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Background
 Clinical development of novel HBV therapeutics and combination regimens 

is challenged by heterogeneity of chronic hepatitis B virus infection

 Clarity is urgently needed to understand heterogeneity across hepatitis B 
clinical trials, with respect to patient populations, biomarkers measured, etc
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Objectives
 Perform a landscaping literature review of hepatitis B trials
 Characterize heterogeneity with respect to demographic, clinical, 

and biomarker information across hepatitis B trials
 Translate into visualizations that illustrate trial heterogeneity 
 Input from regulatory agencies and patients
 Propose to correlate our findings with other recommendations 

(eg Endpoints guidance)
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The DAC Platform: A safe place for 
data sharing and analysis
 Data protection by design & by default
 Built on UC Berkeley's SRDC system which is approved for ePHI and 

highly sensitive data
 Deep collaborations with experts in UC Berkeley's Privacy, Human 

Subjects, Information Security, and VC Research Offices
 Virtual machines, HPC cluster, and parallel file system storage
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Working Group Call #1
 HBV Forum convened a working group call October 2023 to 

strategize on research priorities and questions for this project: 
Forum Industry Regulatory Co-Leads & Co-Chairs

Veronica Miller
Chris Hoffman
Margot Yann
Mitchell Leus

Jerome Bouquet, GSK
Jay Greene, GSK
Andrea Cathcart, Vir
Rémi Kazma, Roche
Katie Kitrinos, Assembly
Ryan Yan, Assembly
John Fry, Consultant
Cynthia Wat, Consultant

Poonam Mishra, FDA
Wen Zeng, FDA

Markus Cornberg
Doug Mayers

Oliver Lens
Marion Peters
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Key Variables Discussed
 Duration of therapy: are we treating patients for an adequate time 

period, and do we need to treat for longer to achieve the endpoint the 
trial is evaluating?

 Biomarkers Measured: what biomarkers were measured, what 
assays were used, and what were the details of the assay?
 HBV RNA

 HBcrAg

 HBcAg

 Immune markers
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Next Steps
 Finalize landscaping literature review strategy
 Generate questions that we might want to ask of the data

 Variables of interest

 Phases of trials to include

 Continue outreach with sponsors around clinical data sharing
 Consider ‘middle ground’ strategy of requesting summary statistics from sponsors
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Further Discussion

 Inclusion of Phase 1 Trials?
 The landscaping literature review initially focused only on Phase 2 trials
 Patient populations differ in Phase 1 vs. in Phase 2 – is there value for including?

 Data ‘Middle Ground’?
 Could the working group approach companies with a very specific question about 

their trial data and request summary statistics generated by the sponsor?
 Serves as a ‘middle ground’ in lieu of sharing patient-level clinical datasets



Thank You!
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