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Never a dull moment at the MEB
• Problems at Organon/MSD fuel public debate about negative impact of 

drug regulation on innovation. July 2010. Is the MEB hampering 
bringing new drugs to patients? 

• Health Care Insurance Board (CVZ) asks MEB for advice on switching 
biosimilar products in clinical practice. October 2010. How efficacious 
and safe are these products?

• Public debate about role French regulatory authorities in Mediator case. 
February 2011. Could this also happen at the MEB?

• Questions about the safety (narcolepsy) of pandemic vaccines. 
February 2011. Chair MEB provides the most recent evidence on prime 
time television. Are Dutch vaccinated children safe?

• Dutch pediatricians express concern that outcomes of EU Article 45/46 
procedures do not match with views and experiences in clinical practice 
(April 2011). What is the role of the MEB in off-label prescribing?  
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Never a dull moment at the MEB

Trouw 2011 May 12.
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What is at the top of our organizational radar screen?

• Further strengthening of our internal processes in order to keep up 
with timelines, underpinning the scientific basis and maintaining 
consistency in regulatory decision making.

• MEB has been elected as public organization of the year 2011 
(Ambtenaar 2.0) for its innovative performance in organizational 
change; move to Utrecht campus. 

• Setting policy standards on transparency, conflict of interests and 
good governance, both in terms of people, dossiers, assessment 
reports, meetings (minutes) and decision making.

• Implementing new EU pharmacovigilance legislation: patient and 
public health first; decisions about medicinal products are about 
harms and benefits.

• International leadership in bridging regulatory processes to science, 
clinic and public health; strengthening of regulatory science.
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Benefit-risk 
assessment

Data and 
evidence

Regulatory 
Logic

Regulatory governance

Regulatory science

Regulating the life-cycle of a medicinal product
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Efficacy-effectiveness gap in B/R assessment

Eichler HG. Escher Workshop, April 28 2010, Leiden
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Rimonabant and 
CNS risk

Efalizumab and 
PML risk

Sibutramine and 
CV risk

Known effect, B/R 
initially positive

Known effect, B/R 
initially positive

Usage too short to 
see benefit

Usage in high risk 
patients

Usage in high risk 
patients

No benefit to 
outweigh risk

NL/MEB 
Concerned

NL/MEB 
(Co)Rapporteur

NL/MEB 
(Co)Rapporteur

NL/MEB 
(Co)Rapporteur

Known effect, B/R 
initially positive

Rosiglitazone and 
CV risk

Known effect, B/R 
initially positive

Four recent suspensions because of negative B/R
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JAMA 2008; 300: 1887-1896.

2011 Jun 1;29(16):2266-72.
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Risk based evaluation of B/R and dossier/SPC 
updating during a product lifecycle

• Population exposure
• Multiple MAHs for the same product
• No recent/planned other regulatory updates
• Specific risk groups (e.g. children, elderly, pregnant women)
• Complex drug delivery forms
• Product used as OTC

Ibuprofen
Metoprolol
Dextrometorfan
Doxycycline
Aspirin (for CV and neurological indications)
Human Chorionic Gonadotrofin (Pregnyl)2011 menu chart
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Science 2011 Apr 8; 332(6026): 174-5.

Regulatory systems

• Patient safety

• Public health

• Innovation
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‘Regulators’: sheriffs of supporters van ‘public health’? 

US Bureau of Chemistry scientists around 1900 (pre-FDA) charged 
with tracking down and analysis of food and medicines. 
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Summarizing

• Lifecycle management of the B/R of a medicinal product is a 
key activity of drug regulators (e.g. MEB, EMA, FDA); the 
lifecycle virtually never stops.

• Collaboration between MEB, Lareb, IGZ, CCMO, RIVM, 
academia and the clinic fuels the R&D of the regulatory 
system, but is also beneficial for clinical practice.   

• Regulators are always too strict, too slow, too fast, too 
forgiven, too cozy, etc. Alignment with the clinic ensures the 
relevance of regulatory system for the patient. 

• It is undesirable, and virtually impossible, to untangle 
weighing benefits and harms of medicinal products. 

• Innovation is more than bringing new molecules to the 
market; it also about improving medicines' use.
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