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The Agenda

Monday March |9th

Session

Introduction & Updates

Timing

8:30-10:00
Great Hall

Content (Speakers)

Welcome to the 3rd Annual Computational Science
Symposium (CSS) (Chuck Cooper & Steve Wilson, FDA)
What's Coming in PDUFAV

(Theresa Mullin, FDA)

Computational Science Center Progress and Next Steps
(ShaAvhrée Buckman, FDA)

CBER Progress and Next Steps

(Mark Walderhaug, FDA)

Standard Interactions: CDISC Standards and the

CSS Workgroups

(Wayne Kubick, CDISC)

10:00-10:30
Exhibit Hall

Exhibits & Networking
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Working Group I: Data Validation and Quality Assessment

FDA

Amy Malla
Armando Oliva
Mitra Rocca

Industry
Hany Aboutaleb
Max Kanevsky

Working Group 2: Standardizing Data within the Inspection Site Selection Process

FDA
Bhanu Kannan
Paul Okwesili

Industry

David Handelsman
Patty Gerend

Sina Dpli

Working Group 3: Challenges of Integrating and Converting Data across Studies

FDA
Chuck Cooper
Jingyee Kou

Industry

Jim johnson
Sandra Minjoe

Working Group 4: Standards Implementation Issues with the CDISC Data Models

Working Group
Steering Committee

FDA

Chuck Cooper
Steve Wilson
Suzie McCune
Tim Kropp
Industry

Chris Decker
David Iberson Hurst
Michael Brennan
Scott Getzin
Frank Newby

Planning Committee

FDA
Helena Svighn

Industry
Joanna Koft
John Brega

Lz Leahy

Scott Bahlavooni

Working Group 5: Development of Standard Scripts for Analysis and Programming

FDA

Joy Li
MarkWalderhaug
Mat Soukup

Industry
Hanming Tu
Kevin Kane
Mary Nilsson
Sally Cassells

Working Group 6: Non-Clinical Road-map and Impacts on Implementation

FDA

Lilliam Rosario
Tim Kropp
Jeremy Wally

Industry
Bill Houser
Lou Ann Kramer

FDA

Amy Malla

Chuck Cooper
Lilliam Rosario
Mark Walderhaug
Paul Okwesili
Steve Wilson
Suzie McCune
Tim Kropp

Trish Koussis
CDISC

Frank Newby
PhUSE
Adrienne Bonwick
Chris Decker
Kevin Lee
Stephen Baméord
Vikash Jain
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The Impact Across
the Years



FDA/PHUSE Collaborations
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FDA/PHUSE Data Science Innovation
Challenge

The PHUSE/FDA Data Science Innovation Challenge provides an opportunity for the greatest minds in data sciences
to come together and collaborate on projects during a defined time frame.

* The Innovation Challenge was launched on
October 8th, 2019

* Three challenges
* Opioid/Substance Use Disorder
* Drug Safety Surveillance

* Approach For Predicting Drug
Interactions

* Innovation Fridays-Spring 2020.

* Presenters proposed a solution to answer
the scientific question posed by the
challenges
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https://innovation.phuse.eu/

Innovation
Challenge
2021

You are invited to the
Innovation Challenge

Overview on Wednesday
at 12:00 (EST)

Join the Design Thinking
Session to “Prime the
Innovation Pump”
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The Line Up

The path of CSS collaboration in CDER

— ShaAvhrée Buckman-Garner, MD, PhD, FAAP— Director, Office of Translational Sciences,
CDER

The path of CSS collaboration in CBER
— Ginny Hussong, Acting Branch Chief, Data Standards Staff, CBER

A regulatory journey from PDUFA, FDASIA, and Guidances for standardized study
data

— Heather Crandall, Operations Research Analyst, Office of Business Informatics, CDER
Do collaborations work to advance regulatory science?
— Steve Wilson, Ph.D. Senior Staff Fellow, Office of Biostatistics, OTS, CDER
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