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• Professor of Pharmacoepidemiology, Utrecht Institute 
of Pharmaceutical Sciences, 0.4 FTE. 

• Chairman of the Dutch Medicines Evaluation Board 
(MEB), since mid 2007. 

• Co-opted member of CHMP PhVWP, 2006-2009; since 
2009 co-opted member of CHMP.  

• Director WHO-Utrecht Collaborating Centre on 
Pharmaceutical Policy Analysis, since 2008. 

• This talk reflects my personal views; I am being 
inspired and challenged on a daily basis by many 
colleagues from these ‘environments’. 

Declaration of interests 
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Science 2011 Apr 8; 332(6026): 174-5. 

Regulatory systems 
• Patient benefit 

• Public health 

• Innovation 
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• to become better informed about pertinent practice 
needs of patients in the drug usage system 
(operational goal), 

• to learn about shared and different values and 
perspectives when regulating medicines          
(tactical goal),  

• to promote transparency, accountability and trust 
about benefit-risk decisions made by the MEB 
(strategic goal).  

MEB has developed closer interactions with 
patient and consumer organisations in order 
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Snapshot out of recent MEB/CHMP discussions 
- Add-on therapy with existing cancer drug, randomisation within 

cohort of 615 pts with non-standard chemotherapy; sought 
indication for metastatic breast cancer; PFS of 2.9 months, no 
effect on OS or clinically relevant effect on HRQL; increased 
toxicity. 

- MAB, extension indication to severe GI disease, placebo comparison, 
two dose schemes, only high dose shows effect; large number of 
non-responders; lack of comparative data; small number of reports 
B-cell lymphomas; uncertainty B/R of long-term use.   

- Orphan drug sought indication for rare brain cancer; phase II study 
40% reduction of tumor volume after 6 months; no further long-
term data; data placebo controlled phase III awaited. 

- MAB targeting CD52, sought therapy for MS, convincing efficacy 
data, concerns about thyroid safety, uncertainty B/R of long-term 
use, definition of indication, positioning in dynamic MS landscape.      
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EMA. The role of patients as members of the 
EMA Human Scientific Committees, 2011.  

Patients and consumers can bring 
four different features to the table 
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Key hurdles in facilitating patients and consumers 
involvement in regulatory decisions 

• Validity and representativeness 
• Public health versus individual patient interest 
• Conflict of interest 
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Thiel G van. UU-WHO Winter meeting 
on Priority Medicines, Utrecht, 2013.  
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Eichler HG, Pignatti F, Flamion B, Leufkens H, Breckenridge A. Balancing early market 
access to new drugs with the need for benefit-risk data. Nat Drug Discov 2008; 7: 818-26. 

The best moment to bring a product to the clinic? 
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Ives J, Damery S, Redwod S. J Med Ethics 
(2012). doi:10.1136/medethics-2011-100150. 

PPI, paradoxes and Plato: who’s sailing the ship? 
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2011; 29: 2266-72. 
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Scrip 2011 Nov 25:18.  
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Nat Rev Drug Discov 2012; 11: 903-4.  
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Rethinking the regulatory system: The Escher-project 
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