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Overview of the HBV Forum 51) THE FORUM
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r What: a platform for ongoing multi-stakeholder |
dialogue to advance the regulatory sciences for Regulatory

diagnosis and treatment of HBV and HDV co- Agencies
infection, focusing on finite curative treatment

= How: provide a neutral, independent, safe FIEEESIEE]
Societies

space for discussion and deliberation across
stakeholder groups

= Focus on developing consensus, increasing
synergy and collaboration, and reducing
duplication and uncertainty

= Ongoing working group activity throughout
the year anchored by larger project events

= Active & engaged participation
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Forum Operating Principles
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Independent and neutral venue
Ongoing multi-stakeholder dialogue

Each stakeholder group has an equal voice

Facilitate best science-based decisions, in real time
Break down inefficiencies and redundancy
Increase clarity, collaboration and innovation

Benefit to whole field, especially patients
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HBYV Clinical Research in Africa Working
Group

Strengthening hepatitis B virus clinical research in

Africa: the need for multistakeholder collaboration,
funding, and political will FRONTIERS IN DRUG DEVELOPMENT FOR HEPATOLOGY
H

Mitchell Leus*, Chukwunomso E Osakwe*, Danjuma H E P - DA RT 2 0 2 5

Adda, Manal El-Sayed, Jessica Hicks, Yasmin HILTON HAWAIIAN VILLAGE ® HONOLULU, HAWAI
Ibrahim, Philippa C Matthews, Nicaise 7-11 DECEMBER 2025

Ndembi, Theobald Owusu-Ansah, Wendy

Spearman, Mark Sonderup, John Ward, Robin

Schaefer, Veronica Miller

THE LANCET
Microbe
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esr [/l

* Industry Updates
Session |: Updates « EMA Guidelines
»  Working Group Updates
« Asian HBV/HDV Endpoints Meeting Update

1:40PM

« Delta Cure
2:40PM  Session II: HDV therapeutics and assay development <« Industry Updates: Therapies and Diagnostics
 Panel Discussion

* Opening Remarks

» Global Epidemiology

* Industry Updates: Biomarkers
* Panel Discussion

4:25PM  Session lll: HCC

» Perspectives and Challenges
* Panel Discussion
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5:30PM  Session IV: Gene editing and epigenomics



Housekeeping




Forum = Safe Space
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Closed meeting

No marketing
No press

Bring your expertise

Leave your “hat” at the door
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Rules of the Room and Zoom
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What's said in the room, stays in the room
What's said in the room, is not for attribution
Let the science speak

Active participation
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Wi-Fi Access 1) THE FORUMS
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Berkeley’s Hub for Regulatory Science

Network: National Union Building /
Passcode: 918fstdc ﬁ

Please ensure your phone is
@ turned to Silent or Vibrate Mode
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ALIGOS & AusperBic 53y

THERAPEUTICS .
altimmune

THERAPEUTICS

0 I F‘M v,
G nChromaBio (@] GILEAD (3S I Haceormam g PRECISION

LabCorp Specialty Testing Group
@T LJN E VIR @ VIRION
VACCINES THERAPEUTICS THERAPEUTICS
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