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We did it!
What did we do?

Complete statistical package delivered
using R for all data transformations

500+ Patients

(Vo
Study
Characteristics

30+ ADaMs Primary Milestone
Open label 120+ Tables targeted for
Phase IlI-b 15+ Figures regulatory
Priority study 50+ Listings submission
Interim milestone 5-10 Developers
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Can we use R for production?

&

R for Production _

the underlying business Skilled Staff

process a robust support

infrastructure for
programmers

Field of play
a GxP compliant
analytical platform

/

e —

The Right Tools
a recommended and
trusted toolkit

To-do Checklist
Bootcamp on R, RS+udio, GitHub
Production flow with current tools
'Saﬁsﬂ( GxP compliance.

DEB@spoke tool development
U%@\aﬂm and submitting the package
Q | Gaiving leadership suppor+

o000
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Why can’t we? @

What's are the risks of doing this?
Risk Assessment

Tdewtify the risks of
using R for production with
our current people, platforms, and tools

Mitigate | Accept

Avoid Transfer
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Risks and Mitigations

What questions did we ask? E

Risk to
Submission

GxP Compliance

czw packages be attached to

-How do we dewmonstrate m@ eCTD backbove?

How do we evsure accuracy of
code control?

our results?

How do we demovstrate

Howdowe ensure Leadershi p
data integrity? ; reproducibility of our results?

LT ST
143

“THow do we ensure B UY'l n

Araceability of our results?

£t

|

Are those responsible for the
asset williwg to accept
wimitigated risk? .
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Risks and Mitigations @

What questions did we ask?

Team Skills Tools Flow

will the S&p study team be How do we ensure business Do we have the operatioval

able upskill in R? ‘ continuity when we vtroduce agili-l;q reduired +o work
: - o additional SCE?- between RStudio avd the
will the S&P study team be traditional SCE?
avle upskill v GitHub? : Can we create figures easily ;
: £ from avalysis results data £ How do we travsfer data
__Twithout stavdard reporting __Thetween SAS andR avd vice
wacre? versa?
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What we didn’t do...

vV V V V

Trusted
our
process

Documented
why

» accuracy ensured by SAS double programming

Believe we can
demonstrate
data integrity,
if needed

0802
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What did we get?

v' Completed analysis package

v More R programmers in
department

v Base of sample code / reference
code

v Opportunity to improve our toolkit “in this specific application”

KOpportunity to engage regulato@ —> On this study
agency — With this data
— For these analyses

0802 2022 / PHUSE US Connect 8



Next Steps

Notable Points What’s Next?

> Not the long-term solution for R

» Did what we could with the
current set of tools/platforms

» Other groups working to
reinforce the tech and not
require this bespoke process
and tools

» Test bespoke QA tools for
process compliance

» Prepare for 12mo Primary

» Trusted solution for MMRM* in R
*not necessarily ddfm=KR
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Thank you!

i o

Alice Ehmann Michael Rimler
Study Lead Programmer Acting Head of Technical Excellence and Innovation
GlaxoSmithKline GlaxoSmithKline
alice.x.ehmann@gsk.com michael.s.rimler@gsk.com

0802 2022 / PHUSE US Connect 10


mailto:michael.s.rimler@gsk.com
mailto:alice.x.ehmann@gsk.com

