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Forum Mission 

• Public/private partnership including government 
agencies, industry, HIV researchers and clinicians, 
insurers, foundations and the HIV patient 
advocacy community 

• Mission: to facilitate and enhance HIV research 
– Neutral & independent space 

• 2007: Apply HIV collaborative model to HCV 
• 2014: New Opportunities 

– CMV in transplantation 
– Anti-fibrotics for NASH and liver fibrosis/cirrhosis  
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What was the Impetus?  

www.hivforum.org 
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Members & Collaborators 

Government 
Agencies 

USA 
• CDC 
• FDA 
• HHS/OASH 
• HRSA 
• NIH 

- NIAID 
- NIDA 
- NIMH 
- OAR 

• OGAC 
• USAID 
• VA 
 
Europe 
• ANRS 
• EMA 

 

Community / 
Advocacy 

HIV 
• ATAC 
• CAB-ACTG 
• CAB-INSIGHT 
• EATG 
• NGMAC 
• TAG 
 
HCV 
• HCAB 
• NATAP 
• NVHR 
• PWB+HCV 
• TAG 

 

Foundations 

• BMGF 
• amfAR 
• EGPAF 
• Schinazi FF 

Academia / 
Providers 

• ACTG 
• Epi / Stats 
• Immunology 
• Virology 
• Women’s 

Health 

Industry 
HIV 
• Abbvie 
• Abbott Mol. 
• Alere 
• BI 
• Bio-Rad 
• BMS 
• Genentech 
• Gilead 
• Illumina 
• Janssen 
• Merck 
• Monogram 
• Orasure 
• PacBio 
• Quest 
• Quintiles 
• Roche MS 
• Tobira 
• ViiV 
Generic 
• Mylan 
 

HCV (cont.) 
• Abbvie 
• Abbott Mol. 
• Achillion 
• BI 
• BMS 
• DDL 
• Genentech 
• Gilead 
• GSK 
• Idenix 
• Janssen 
• Medivir 
• Merck 
• Monogram 
• Novartis 
• PPD 
• Quest 
• Quintiles 
• Roche MS 
• Vertex 
• Virco 

Insurers 

• Kaiser 
Permanente 

Professional 
Societies 

• AAN 
• AASLD 
• EASL 
• HIVMA 
• IAS 
• IDSA 
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Members & Collaborators -2 

Regulatory 
Agencies 

FDA-CDER 
• DAVP 
• DGIEP 
FDA-CBER 
• Vaccines 
• Cell/Tissue + 

Gene Therapy 
FDA-CDRH 
EMA 
• Virology 
• Gastroenterology 
 

Industry 
CMV 
• Abbott 
• Astellas 
• Chimerix 
• Microbiotix 
• Novartis 
• Oxford Immunotec 
• Qiagen 
• Roche MS 
• + more 

 

NASH/Fibrosis 
• Abbvie 
• Biogen 
• BMS 
• Boehringer Ingelheim 
• Fibrogen 
• Galactin 
• Genfit 
• Gilead 
• GSK 
• Intercept 
• Intermune 
• Kadmon 
• Takeda 
• Tobira 
• Valor 
• + more 
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Translational Medicine  

www.hivforum.org 6 

Discovery Approval Clinical Research 

Post-Marketing 

Implementation 



CMV + Transplantation 

Why this project? 

www.hivforum.org 7 
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CMV + Transplantation 

• Advances 
– Clinical practice 
– Diagnostic technologies 
– Drug & vaccine development 

• Lack 
– Standardization 
– Consensus on surrogacy 
– Consensus on clinical trial design 

• Need 
– Trans-Atlantic collaborative approach to inform/accelerate 

drug development 
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Goals & Objectives 

• Overarching goal 
– Safe/effective drugs (therapeutic strategies) and 

vaccines for this unmet medical need 
 Increase efficiency/accelerate drug development 

• Objectives 
– Review & discuss specific key questions to inform 

regulatory guidance 
– Identify gaps in knowledge 
– Discover/implement opportunities for collaboration 

to fill the gaps    
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Process 

• “Process” vs. “Meeting” 
– Safe space for ongoing deliberation 
– Build consensus where & when possible 

• Division of labor as needed 
– Topic specific working groups 

 
 

 

www.hivforum.org 10 



fa
ci

lit
at

in
g 

co
lla

bo
ra

tiv
e 

re
se

ar
ch

 
dr

ug
 d

ev
el

op
m

en
t &

 h
ea

lth
 p

ol
ic

y 

VM CMV Transplantation 9-5-14  

Today’s Agenda 

• Session 1: 
– Set project framework 

 Gather stakeholder perspectives on overall needs/key 
questions for the project 

• Sessions 2+3: 
– Begin focus on specific key questions  

• Session 4: 
– Set infrastructure for ongoing discussion 
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Forum House Rules 

• Closed meeting 
– Open, constructive dialogue 
– Moderated discussions 
– “What’s said in this room stays in this room” 

• Everyone participates 
– No “observers” 
– No press 

• Meeting report (and website materials) 
– Vetted by participants 
– Not for attribution 
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Forum Staff 

• Rob Besaw 
• Erik Lontok 
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• Nivedha Panneer 
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