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Who uses RWE in the past?

http://www.asco.org/
http://www.has-sante.fr/portail/index.jsp
http://www.tlv.se/


• US: FDA has mandates for exploring the use of RWE within the 

regulatory framework 

Is it a “Sea-change” coming for Regulatory? 

Daniel G., FDA workshop presentation in 2017: 

https://healthpolicy.duke.edu/sites/default/files/atoms/files/rwe_fda_slide_deck_2017_09_13.pdf



Utilizing real-world historical control to accelerate approval: 

Bavencio (Avelumab) case in US
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• UK: MHRA said yes to a pharmaceutical company to use Real-World 

Data (RWD) to demonstrate the efficacy of a drug for a new indication, 

instead of carrying out a previously-agreed randomized control trial

Is it a “Sea-change” coming for Regulatory? 

 Label expansion

 Comparative 

efficacy/effectiveness vs SOC

 Pre-specified adjustment for 

confounders

 Multiple RWD sources

 Early conversation with 

regulatory

https://pink.pharmaintelligence.informa.com/PS123691/UK-MHRA-Spells-Out-Dos-

And-Donts-Of-RealWorld-Evidence-For-Showing-Efficacy



Regulatory Applications of RWE Evolving

NOW!!

“A framework for Regulatory Use of Real World Evidence”: 

https://healthpolicy.duke.edu/sites/default/files/atoms/files/rwe_white_paper_2017.09.06.pdf



• Historical use as supplementary information

• Expanding utilization for regulatory and payers

• US FDA has mandates for exploring the use of RWE within the regulatory 

framework 

• UK MHRA commits precedence for potential use RWE to replace RCT

• Active engagement between manufactures and regulatory agencies to use 

RWE in label expansion and accelerated approval, especially in rare disease 

conditions

Summary

Entyvio Evidence Plan7



Entyvio Evidence Plan8

ありがとうございました


