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WHO Human H5N1 Research InitiativesWHO Human H5N1 Research Initiatives

• H5 Clinical-Treatment Outcomes Database

• SouthEast Asia Influenza Clinical Research 
Network

• Influenza Research Coordinator





WHO Human H5N1 Clinical - Treatment Outcomes DatabaseWHO Human H5N1 Clinical - Treatment Outcomes Database

• Current WHO H5N1 database has only basic demographic, 
risk factor, and overall outcomes data.

• Need integrated database for timely risk assessments
• Changes in clinical presentation or course
• Prognostic features
• Treatment effectiveness and safety 

• Proposed database
• Retrospective and prospective data collection
• No release of individual patient data
• Regular updates on web or in WER





www.seaclinicalresearch.org



SEA Influenza Clinical Research NetworkSEA Influenza Clinical Research Network

• Collaborative partnership of hospitals and institutions in 
Indonesia, Thailand, Viet Nam, UK, and USA.  

• International partners currently include US National 
Institute of Allergy and Infectious Diseases, Oxford 
University, Wellcome Trust, and WHO.

• Mission of the Network  is to advance scientific 
knowledge and management of human influenza through 
integrated clinical research with the aim of improving 
patient care and human health. 



SEA Influenza Clinical Research Network PrinciplesSEA Influenza Clinical Research Network Principles

• Develop knowledge on influenza pathogenesis, therapeutics, 
diagnostics, and prevention through protocol-based studies

• Strong emphasis on building independent research capacity 
of investigators/institutions

• Compliance with international standards for clinical research

• Prompt sharing of data and isolates with approval of relevant 
national authorities 

• Publication guidelines that are inclusive







SEA ICRN Antiviral StudiesSEA ICRN Antiviral Studies

• Loading-dose oseltamivir with probenicid (phase 1)

• Double-blind, randomized, controlled trial to compare 
standard and higher dose (150 mg bid) oseltamivir therapy

• Avian influenza or severe human influenza

• IV zanamivir and oseltamivir interaction (phase 1)*

• IV zanamivir/peramivir in avian influenza (phase 2)*

• Long-term neuraminidase inhibitor prophylaxis*

*Protocol under development



SEA ICRN Immunology StudiesSEA ICRN Immunology Studies

• Standard vs higher dose (150 mg bid) oseltamivir therapy
• Acute measurements of viral loads, cytokines, T and B responses

• Long-term follow-up of H5 survivors*
• Clinical, PFTs, chest CT; virus-specific antibody, T and memory B 

cell responses (up to 4 years)#
• Development of human neutralizing H5 monoclonals#

• Cross-reactive antibodies and T cells to avian/human viruses

• Community cohort study of pre-season antibody, T and B cell 
responses in relation to risk of influenza infection/illness#

*Network protocol under development      #In progress in Vietnam (NIHE, HTD)



Protocol Development Process – SEA ICRN 
R

ev
ie

w
 

P
ro

to
co

l 
D

ev
el

op
m

en
t

D
SM

B 
R

ev
ie

w
 

an
d 

EC
 

A
pp

ro
va

l

Im
pl

im
en

ta
tio

n 
an

d 
R

es
ul

ts
 

D
is

se
m

in
at

io
n

C
on

ce
pt

 
D

ev
el

op
m

en
t

NSC Approves 
in principal for 
development

Support,
 Training, 

Assistance by 
NCC-CIRAS

NCC Establishes 
Protocol 

Development 
Team

DSMB 
Approves

NCC 
Review

Internal and 
external 
review

NSC 
Review

Study 
Publication 

Final 
Protocol

Data 
analysis and 
publication

Investigator 
develops 

Performa Draft 
Concept

Draft 
Concept 

Implementation

TOC Approves

NCC Endorses

Ethical 
Review 

Committees

Independent 
Monitoring

Data 

Draft 
Protocol

ApprovalDSMB 
Review

TOC and NSC
Oversight





WHO Influenza Research CoordinatorWHO Influenza Research Coordinator
• Develop central inventory of research activities related 

to human influenza
• Focus on vaccines, drug therapies, and population science

• Coordinate series of road-mapping exercises to identify 
key gaps in knowledge

• Liaise with partners to develop cohesive research agenda

• Facilitate interactions between major non-commercial 
biomedical research partners (government, foundations, 
NGOs, WHO)

• Assist funding agencies in their activities



www.seaclinicalresearch.org
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