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Beyond

data visualization:
| et’s tell a visual
analysis story
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FDA Town Hall D — r-~-~awork for Evaluating RWD/RWE for Use in

CDER Update DV IS req u I red Regulatory Decisions

uvemonstraton projects underway Facilitating consistency and
addressing RWD sources and RWE o05 AND IMpy e knowledge exchange across the

\v & . A
methods and new projects addressing Center/Agency with review of RWE
data standards for FDA submission. submissions.
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* FDA-Catalyst ‘ 2:"5::
| * Claims linkage to the RELIANCE .
] trial.
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G I b I D IA > Q ] * FDA MyStudies App support for
O a LimitJIA trial and Crohn’s and
Colitis Foundation registry.
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* Duke Harmony trial vs. RWD

REAL-WORLD
EVIDENCE
PROGRAM

comparison. Stakeholder engagement —
* One Source EHR optimization. meetings on RWE Study Designs
) U.S. FOOD & DRUG + Duplication of Clinical Trials with RWE and Regulatory Considerations,
ATION 2
from Cbservational Studies. Data Standards, and RWD curation.
B
FOA Incorporating Technological Innovations in FOA

Incorporating Technological
Innovations in Regulatory Processes

Cloud-based Data Management Systems

Regulatory Processes
Artificial Intelligence (Al)

« FDA has multiple concurrent efforts focused on anticipating and understanding the

* FDA involved in multiple efforts to explore the use of cloud-based systems to useatALin:arug and device develaproant

enable secure external collaborations. * The agency is also exploring the potential for Al systems to enhance regulatory

processes.

* Benefits include: — Exploring the use of Al is a part of the agency’s commitment to incorporate innovative

— Controlled access to data in real-time. technology in its processes, and to ensure robust handling of such tools when used to

— Enhanced and more facile advanced analytic capabilities. support drug applications.
— Al systems are increasingly utilized across the drug development continuum (e.g., target

— Facilitating and simplifying collaborations and communication. identification, drug design, enhancing clinical trial design).

— Ability to transfer large files while safeguarding data integrity. — Al may prove very useful in helping us make sense of real-world data (RWD).



DV is for visual analysis
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; Clinical Trial Automation

DV is part of automation

VISUAL ANALYSIS ﬁ{l AUTO WRITING
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DV tools is of Business Intelligence
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Labeling
+ SMPC
+ Pl

Submission Documents: with less details
+ Clinical overview,
+ Summary of clinical efficacy
+ Summary of clinical safety
 ISS/ISE

Source Documents with great details
*+ Protocols
+ CSRs

DV tools Is for Insights
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Go or no-go

go live or go die




How to tell a visual analysis story

8 criteria



1. Choose a tool with Sligglell§ operation
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2. Clear goal, Display

ItREHBE RIS

BEEES

# Ei&/mjurw
ﬁ‘tz‘wirolﬁ

PAK/Pindau

a0t

TOPWICE R

W& ®E% 7
p

RE,EH

Koelfroom @




It B E RIS \irbnb& Tableau

BEEES

5 mza W =
ﬁ;K‘ua.mm °
" @
AR/ Pingc Tougah &
FBE /Pingy . =
@
- -
\ . LY
SRE - ‘ .
&
g —) 284
@15
L o
hag g . 7

nanber_of_revemna

3. What i1s your Key points
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5. Live data, Live connection

* |Ive connection to statistical file video



0. Dynamic plot, dynamic view

* Dynamic dashboard video



/. Bvils are In the detalls

* Drill down video



The Data Journey Begins...
3. Is this a true story?

-+

“"‘

[:

¥

i



N/

SAZE/Summary
H
. s /&
E._.Iﬂ‘ « Simple BREfg o Live KT & 32 -1

" (i
_ o ' ~t S 25 -
_EJEJ - Clear = A Dynamic S H z;j}]
\\\)
. N  Details FEZH38 98
M * Key FEEFER %
; T o S e
—5— * Important Eg= S
\_.f!: \N

~N

/IIIrEI;
il
e
Pl




7/Thank you
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