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\Workshop 1: From Basic Analytics to Advanced
Analytical Characterization

Tackling the "Bad Actors” for a Systematic HCP Risk Control and Exploring Opportunities to Update USP

Workshop Leaders:

Kevin Van Cott, U of Nebraska-Lincoln
Fenggiang Wang, Merck & Co,, Inc
Ying Zhang, Eli Lilly and Company

Lisette Coye, Coye CMC Strategies

Audience Surveys



W11 What best describes your experience with HCP analytics?
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New to the field (<2 years) Early career (2-5 years) Experienced scientist (5-10 years)  Senior expert (> 10 years)
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W1.2 What types of molecules do you primarily work with?

Monoclonal Bi-specific or tri- Antibody drug Celland gene Vaccines Recombinant Other emegring
antibodies specific antibodies conjugates (ADCs) therapies (CGTs) proteins/enzymes  modalities




W1.3 If you answered "other emerging modalities” in the previous question, can you specify?
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W1.4 Which analytical approaches does your organization currently use for HCP monitoring?
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ELISA or other immunoassay LC-MS based methods 1D/2D SDS-PAGE or 2D-DIGE Activity-based assays Other analytical methods
based platforms
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W1.5 If you answered "other analytical methods", can you specify what kind of methods you are using?
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W1.6Which of the following best describes your current role in HCP analytics?

Immunocassay method developer Immunoassay R&D analyst Immunocassay validationand QC  LC-MS method developer and HCPrisk assessmentand control  Partner group scientist using
working in non-GMP environment  analyst in GMP environment characterization scientist HCP analytical data for risk
assessment and decision making
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W.7 If the answer is "other" to the previous question, please specify

standardization
process development

business development
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W1.8 Which of the following topics would you prefer to learn about or discuss during the workshop?
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W1.9 Which of the following case studies are you most interested in learning more about?
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HCP dilution non-linearity case Polysorbate degrading enzyme Gene therapy HCP detectionand Other cases
study investigation control




W10 If answered "other cases” for the previous question, please specify the cases you are interested in learning about.
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\W1.11 Which areas in USP <1132> (Residual Host Cell Protein Measurement in Biopharmaceuticals) warrant updating?
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Emerging modality-specific guidance on Updated guidance on HCP coverage Risk-based lifecycle control strategies Considerations for activity-based Other areas
HCP control analysis to include orthogonal approach methods for low abundant enzymatically
active HCP control
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W12 If answered "other areas” for the previous question, please specify the areas need update



BEEHA

W13 What HCP coverage analysis does your company/organization use?
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Traditional 2D Western Blot Immunoaffinity Chromatography  Immunoaffinity Chromatography  Any combination of these options
Analysis (IAC)/DIGE (IAC)/ LC-MS/MS
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Thank you!!
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