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Day 1: Wednesday, 28 September 2022 

Design of Experiments for Bioassays  
Trainees will learn, using a simple example, the value of DoE and 
how it can drastically increase the amount of information 
provided by each experiment.  
Instructor: Perceval Sondag, Senior Director, Novo Nordisk and 
Pierre Lebrun, Director Statistics, PharmaLex  

Pre-Conference Workshops: Tuesday, 27 September 2022 (10:00-15:00) *In-Person Attendees Only* 

Transferring Potency Assays  
Industry experts will provide an overview of tools and approaches  to 
use for smoother, faster and more efficient potency transfers.  Phase 
appropriate practices, SOP traps, software equivalency and when is 
similar good enough are all topics to be discussed. 
Instructors: Laureen Little, President, BEBPA;   
Siân Estdale, Head of Scientific Affairs, Labcorp;  
Alexander Knorre, Senior Scientific Director Biologics & Bioassay  
Europe, Eurofins BioPharma Product Testing Munich GmbH 

Day 2: Thursday, 29 September 2022 

Register:  Online at BEBPA.org – Contact Us: Phone: 206-651-4542– Email: contactus@bebpa.org 

Session 6: Potency Assay Development 
Session Chair: Ulrike Herbrand, Scientific Director Global, Charles River  

10:45 Session Chair Introduction and Audience Survey  
11:00 Trim the Fat from your Bioassay  
 Brooke Franklin, Senior Statistician, Quantics Biostatistics 

11:30 Case Study: Solving a Replicate CV Issue in a Competition ELISA 
 Armelle Viornery, Associate Principal Scientist, Lonza AG 

12:00 Session 5 & 6 Panel Discussion 

Session 1: Regulatory Insights 
Session Chair: Laureen Little, President of BEBPA  

8:30 Welcome Back, State of the Industry, and Audience Survey  

9:00 The First Horizontal Standard on TNF-Alpha Antagonist in 
European Pharmacopoeia  

 Jaana Vesterinen, Head of Laboratory Section,  
 Finnish Medicines Agency 

9:30 Comments and Insights on ICH Q2(R2)  
 Pierre Lebrun, Director Statistics, Pharmalex Belgium 

Session 4: Statistical Tools for Method Development  
Session Chair: Perceval Sondag, Senior Director, Novo Nordisk  

16:00 Session Chair Introduction and Audience  Survey 
16:15 Standards and Statistical Tools in Support of Bioassays  
 Steven Walfish, Principal Statistician,  
 Statistical Outsourcing Services 

16:45 TOST, Perfect TOST, and Alternatives  
 Stan Deming, President, Statistical Designs and  
 David LeBlond, Statistician, Robert Singer Consulting  

17:15 Assay Monitoring and Trending for Multi-Valent ELISA: 
Challenges and Considerations  

 Kate English, Associate Technical Specialist, MSD Brinny 

17:45 Session 3 & 4 Panel Discussion 

18:15 Conference Adjourns 

Session 8: Special Topics During the Bioassay Lifecycle 
Session Chair: Siân Estdale, Head of Scientific Affairs, Labcorp  
16:15 Session Chair Introduction and Audience Survey 
16:30 Improvement of an Early-Stage Developed Potency Assay to  
 the Standards of a Late-Stage Assay  
 Gergö Fülöp, Scientist 

17:00 Bridging the Gap Between In Vivo and In Vitro Assays for 
Vaccines  

 Tim Schofield, Owner & Consultant, CMC Sciences, LLC  

17:30 Session 7 & 8 Panel Discussion 

18:00 Conference Concludes 

Session 3: Potency Assay Development Case Studies 
Session Chair: Hans-Joachim Wallny, Executive Director, Novartis Pharma  

13:45  Session Chair Introduction and Audience  Survey 
14:00 Development of a Potency Assay for Low Affinity Insulin 

Analogues  
 Stine Frederiksen, Area Specialist, Novo Nordisk A/S  

14:30 Turbocharging Potency Assays – Challenges and 
Opportunities from Multi-Specific Drug Modalities  

 Barbara Hebeis, Director Bioassay Development, AstraZeneca 

15:00 Multiplex Binding Assays as a Powerful Tool for Potency  
 Testing of Multispecific Molecules  
 Özlem Demirel, Laboratory Head, Sanofi 

Session 5: Automating Potency Assays 
Session Chair: Siân Estdale, Head of Scientific Affairs, Labcorp  

8:30 Session Chair Introduction and Audience Survey 
8:45 From the Well-Beaten Path into the Unknown: Bioassay 

Development, Characterization, and Automation Today 
 Caterina Giorno, Head of Laboratory,  
 Boehringer Ingelheim Pharma GmbH & Co. KG  
9:15 End-to-End vs. Partial Bioassay Automation in a GMP 

Environment: Evaluation of the Benefits of Different Bioassay 
Automation Degrees  

 Patrick Heim, Principal Associate, Hoffmann-La Roche Ltd.  

9:45 Bioassay Automation under GMP Conditions: How to Develop 
and Qualify the Program  

 Ayumi Takayanagi, Researcher, Chugai Pharmaceutical Co., Ltd. 

Session 2: Cells for Cell-Based Assays  
Session Chair: Laureen Little, President of BEBPA  

10:30 Session Chair Introduction and Audience  Survey 
10:45 Strategies for Creating Engineered Cell Lines for Difficult to 

Develop Bioassays  
 Nicholaus Trenton, Senior Scientist, Seagen 

11:15 Do You Control Your Cells or Do Your Cells Control  
 Your Assay?  
 Oliver Wehmeier, Managing Director, acCELLerate GmbH 

11:45 Session 1 & 2 Panel Discussion 

Track 1 

10:00 - 10:30 Morning Break 

12:15 - 13:45 Lunch 

15:30 - 16:00 Afternoon Break 

18:15 Networking Happy Hour 

10:15 - 10:45 Morning Break 

12:30 - 14:00 Lunch 

15:45 - 16:15 Afternoon Break 

18:00 No-Host Farewell Happy Hour 

Track 2 

*All Times are in CENTRAL EUROPEAN TIME* 

(‘Refresh Page’ to see latest updates!) 

Update: 26September22 

Session 7: Cell and Gene Therapy  
Session Chair: Roger Grau, NBE/Biosimilar CMC Expert, Solvias  

14:00 Session Chair Introduction and Audience Survey 
14:15 Bioluminescence Technology for AAV Characterization 
 Trish Hoang, Senior Research Scientist, Promega Corporation 

14:45 Production and Release of Parasite Oocysts for CHIM Study 
 Natko Nuber, Analytical Project Leader, Novartis Pharma AG 

15:15 Development of an Automated Transgene Expression ELISA 
for Testing Potency of a Monovalent Adenovector Covid-19 
Vaccine  

 Paul Noordhuis, Scientist, Janssen Vaccines Leiden, Netherlands 
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