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 Risk-based approach 

 Clarity on the scope 

 Streamlined authorization and assessment 

of clinical trials 

 Simplified approval and monitoring 

requirements 

 Clearer and detailed guidance 



Supporting Research, Protecting Patients 

Cancer Research UK, Feb 2012 





 data fabrication 

 data falsification 
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Industry-supported studies 

 

 study conduct 

 data analysis 

 translational science 

 ….. 



Industry-supported studies 

 study design 

 study conduct 

 data analysis 

 translational science 

 ….. 
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Sharing  

of clinical trial databases  



Retrospective clinical research 















“Donation” of tissues, and data! 



Data protection:  

what to hope for… 

Epidemiological research (Cancer Registries, etc.) 

 Derogation from informed consent request 

Retrospective clinical research 

 Derogation from informed consent request  

 Broad consent (“donation” of data) 

Prospective clinical trials 

 Specific consent liable to cover also retrospective 

use of data 

Biobanks 

 Broad consent (“donation” of tissues, with clinical 

data) 

 

 

 

 



Electronic patient records 



Quality of evidence… 
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All cancers are rare… 



http://www.pfizeroncology.com/
http://en.sanofi-aventis.com/


 

 clinical decision-making 

 methods to combine evidence 

 new study designs 

 surrogate end points 

 organization of studies 
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