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Introductions
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Welcoming Remarks
Veronica Miller

William (Bill) Symonds
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Forum for Collaborative Research Executive Committee
(Academia, Industry, Regulators & Patient/Community Advocates) 
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HBV Forum 1\15NOV16

HBV Forum Structure

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

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

Working Group 1 Working Group 2 Working Group 3

Products Products Products

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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• Increase
• Clarity
• Efficiency
• Collaboration
• Innovation

• Decrease
• Uncertainty
• Redundancy
• Development time
• Risk

www.hivforum.org

Impact on Drug Development



Fa
ci

lit
at

in
g 

co
lla

bo
ra

tiv
e 

re
se

ar
ch

 in
 d

ru
g 

de
ve

lo
pm

en
t a

nd
 h

ea
lth

 p
ol

ic
y 

HBV Forum 1\15NOV16

• Accelerate drug development not by 
lowering standards, but by increasing 
efficiency through collaboration

www.hivforum.org

Win-Win
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HBV Forum 1\15NOV16

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

www.hivforum.org 9

Non-Competitive, Safe Zone
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HBV Forum 1\15NOV16

• Anna Lok
• Geoff Dusheiko
• Marc Ghany
• Fabien Zoulim

www.hivforum.org
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HBV Forum 1\15NOV16

• Foster professional development
• Junior faculty
• Fellows
• Interns

• Principles of collaborative drug 
development and regulatory science
• Trans-Atlantic
• Worldwide

www.hivforum.org

Tomorrow’s Leadership
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HBV Therapeutics and Curative Interventions 
The HBV Forum

Pedro Goicochea
Boston, Massachusetts
November 15th, 2016
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HBV Forum 1\15NOV16

HBV Forum 1

Registered

84
In-person: 

78

Remotely: 
6
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HBV	Forum	Timeline

Forum TC	FDA/
EMA	(6/15)

- Endpoints
- Trial	design
- Combination

regimens
- Non-invasive

markers of	fibrosis

Stakeholders
consultation
(8/15	– 2/16)

- Dx &	pharma
companies

- Academics
- Advocates

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

(4/16)
- Invitation to	potential

members (5/16)

2015 2016

Forum TC	FDA/EMA
(1/16)

- Project	concept
- Steering

committee
- Members

Activities
- Web	Page	(7/16)
- SC	meeting F2F	

(9/16)
- HBV	ForumWGs

(9/16)
- Manuscript

(10/16)
- HBV	Mtg (11/16)

Forum TC	FDA/	EMA	
(7/15)

- Barriers and
challenges for drug
development

- Risk/benefit
evaluation

- New	Tx
- Definition of	cure
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HBV Forum Steering Committee

• 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

• 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
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HBV Forum Steering Committee

• 18 members
– Americas = 12
– Europe = 3
– Asia = 3
– Australia = 1

– Non-US = 8
– US = 11

Academia
47%

Foundation/Community
10%

Regulators
11%

Industry
32%

HBV Forum SC by Type of Organization
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HBV Forum 1\15NOV16

HBV Forum Members

• 109 members
– Americas = 87
– Europe = 15
– Asia = 4
– Australia = 3

– Non-US = 26
– US  = 83

Academic
27%

Regulatory
19%

Foundation
/Community

8%

Industry
46%

HBV Forum Members by Type of 
Organization
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HBV Forum 1\15NOV16

Activities

• 6 conference calls
– April 4th

– May 17th

– August 1st

– September 5th

– October 6th

– November 3rd

• Steering committee in-
person meeting
– Alexandria, September 

7th, 2016

HBV Forum web page
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HBV Forum Operating Principles
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HBV Forum 1\15NOV16

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



www.hivforum.org
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HBV Stakeholder Consultation

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



Fa
ci

lit
at

in
g 

co
lla

bo
ra

tiv
e 

re
se

ar
ch

 in
 d

ru
g 

de
ve

lo
pm

en
t a

nd
 h

ea
lth

 p
ol

ic
y 

HBV Forum 1\15NOV16

Manuscript

Submitted to
Journal of Virus 
Eradication
on November 1st, 
2016
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Exciting times!
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HBV Forum Sponsors
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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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Questions




