BEBPA’s 6th Annual

Host Cell Protein Conference
May 14-16, 2018

Register for the Conference HERE

Valamar Dubrovnik President Hotel
D brqynik, Croatia .

Pre-Conference Workshops, May 14, 2018

9:15 Welcome Remarks Dr. Denise Krawitz, CMC Paradigms LLC

9:30 Opening Keynote Address: Lipoprotein Lipase is a Difficult to Remove HCP: Studies from the 2018 Reference Genome
Kelvin Lee, Gore Professor of Chemical and Bimolecular Engineering University of Delaware

10:00-10:30 Moring Break

Track 1: AM Workshops:
10:30- 12:00 Beginning Mass Spectrophotometry Analysis of HCPs
Instructor: Dr. Kevin Van Cott, Professor, University of Nebraska

Lunch: 12:00-1:30
1:30-2:30 Conclusion of AM Workshop
PM Workshops:

2:30-5:30 Advanced Mass Spectrophotometry Analysis of HCPs
Instructor: Dr. Martha Staples, Principal Scientist, Sanofi

3:00-3:30 Afternoon Break

5:30 Workshop Adjourns

10:00-10:30 Moring Break

Track 2: AM Workshops:
10:30- 12:00 HCP Risk Assessment
Instructors: Carl Co, Biogen, Markus Haindl, Roche, Fenggiang Wang,
Merck, Christina de Zafra, Amgen
Lunch: 12:00-1:30
1:30-2:30 Conclusion of AM Workshop
PM Workshops:
2:30-5:30 HCP Specification Setting
Instructor: Dr. Ned Mozier, Sr. Director, Pfizer
3:00-3:30 Afternoon Break

5:30 Workshop Adjourns

Day 1, May 15, 2018
9:00 Welcome to the Conference
Session 1: Generation of High Quality Anti-HCP Antibodies
Session Chair: Phoebe Baldus, Pfizer
9:15 Comparison of Common Approaches to Generation of Anti-

HCP Antibody Reagents
Murty Chengalvala, Covance

9:45 Generation of High Coverage Anti-HCP Polyclonal
Antibodies: Is Coverage of HCPs Impacted by Animals?
Christina Seisenberger, Roche

10:15-10:45 break

Session 2: Anti-HCP Antibody Characterization
Session Chair: Feny Gunawan

10:45 Efficient Coverage Analysis for HCP ELISA Assay Validation
Joe Hirano, GE Healthcare

11:15 Protein-centric ELISA Reagent Coverage Evaluation by Affini-
ty Purification Mass Spectrometry
Scott Henry, Seattle Genetics
11:45-1:00: Lunch
1:00 HCP Antibody Purification from CHO K1SV Antisera for Broad
HCP Coverage from BMSCHO Cell Line
Lei Zhang, Bristol-Myers Squibb

1:30 It's all about the Quality of the Material, Developing Optimal
HCP Immunoassay Critical Reagents
Jessica Campbell, Pfizer

Session 3: Reagent and Assay Lifecycle Management

Session Chair: Oliver Anderka, Novartis
2:00 Replacement of HCP Assay for a Marketed Product
Stanislav Mandelc, Sandoz/Novartis

2:30 Same but Different: A Case Study of HCP Comparability for an In-
Licensed Project
Feny Gunawan, Genentech

3:00-3:30 Afternoon Break

3:30 Design of Experiment (DOE) Based Approach for Defining Critical
Parameters in Host Cell Protein Analytical Method Development
and Validation
Joachim Dietenberger, Boehringer Ingelheim

Session 4:Process Development Perspectives on HCP
Monitoring
Session Chair: Frieder Kroener, Novartis

3 Ways to Register: Online at

4:00 Host Cell Protein Clearance in Downstream Purification
Processes: Lessons Learned and Future Considerations
Jayme Franklin, Genentech

4:30 Knockout of Difficult-to-Remove and Troublesome CHO Host
Cell Proteins to Create a Clean CHO Cell
Bjorn Gunnar Voldborg, NNF Center for Biosustainability

5:00 Challenges and Lessons Learned in Implementing an In-House
CHO Platform HCP Assay for Process Characterization
Fenggiang Wang, Merck Sharp & Dohme

5:30: BioGenes’ Networking Reception

Day 2, May 16, 2018

Session 5: Health Authority Considerations

Session Chair: Christina de Zafra, Amgen

9:00 Assessing Immunogenicity Risk in Biotherapeutic Products
and Process Development
Valarie Quarmby, Genentech

9:30 European Pharmacopoea HCP Chapter
Gwenaél Cirefice, EDQM-Council of Europe

10:00 Regulatory Aspects and the Pitfalls Regarding HCP Analysis
and Documentation
Erika Friedl, Paul Erlich Institute
10:30-11:00 Morning Break

Session 6: HCPs for Non-Antibody Products

Session Chair: Svetlana Bergelson, Biogen

11:00 The Challenges of Developing HCPs Methods for Vaccines -
Risk Based Approach to HCP Monitoring
Lee Smith, GreyRigge Associates, Ltd

11:30 Applying Platform Knowledge and Risk Assessment Tools to
Define HCP Strategy for a Gene Therapy Program
Carl Co, Biogen

12:00-1:30 Lunch

Session 7: Mass Spectrometry as an Orthogonal Method

Session Chair: Kevin Van Cott, University of Nebraska

1:30 Making LC-MS for HCP Reliable: Challenges from Sample
Preparation to Data Analysis
Nicolas Lebesgue, Novartis

2:00 HCP Profiling and Lipase Monitoring for DNA Derived
Biopharmaceuticals by LC/MS/MS
Lihua Huang, Eli Lilly

2:30 Mass Spectrometry Brightening the HCP ELISA Results Black Box
Séverine Clavier, Sanofi R & D

Continued on back
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Session 8: Cutting Edge MS Technology for ID of HCPs

3:00-3:30: Afternoon Break

3:30 Characterization, Optimization and Application of an LC-MS

Thomas Kofoed, Alphalyse

4:30 Data Independent Acquisition Modes for Identification,

Quantification and Monitoring of

based Workflow for HCP Identification, Quantification and

Low-Abundance Host Cell Proteins During Monoclonal Antibody

Control
Michael Schrim, Caprion

Bioprocessing

Dr. Catalin Doneanu, Principal Scientist, Waters

4:00 Absolute Quantification of Host Cell Protein by SWATH LC-MS/

MS towards Method Validation and Batch Release Testing

5:00: Conference Adjourns

Title

Author

Company

Title Coming Soon

Dr. Giojie Mao

Lonza Biologics

Enhanced Peptide Mapping with a PASEF Ena-
bled Ultra High Resolution QTOF

Dr. Christian Albers

Bruker Daltonik GmbH

Identification and Quantification of HCPs by
Mass Spectrometry

Dr. Christina Bell

Caprion

Assessment of Platform Antibodies Over Pro-

cess-Specific Antibodies for Estimation of Host
Cell Proteins (HCPs)

Dr. Indranil Gupta

Biocon Research Ltd

A Universal Quantification Standard Kit for
Identification and Accurate Quantification of

Host Cell Proteins

Quentin Enjalbert

Anaquant

Optimisation of Sample Preparation Workflow
for Data Independent Acquisition LC-MS of
Host Cell Proteins

Brian Kristensen

Novo Nordisk A/S

Projects

Title Coming Soon Fabian Hosp PreOmics
What is your HCP-ELISA Measuring? Evaluat- Dr. Rikke Raaen Lund Alphalyse

ed by SWATH-MS

Streamlined and Automated Immunoassays Ann-Charlott Steffen Gyros
Adapted for Bioprocess Workflows Accelerate

QbD Strategy Initiative

Frequent Challenges of Host Cell Protein ELISA Dr. Pia Paarmann BioGenes GmbH

Host Cell Protein Analysis with Mass Spec-

trometry- The Power of Impurity Identification

Dr. Heiner Falkenberg

Protagen Protein Services GmbH

Title Coming Soon

Joe Hirano

GE Healthcare

Optimisation of HCP LC-MS Workflow for Data
Independent Acquisition of Host Cell Proteins

Lylia Drici

Novo Nordisk

Comparison of immunodetection based-

technologies for HCP testing for gene therapy
products

Dr. Fabien Dorange

Genethon

A Customizable, gPCR-based Immunoassay

Platform for Accurate Quantitation of Protein

Impurities and Contaminants

Dr. Harald Ehlen

Thermo Fisher Scientific

Effect of imaging parameters on 2D-DIBE HCP
coverage analysis

Dr. Sonja Voordijk

GeneBio

3 Ways to Register: Online at
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