NOV 4-7, 2018 « WASHINGTON, OC
Walter E. Washington Convention Center

Short Course: Science and Risk Based Stability Strategies: Applications of Predictive Tools

Co-Sponsored by: @

Sunday, November 4, 2018

9:00am —9:20 am

9:20 am —10:45 am

10:45 am —11:00 am

11:00 am —11:30 am
11:30 am - 12:15 pm

12:15 pm - 100 pm

1:00 pm —2:00 pm

2:00 pm —=3:00 pm

3:00 pm —3:15 pm

3:15 pm —4:20 pm

4:20 pm —5:00 pm

INTERNATIONAL CONSORTIUM s

INNOVATION & QUALITY

# PHARMACEUTICAL DEVELOPMENT

Introductions and Objectives

Accelerated Stability Modeling Overview
Donald Clancy, GlaxoSmithKline

Coffee Break

Applications of Accelerated Stability Models in Product Development
Brian Regler, Merck

Stability Risk Assessments - What, When and How
Robert Timpano, Pfizer

Defining Meaningful Stability Parameters (timepoints, storage
conditions, tests)

Anthony Rainosek, Baxter

Cherokee Hoaglund-Hyzer, Eli Lilly

Lunch Break

Application of Accelerated Stability Modeling Tools in Regulatory
Filings

Dennis Stephens, Abbvie

Yan Wu, Merck

Coffee Break

Applying Science and Risk Based Stability Strategies Globally
Megan McMahon, Pfizer

Donnie Pulliam, Biogen

Panel Discussion



