YES - FHESFSHFRENELY.

s Here T e

Nl

Future Integration Sta

d »
*r 'l’
p, 5 o
/ ’ A o
' '
AT
L J \
X
-
=4
Y
7
-
7
-
— #
=

Amy French, MHSA, RHIA
Associate Director,

Clinical Data I\/Ianagemen't"

30 JAN 2026

Images are public domain: https //pdimagearchive arg



https://pdimagearchive.org/

Disclaimer

Views expressed in this presentation are my own and are not
those of Sumitomo Pharma America, Inc.
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Key takeaways

Real World examples

Practical Tips to streamline

efficiency

Cross-functional Dynamics
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Real World
examples

Two phase |ll open label clinical trials

Core study
« 1200+ patients
« Up to 2 years participation time

« [wo database locks

Extension study
« 900+ patients
« Up to b years participation time

« (Core study patients can rollover into
Extension after 1-year

« Rollovers start extension at Month 13

« Two database locks plus interim data cuts
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Practical Tips

Maximize your @ Think outside the box
potential for efficiency

Connect platforms on

the back end Analytical Tools




Cross-functional Dynamics

. . - Importance for the
Main considerations: o
collaboration:

- Define all the words! - Come prepared, but stay
- Keep an open mind. flexible
. The only "dumb question” is - |f it doesn't work the first or
one not asked. third time...
..keep at it!

- |It's okay to say, “| don't know.’



Best Practices

¢ Leverage data standards (CDISC / CDASH, company defined)

¥® Keep the dialogue open

B If talking early isn't an option, talk even more often.

9 Curiosity enriches the discussion



Moving forward...

Ask yourself

« How can | help others do what they
do better?

« Do | understand what CDM needs?

I'd like to see..

Streamlined data review

Reduced complexity

..and to catch bigger fishl

Thank you!
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