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Background

• With digitization of HR we have more and more access to good quality data external 
to clinical trials

• Key question:
With modern techniques (e.g. propensity score) can we make meaningful use out of 
such data to replace randomized controls by controls external to the study?

• There are workups which show that external controls could replace randomized 
controls and there are examples which show that it does not work

• There are examples where HAs accepted single arm studies with external controls 
and other examples where they did not 

• Fact is that there is a “tradition” (oncology, RD) where single arm data can be 
accepted
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Example: Validation by replication in lung cancer

The use of external controls in regulatory decision makingGonzalo Duran-Pacheco, Electronic Health Records used to derive Control Arms for Single-Arm oncology trials: Proof of concept using RCT’s in lung cancer,  
BBS spring seminar 2019

http://bbs.ceb-institute.org/wp-content/uploads/2019/05/2_3_Duran_Pacheco.pdf


40 mins. Discussion

 Is this becoming a Hype in your company ?

 How much is your department engaged in this topic ?

 Is this an important topic for yourself and why ?

 What do we need to do to solve/implement it?
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Summary for 5–7 mins. plenary feedback

 Is this an important topic for yourself and why?
•

•

•

 What do we need to do to solve/implement it?
•

•

•
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