towse as: 

 

“ An agreement between a payer and a 
manufacturer where the price level and / 
or revenue received is related to the 
future performance of the product in 
either research or real-world 
environment.” 
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Towards a common definition of 
innovation 

 ‘truly innovative’ = added 
therapeutic value 

= relative efficacy and/or 
effectiveness. 

‘valuable innovation’ = truly 
+ filling an unmet need 

‘value for money’ = valuable 
and cost-effective and 

affordable 

Report of the Belgian EU Presidency; Endorsed by the EU 

Council of Ministers of Health in Dec 2010 19/04/2013 20 



 
Reimbursement Procedure:  
RD 21st December 2001 
 

 

 

Risk sharing agreements : art.81 
Negociation between Authorities & 

Pharmaceutical Company 

 

How to deal with uncertainties ? 
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