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Day 1  |  Tuesday, November 4
Session Topic: Short Pre-Event 
Educational Day (S.P.E.E.D) Webinar

7:00	 Welcome & Session Introduction
	 Laureen Little, President, BEBPA

7:30	 Scientific and Regulatory Principles 
	 for Establishing and Maintaining a 
	 Stability Program through the Clinical 
	 Lifecycle of Biological Products 
	 Patricia Cash, Independent Consultant

8:30	 Best Practices for Design of 
	 Stability Studies for Biotechnology 
	 Product Development and Lifecycle 
	 Management
	 Julie Zhang, Principal Scientist Team 
	 Lead, United States Pharmacopeia

9:00	 Panel Discussion with Q&A

9:30	 Webinar Concludes

Day 2  |  Wednesday, November 5
Session Topic: How to Determine the 
Shelf-Life of Biotherapeutic Products

7:00	 Welcome & Session Introduction
	 Marla Abodeely, Sanofi

7:30	 Case Studies: Use of Predictive Data 
	 to Support Real-Time Stability
	 Andrew Lennard, External 
	 Engagement & Advocacy, Amgen Ltd.

8:00	 Q&A Panel Discussion

8:15	 Stability Data in Submissions: 
	 Case Studies And Musings of a 
	 Recently Retired FDA Reviewer  
	 Chana Fuchs, Retired FDA

8:45	 Accelerated Stability for Shelf Life 
	 of Biologics
	 Kristina Flavier, Senior Scientist 
	 FreeThink Technologies, Inc.

9:15	 Break

9:30	 Establishing and Maintaining a 
	 Stability Lifecycle Program for 
	 Commercial Products
	 Kim HuynhBa, Managing Director 
	 Pharmalytik Consulting

10:00	 How to Calculate Your Product 
	 Shelf Life and Derive Internal Release 
	 Limits? Alternative to ICH Q1E.  
	 Perceval Sondag, Head of Nonclinical 
	 Biostatistics, Sanofi

10:30	 Cross-Industry Perspectives on the 
	 Use Of Predictive Stability Modelling 
	 for Biologic Drug Products 
	 John Campbell, Associate Director, GSK 
	 On behalf of BioPhorum Development Group

10:45	 Panel Discussion with Q&A

11:30	 Conference Day 2 Adjourns

Day 3  |  Thursday, November 6
Session Topic: Product-Specific 
Workshops/Discussion Groups

7:00	 Welcome & Session Introduction
	 Marla Abodeely, Sanofi

7:15	 Concurrent Discussion Groups:	

Therapeutic Proteins, Biosimilars & 
Vaccines Group
Lead by Nadine Ritter, Global Biotech 
Experts LLC & Earl Zablackis, EZ 
Bioanalytical

Cell-based Therapies & Molecular 
Modalities Group
Lead by Laureen Little, BEBPA & 
Marla Abodeely, Sanofi

Genetic Therapies & mRBA/Viral-based 
Vaccines Group
Lead by Anton Stetsenko, BioQual 
Consulting & Patricia Cash, Independent 
Consultant

With Presentation: Technical and 
Quality Considerations with Respect to 
Gene Therapy Stability Programs
Scott Cross, ATMP Consulting Group 
and Damian Larrington, PQP Group

8:30	 Discussion Group Summary & 
	 Panel Discussion

9:00	 Conference Concludes
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