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HBV Forum Structure

HBV Forum Steering Committee
Academic Co-chair / Industry Co-chair

(Academia, Industry, Regulators, Patient and Community Advocates)

HBV Forum
Operations

Forum for Collaborative
Research / UCB - SPH
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Forum’s Operating Principle

“Once new drug candidates and
therapeutic strategies are identified,
their efficient, safe development is In
the best interest of all stakeholders,
most of all, the patients”
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Impact on Drug Development

Increase
Clarity
Efficiency
Collaboration
Innovation

Decrease
Uncertainty
Redundancy
Development time
Risk



Win-Win

Accelerate drug development not by
lowering standards, but by increasing
efficiency through collaboration
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Operating Principles
(see handouts)

Equal voice
Co-ownership of process
Open discussion and deliberation

What’s said at the Forum stays at the
Forum

Industry participation:
Not contingent on financial support

HBV Forum assemblies: 2 max/company
More may participate in Working Groups

Scientists and clinical researchers
Not for marketing and commercial branches
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Non-Competitive, Safe Zone
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Join Contact Us Sign In v o 0 o o ( B

& AASLD

AMERICAN ASSOCIATION FOR ”Afsm | Donate Now
FouNBATION

THE STUDY OF LIVER DISEASES

Membership Events and Professional Development Publications Liver Research & Awards About AASLD v

Home > Events and Professional Development > AASLD/EASL HBV Treatment Endpoints Workshop 2 Y/
2 7%

AASLD/EASL HBV Treatment Endpoints Workshop
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- Anna Lok

+ Geoff Dusheiko
- Marc Ghany

- Fabien Zoulim
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Tomorrow’s Leadership

Foster professional development
Junior faculty
Fellows
Interns

Principles of collaborative drug
development and regulatory science
Trans-Atlantic
Worldwide
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In-person:
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HBV FORUM 1

November 15th, 2016
Boston, Massachusetts
Draft Agenda
1:00 Light Lunch Reception
1:30 Welcoming remarks Veronica Miller & Bill
Symonds
1:35 HBV Forum Overview Pedro Goicochea
. Timothy Block &
1:55 Update on efforts to get quantitative HBsAg Assays .
Robert Gish
in Cloh Ed
2:15 WG update: Diagnostics & Biomarkers Gavin Clo .erty o
Marins
2:35 WG update: Treatment combinations Bruce Gnverr & Seng
Gee Lim
2:55 WG update: Surrogate endpoints Oliver Lenz & Marion
Peters
3:15 Natun:a Disease Progression Definitions...need for a panel Discussion
working group?
3:45 General Discussion All
4:15 Break
4:35 Opportunities for Collaboration: ICE-HBV Peter Revill
4:50 HBV Cure Project U of Singapore Seng Gee Lim
V ica Mill Bill
5:05 Wrap-up + Next steps eronica Miller & Bi
Symonds
5:20 Networking Reception
7:00 Adjourn




Forum TC FDA/
EMA (6/15)
Endpoints
Trial design
Combination
regimens
Non-invasive
markers of fibrosis

HBV Forum Timeline

2015

Forum TC FDA/ EMA

(7/15)
Barriers and
challenges for drug
development
Risk/benefit
evaluation
New Tx
Definition of cure

Stakeholders
consultation
(8/15-2/16)

Dx & pharma
companies
Academics
Advocates

Forum TC FDA/EMA
(1/16)

- Project concept

- Steering
committee

- Members

Activities
Concept (2/16)
Database (2/16)
Steering Committee
(4/16)

Invitation to potential
members (5/16)

2016 I

Activities

- Web Page (7/16)

- SC meeting F2F
(9/16)

- HBV Forum WGs
(9/16)

- Manuscript
(10/16)

- HBV Mtg (11/16)
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Timothy Block, PhD
Hepatitis B Foundation

Carol L. Brosgart, MD
University of California, San Francisco

Henry LY Chan, MD
The Chinese University of Hong Kong

Gavin Cloherty, PhD
Abbott Diagnostics

Jordan Feld, MD, MPH, FRCP
Toronto Western Hospital Liver Center

Anuj Gaggar, MD, PhD
Gilead Sciences

Robert Gish, MD
Stanford Robert Gish Consultants LLC

Bruce Given, MD
Arrowhead Research

Filip Josephson, MD, PhD
Swedish Medical Products Agency

Oliver Lenz, PhD
Janssen Pharmaceuticals ID&V

HBV Forum Steering Committee

Prof. Seng Gee Lim, MD
National University of Singapore

Anna Lok, MD*
University of Michigan

Ed Marins, MD
Roche Molecular Systems

Poonam Mishra, MD, MPH
US Food and Drug Administration

Michael Ninburg, MPA
Hepatitis Education Project

Marion Peters, MD
University of California-San Francisco

Prof. Peter Revill, PhD
University of Melbourne

International Coalition for the Elimination of
HBV

Bill Symonds, PharmD
Arbutus Biopharma

Fabien Zoulim, MD, PhD
INSERM - French National Institute of Health



HBV Forum Steering Committee

18 members
Americas = 12
Europe =3
Asia =3
Australia = 1
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Non-US =8
US =11
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HBYV Forum SC by Type of Organization

Industry
32%

Academia
47%

Regulators
11%

Foundation/Community
10%
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HBV Forum Members

109 members
Americas = 87

development and health policy

Europe = 15
Asia =4
Australia = 3
Non-US = 26
US =83
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HBYV Forum Members by Type of
Organization

Academic
27%

Industry
46%

Regulatory
19%
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HBV Forum Operating Principles
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THE HBV FORUM OPERATING PRINCIPLES

Introduction

The HBV Therapeutics and Curative Interventions — The HBV Forum - is an independently funded
project of the Forum for Collaborative HIV Research (The HIV Forum) and operates in accordance with
The HIV Forum’s guiding principles, which include:

development and health policy

neutrality and independence;
transparency and accessibility;
inclusiveness;

collaboration, and

efficiency and productivity,
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Working Groups

» 3 working groups

— Diagnostic & Biomarkers
« Co-chairs: Gavin Cloherty and Ed Marins
* 15 members

— Surrogate Endpoints
« Co-chairs: Marion Peters and Oliver Lenz
* 19 members

— Treatment Combination
« Co-chairs: Seng Gee Lim and Bruce Given
« 20 members

development and health policy
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-111 HBV Stakeholder Consultation

Curing hepatitis B: The challenges on the path to advance hepatitis B treatment and cure research

Jonathan Liu
University of California, Berkeley School of Public Health
Division of Infectious Diseases and Vaccinology
2016 Master of Public Health Candidate

Sandy Elberg Award for the best Masters’
comprehensive paper at the School of Public
Health

“ Contact Us | For Faculty & Staff [2  Calendar [2 UC Berkeley [2
Berkeley &
er e ey Public Health ) GIVE NOW

ABOUT US OUR FACULTY ACADEMICS ADMISSIONS STUDENTS RESEARCH ALUMNI GIVING
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NEWS & EVENTS Sanford Samuel (Sandy) Elberg

School News «

Sanford Samuel (Sandy) Elberg PhD died Apr. 8, 2011, in Ukiah, Calif., at age 97. Elberg attended
Lowell High School in San Francisco and received his undergraduate and doctoral degrees from UC
Berkeley. During World War Il he served as an officer at Fort Detrick, Md. Elberg was a professor of

Facilitating collaborative research in drug

immunology and medical microbiology in the School of Public Health from 1938 to 1940. After
In the Media World War Il, he taught in the Department of Bacteriology and served as its chairman from 1952 to
Photo Gallery 1957. He was appointed Dean of the Graduate Division at Berkeley in 1961, and served in that
capacity until his retirement in 1978. Elberg was the recipient of the Berkeley Citation, the Clark
Video Room Kerr Award, and the Sanford Elberg Lectureship in International Studies. Following retirement, he
accepted a position as head of the University of California Overseas Program in Great Britain.
Berkeley Wellness Among his research accomplishments was the development of the Rev-1 Brucellosis vaccine. As a

member of the World Health Organization, he traveled the world introducing the vaccine, which

Dean's Speaker Series » i
remains in wide use today.

For Journalists
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Manuscript

Advancing the Regulatory Path-on -Hepatitis B-Virus Treatment-and -Curative Research: -

A-Stakeholders Consultation

Jonathan Liu!-2, Pedro ‘Goicocheal, Timothy Block?3, Carol L. Brosgart*, Eric ' Donaldson?, Oliver:
Lenz3, Seng Gee Lim®, Ed ‘Marins’, Poonam ‘Mishra?, -Marion Peters8, Veronica. Miller! *

@ Saln  Fie EQL View  HIStory BOOKMAIKS WINGOW  Heip D uw

Journal of

Virus Eradication
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Submitted to
Journal of Virus
Eradication

Thank You! Your article has been submitted successfully!

on November 1st, .
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2016

ABOUT READ SUBMIT OR REVIEW Q) (!)

editorial@viruseradication.com
44 208 446 8068
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Exciting times!

¢J GILEAD

About Medicines Research Responsibility

News Rel

Home / Investors / News Release

Z View printer-friendly version
Press Releases
<< Back
U.S. Food and Drug Administration Approves Gilead’s Vemlidy® (Tenofovir
Event Calendar Alafenamide) for the Treatment of Chronic Hepatitis B Virus Infection

development and health policy

- Vemlidy is a Once-Daily Treatment that Demonstrated Similar Efficacy with
Audio Archives Improved Renal and Bone Laboratory Safety Parameters Compared to Viread --

FOSTER CITY, Calif.--{BUSINESS WIRE)—Nov. 10, 2016-- Gilead Sciences, Inc.
Share (Nasdaq: GILD) today announced that the U.S. Food and Drug Administration (FDA)

has approved Vemlidy* (tenofovir alafenamide, TAF) 25mg, a once-daily treatment for

adults with chronic hepatitis B virus (HBV) infection with compensated liver disease.
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HBV Forum Sponsors

D DL

DDL DIAGNOSTIC LABORATORY

Partner in advanced diagnostic testing

Y Arbutus ENANTA

BIOPHARMA -
Pharmaceuvuticals
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Thank You!

Ryan Taylor Anderson
Malene Cobourne
Katie Greene
Ben Hauschild
Jeff Kaminski
Maria Ma
Victoria Mason
Megan Mcintosh
Veronica Miller
Brenda Rodriguez
Ken Taymor
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