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Opening Statement – written summary  
 

  
Concerns: Time lapse for Access to reimbursed medicines  
  
Ms. Maggie De Block, MP  -- June 22nd, 2022  
 

  
Ms. De Block was Minister of Social Affairs and Public Health for Belgium and currently is a 
Member of Parliament, where she is the Chair of her party group OpenVLD. She also held the 
positions of Minister for Justice, Social Integration and Poverty Reduction and State Secretary 
of Asylum, Migration, Social Integration. 
 
During her tenure as Minister of Public Health, she implemented a comprehensive 
pharmaceutical policy to assure: 

• access to new and innovative products for the patient; 

• a sustainable multiannual budget; 

• international cooperation.  
 
In 2020-2021 Ms. De Block was member of the Pan-European Commission for sustainable 
Health and Development, under the presidency of Mario Monti and commissioned by the WHO 
to address recommendations for pandemic response. Since 2020 she also is member of the 
Global Leader Group on antimicrobial resistance. 
     
She started her career as a general medicine practitioner in 1988 and received her title Doctor 
of Medicine, Surgery and Obstetrics from Vrije Universiteit Brussel, Belgium. 
 

 
 

Accelerating the access to new reimbursed medicine for the patient.  

In 2014 on the initiative of the minister of public health, the government decided to implement 

major reforms in the healthcare system of the Belgium. One main area of reform were the 

policies relating to the pharmaceutical industry and access to medicines and therapies for the 

patients.  To implement this reform, two major action plans were developed. A first initiative 

was the ‘Pact of the future for the patient with the pharmaceutical industry’. The second 

initiative ambitioned international objectives and was launched under the BeNeLuxA 

agreement. 

 

Both initiatives had impact on the timelapse to the accessible reimbursed medicine for the 

patient. A first set of factors that accelerate access for the patient, rely to the strategy of the 

companies, for instance preferences for bigger markets. It is hard for national governments to 

influence these strategical choices of businesses. A second aspect that contributes to the time 

lapse in which a reimbursed drug is available, is public investment and creating a favorable 

ecosystem. A last set of influencing factors is the administrative procedure to apply for 

reimbursement itself.   
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The Pharma-pact for the patient 

1. Reducing the cost  

A first objective of the pact was to assure better access to reimbursed new and innovative 

therapies for the patient as well as to reduce their pharmaceutical bill, i.e. reducing the out-of-

the-pocket expenses. For instance in the first year of the pharma-pact in 2015 the National 

Institute for Health and Disability Insurance calculated that the patient already saved 23 million 

euros. In structural terms by the end of the pact, the objective was 50 million euros.1 

 
2. Timelines of the procedures to get reimbursement 
 

To ameliorate the access to new products, some additional instruments in the procedure to 

attribute reimbursement were implemented. Note that the initial action plan Pharma-pact for 

the future didn’t foresee a structural reform of the existing administrative procedure.2 From the 

starting point, beginning at the moment of the market authorization, in Belgium the minimal 

procedural time is 180 days plus 120 days theoretically. That results in 300 days in total. In 

realty the statistics demonstrate an average delay to availability of 440 days.3 

 
A first element to reduce the timelapse was to create a more effective process to implement a 

reimbursement decision. The period between the moment of notification of reimbursement until 

the patient could benefit from the reimbursement, took too long. With operational restructuring 

and updating ICT-systems of the National Institute for Health and Disability Insurance (NIHDI)4, 

this time was reduced giving the patient access two months earlier. 

 

2.1. ‘Fasttrack’ 

Next, for immunotherapies, a so called ‘Fastrack’ was introduced. For medicines that where 

already allowed in the reimbursement system for drugs, a shorter procedure for the 

reimbursement of supplementary new indication will apply. One month after the EMA licenses 

market authorization for the new indication, the reimbursement will be extended to this new 

indication. For the new immunotherapies in oncology for instance, the time to reimbursed 

availability for potentially 30000 patients was reduced with 410 days!  

 

 
1 Minister of Public Health (2016), Pact for the Future for the Patient with the Pharmaceutical Industry, Brussels: 
Minister of Public Health, 32.   
2 Arrêté royal du 21 décembre 2001 fixant les procédures, délais et conditions en matière d'intervention de 
l'assurance obligatoire soins de santé et indemnités dans le coût des spécialités pharmaceutiques. 
3 Newton M, Scott K, Troein P (2021), EFPIA Patients WAIT indicator 2020 survey, IQVIA, 51. 
4 This national public authority is responsible for implementing and operation the public health care insurance. 
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The Fasttrack was introduced in 2017 and has several advantages. Now 20 indications for 

immunotherapy are reimbursed. The impact of this procedure in terms of added value for the 

patient is enormous. A health impact projection calculated that fast track added 9705 extra 

adjusted quality life years.5  

 

2.2. Early temporary reimbursement 

In 2014 the Belgian regulator introduced an early temporary reimbursement for unmet medical 

need. Applications can be submitted even before market authorization is licensed but must 

await the CHMP opinion of the European Medicine Agency. The procedure can lead to 2 years 

earlier access compared to the regular procedure. If a product is found eligible for ETR, it will 

receive a lump sum of initially 20000 euro. For each supplementary patient, 2500 euro is 

added. The company must comply to additional study or data registration. Currently only three 

products are in this system.6 It shows to be little successful. The reimbursement is relatively 

low. Although ETR is totally independent of a CRM procedure, companies might be reluctant 

because results in the ETR might jeopardize the outcome of a CRM procedure. A reform of 

the ETR is currently tabled.  

 

2.3. Managed entry agreements 

Most of the innovative therapies become available in a ‘managed entry agreement’ (MEA).7 

These agreements are covered with a confidentiality clause. Coverages or reimbursement can 

include evidence development and/or payment by result or performance obligations.8 In the 

period 2010-2015 for instance 71 such contracts were signed.9 During the tenure from 2014 to 

2020, specifically for orphan drugs 33 therapies for 36 indications received reimbursement 

under a managed entry agreement.10 If however there is no compliance to the contractual 

objectives, refunds incurred on the company, are levied. Also, levies might apply when the 

agreed amount in de contract is exceeded. MEAs now have a share of 11% in the total refunds 

for medicines budget exceed levies (compared to 1% in 2014).11 

 

 
5 Kankercentrum Sciensano (2019), Kankerbeleid in België vroeger en nu: Helden aan het woord, Brussel, 
Sciensano, 152. 
6 NIHDI (2021) Besoin médical non rencontré - Unmet Medical Need, online: 
https://www.inami.fgov.be/fr/themes/cout-remboursement/par-mutualite/medicament-produits-
sante/remboursement/Pages/unmet-medical-need.aspx 
7 Art 111, 112 and 123 of AR February 1st, 2018 define the Belgian MEA.  
8 Wenzl M, Chapman S (2020), 'Performance-based managed entry agreements for new medicines in OECD 
countries and EU member states: How they work and possible improvements going forward', OECD Health 
Working Papers, 115, 64 + annexes 
9 Neyt M, Gerkens S, San Miguel L, Vinck I, Thiry N, Cleemput I, 'An evaluation of managed entry agreements in 
Belgium: A system with threats and (high) potential if properly applied', Health Policy, 124, 9, 959-964. 
10 Radiorg.be (2022) Politique - état des lieux plan d'action nationale pour les maladies rares et les médicaments 
orphelin, online, https://radiorg.be/fr/maladies-rares/politique/ 
11 Directory Pharmaceutical Policy NIHDI (2020), Presentation of Monitoring of Reimbursement Significant 
Expenses (MORSE), Brussels, NIHDI, 21. 

https://www.inami.fgov.be/fr/themes/cout-remboursement/par-mutualite/medicament-produits-sante/remboursement/Pages/unmet-medical-need.aspx
https://www.inami.fgov.be/fr/themes/cout-remboursement/par-mutualite/medicament-produits-sante/remboursement/Pages/unmet-medical-need.aspx
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In Belgium the contracts, i.e. the managed entry agreements are always limited in time. 

Depending on the outcome and after a new CRM procedure, several options are possible. In 

a first case, 28.97% of the product will receive definitive listing. Approximately 5.5 % will have 

a new contract. After expiration of the contract 60.69 % will no longer be reimbursed. In 4.48% 

of the cases companies decide to stop; the product will no longer be reimbursed under any 

form.12    

 

3. Multiannual budgetary framework 

Public investment and a favorable ecosystem create spill over that encourages faster access 

to reimbursed pharmaceutical products for the patient. Such policy actions might be: fiscal 

perspective, encourage competition, a favorable environment for research, development of a 

real-world-data policy, etc. An important aspect of the Pharma-pact indeed was its budgetary 

framework. 

 
The Pact scheduled structural expenditure cuts, but at the same time left margin for controlled 

budgetary growth. The objective of the policy plan was an 0.5% growth on annual basis. In the 

reality, the average growth was 1.4%. One of the reasons was the underestimation of new 

expenses that the implementation of the Pharma-pact would create. Not all the products in the 

pipeline that would enter the market were taken into account. The plan mainly focused on new 

antiretroviral drugs for example for Hepatitis C and some new cancer therapies. For some 

pathologies only poor national epidemiologic data were available to the NIHDI to calculate the 

estimations of the budgetary evolution. Also, there were difficulties to estimate the price that 

would influence the volume of cost. Approximately 1.4 billion euro of new measures and 

reimbursements in pharmacy were allowed. 

 
To finances new policy initiatives savings and expenditure cuts had to be made. All planned 

cuts and savings of the Pact were implemented. One of the most important measures were 

the ‘claw-backs’. These levies are charged when the pharmaceutical industry exceeded the 

budget for their sector in the national public health care insurance budget . At tariff was agreed, 

leading to an annual average of supplementary taxes of 100 million euro in the time span of 

the Pact (2014-2018). The patent cliff is a saving measure that forces to severe price reduction 

when a medicine comes off-patent.13    

 

 
12 Directie farmaceutisch beleid RIZIV (2021), Monitoring Of Reimbursement Significant Expenses - MORSE 
Rapport 2021, Brussels NIHDI, 19. 
13 A detailed list of all the taxes on pharmaceutical products in the public health insurance are available in: 
Directory Pharmaceutical Policy NIHDI (2020), Monitoring of Reimbursement Significant Expenses (MORSE) 
report 2020 (données 2019), Brussels, NIHDI, 192. 
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Other measures in the pact that encouraged savings for the patient are: prescription of the 

‘lowest-priced-drug’, rational use of antimicrobials and encouraging the use of biosimilars. All 

these levies and taxes figure strictly within agreements with the public healthcare insurance 

and are in addition to the normal fiscality on businesses and corporations. The objective of the 

Pharma-pact to keep the pharmaceutical budget under control, was met. In the terms of 

percentage of the total healthcare spending, pharmaceutical spending amounted from a share 

of 12.7% in 2015 to 11.14% in 2019. In terms of the total GDP the results are respectively 

1.325% and 1.188%.14    

 

4. BeNeLuxA             
 

Bigger markets are more interesting to the pharmaceutical companies and possibly lead to 

lower prices for the patients. That was one of the main motives to consider cooperation 

between small countries on an international level. Closer cooperation results in added value 

for the patient. The BeNeLuxA now has five cooperating member states: Austria, Belgium, 

Ireland, Luxembourg and the Netherlands. All countries agreed to pool to some extend their 

power to an European level to cooperated for access to reimbursed medicines under freely 

agreed terms of reference.15    

 
The BeNeLuxA agreement however is about more than reimbursement only. It includes 

cooperation in four different fields. Firstly, horizon Scanning must help to have a better 

understanding on what can be expected to enter the market. How do industry pipelines look 

like? Furthermore, by mutual recognition of each other’s health technology assessments, 

reimbursement procedure run more efficiently and effectively. Next, information sharing and 

policy exchange must improve the payers’ position in the market. Finally the objective is to 

reach more favorable pricing and reimbursement with organizing joint negotiations for specific 

products and improved transparency on pricing between the collaborating countries.  

 
A first practice case was spinrasa. Last year Ireland, Belgium and the Netherlands reached an 

agreement for the reimbursement of Zolgensma. The most important achievement of these 

two projects are: patients having access to the products and the member states were brought 

closer together in the learning curve. One intermediate conclusion however is the great 

disparities in the reimbursement systems. Initiatives should be taken to align and converge the 

procedures in the different member states. Unfortunately, the treaty of the European Union 

 
14 OECD Data (2022), Pharmaceutical spending: total % of health speding, 2020 or latest available, online, 
https://data.oecd.org/healthres/pharmaceutical-spending.htm#indicator-chart.  
15 BeNeLuxA (2018) Terms of references version 2, BeNeLuxA.org, 10. 
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doesn’t provide much competence for public health unless it regards manifest cross border 

public health treats for the citizens (art. 4, 2., (k) and art 168 TFEU).   

 
In 2019 the European Parliament discussed the impact of the European cross-border health 

directive EU/2011/24. In its conclusive resolution, the Parliament “calls on the Commission to 

draw up an action plan to systematically address excessively high medicine prices and the 

great disparities in them between the various Member States.”16 BeNeLuxA could be the 

stepping stone for the Commission to meet that objective. One of the options could be for the 

BeNeLuxA to evolve to enhanced cooperation (art. 326 TFEU and further). It would allow the 

nine participating member states to further integrate their policies as well as dialogue with the 

European Commission more directly in the benefit for the patient. 

 

5. Conclusion: a sound ecosystem and European cooperation      

The multiannual framework for the budget allowed for better guidance of the pharmaceutical 

policies in Belgium. A sound ecosystem with financial perspective for both the patient and the 

industry, creates spillover to accelerate access to reimbursed pharmaceutical innovative 

products.  Having several procedures to come to reimbursed medicines increases access. 

Within these procedures there is room to deploy several instruments. For example: fees and 

taxes, add conditions to comply to evidence building, establish different entry moments to apply 

for reimbursement, reducing delays in the decision process, etc. 

 
It is the ambition of numerous European Union member states to accelerate access for the 

patients, to keep medicine expenditure under control and to decrease the evolution of the 

prices of medicines. BeNeLuxA is an initiative to meet these objectives. In the mid-term 

BeNeLuxA should ideally evolve to enhanced cooperation. Such initiative adds to the 

European Commission’s ambition for an European Health Union. 

 

Annexes 
 

• In addition to this paper an English version of the Pharma-pact for the future for the 

patient with the pharmaceutical industry is available. 

 

• For details regarding Terms of References of BeNeLuxA and additional milestones of 

the cooperation is available on: www.beneluxa.org  

 
16 European Parliament resolution of 12 February 2019 on the implementation of the Cross-Border Healthcare 
Directive (2018/2108(INI)) 

http://www.beneluxa.org/

