BEBPA’s 1%t Annual

US Potency Bioassay Conference
Best Practices for the Best Potency Assays
March 8-10, 2017 ‘]

Register for the Conference?

The Sheraton at

rancisco, C

Pre-Conference Workshops, March 8, 2017

Workshop 1: The Course Awakens: Moving Bioassays from
Development to Phase-Appropriate Validation
Instructors: Mike Merges & Mike Sadick, Catalent

Workshop 2: Setting Intervals for Bioassay Similarity (Parallelism)
Instructors: Stan Deming, Statistical Designs and
Ralf Stegmann, Stegmann Systems

Day 1, March 9, 2017
8:15 Welcome to the Conference
Session 1: Assay Development

8:30 Right First Time Bioassay Development - Strategies for
Developing QC & Validation-ready Methods the First Time
Jodi Pegg, Sr. Scientist, Pfizer

9:00 Tentative Title: Assessment of Cryopreserved “Ready-to-
Plate” Cells for Multiple Programs Using a Nab Bioassay

9:30 Potency Assay Development and Associated Extended
Characterization Strategy of Therapeutic mAb
Tilman Schlothauer, Roche
10:00-10:30 Morning Break
10:30 Your Statistician is Your Friend: Perspectives on the
Development of a Cross-Species Immunoassay for Use
Under the Animal Rule
Nancy Niemuth, Research Leader/Statistician VI, Battelle

11:00 Live Survey: Use of DOE for Assay Development Studies
Laureen Little, Principle Consultant, Quality Services

12:00 Introduction of Poster Presenters
12:15-1:30 Lunch
Session 2: Bioassays for non-classical products

1:30 MoA Reflecting Bioactivity Assays for Therapeutic Antibodies
that do not Follow Classical Immunological Pathways
Ulrike Herbrand, Scientific Supervisor, Charles River

2:00 Application of a Novel Potency Assay to Assess the Activity of
a Bi-specific Protein Therapeutic
Deborah Thompson, Scientist, Aptevo R&D, Seattle

2:30 A Case Study of an MAb with Complex MoA: From Early to
Late Stage Potency Assay Selection and Implementation
Kim Salvia,Scientist, Genentech

3:00-3:30 Afternoon Break
Session 3: Bioassays for BioSimilars

3:30 Bioassays for Biosimilar Development
Jun Kim, AstraZeneca

4:00 Developing, Optimizing & Qualifying Bioassays for
Biosimilars, Biobetters and Innovator Drugs
Jane Lamerdin, Director, R&D, DiscoverX Corporation

4:30 Development and Qualification of a Characterization Panel to
Assess the Biological Activity of Golimumab (Simponi®)
Alex Knorre, Head of Bioassay Department, Eurofins

Day 2, March 10, 2017
8:00 Welcome to the Conference

8:10 Potency Assays: Practical considerations
Leslie Wagner, Chemist, FDA

Session 4: BioAssays....all grown up

9:00 Bioassay in Product Life Cycle Management
Xu-Rong Jiang, AstraZeneca

9:30 Fit-for-Purpose Automation for Potency Assays for QC
Kathleen Sampson, Sr. Technical Manager, Genentch

10:00 Life Cycle Management of a Potency Assay: A Case Study of an
Innovative Commercial Strategy and Interdependent Partner-
ship with Quality
Tilanthi Jayawardena, Scientist, Biogen

10:30 Challenges of Maintaining Commercial Product Assays - QC
Perspective?
Bassam Hallis, Dept. Head, Public Health England
11:00-11:30 Morning Break
11:30 Mini Course: Strategic Assay Design
David Lansky, President, Precision Bioassay

12:30 Dissecting the Most Critical Attribute Responsible for a
Change in Relative Potency
Carl Co, Sr. Scientist, Biogen
12:30-2:00 Lunch
2:00 A Novel ADCC Bioassay with Improved Sensitivity, Dynamic
Range, and Serum Tolerance
Michael Tovey, EuroDiagnostica Biomonitor

Session 5: Updates on USP Bioassay Guidances

2:30 The USP Bioassay Chapters: the Honeymoon’s Over?
Steve Walfish, Liaison, USP

3:00 Inadvertent Consequences of Following a Guideline
Ann Yellowlees, Director, Quantics Biostatistics
3:30-4:00 Afternoon Break
Session 5: Validation of Bioassays

4:00 Current Practices and Regulatory Expectations Regarding
Cell-based Potency Assays Validation
Ravindra Kumar, Lead Scientist, Covance

4:30 Validation and Challenges of a Potency Assay to Measure
Osteoinduction of rhBMP-2
Danielle Visschedyk & Julia Gliwa, Sr. Scientist, Custom Biologics

3 Ways to Register: Online at

— Phone: 916-729-0109—- Email: bebpa@surewest.net
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