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The R Consortium R Submission 
Working Group:

A cross industry collaboration to improve 
open-source language usage in the 

regulatory setting

Pilot 1 Submission to FDA:
A successful open pilot that showcased 

using R in FDA submission

The Submission pilot 1 execution team
Ning Leng, Heng Wang (Roche)
Mike Stakehouse, Eli Miller (Atorus)
Yilong Zhang, Peikun Wu (Merck)



Next Steps

● Pilot 2: shiny based pilot submission to FDA
● Pilot 1 extensions: pilots to additional agencies (Japan-PMDA, HTAs)

Key Links
● https://rconsortium.github.io/submissions-wg/

○ Webpage
● https://github.com/RConsortium/submissions-pilot1-to-fda

○ Final submission folder for Pilot 1 - following eCTD required folder 
structure

All materials are open to the public

Anyone is welcome to join the working groups! (info@r-consortium.org)

https://rconsortium.github.io/submissions-wg/
https://github.com/RConsortium/submissions-pilot1-to-fda


Thank you!


