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• Working group mandate:
– Map out the markers that might be needed for 

drug development and approval
– Review and discuss the regulatory paths to 

approval
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Introduction
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• Identify the regulatory approval status of the 
different HBV markers

• Review potential regulatory paths:
– Prioritize markers that are not CE/FDA approved 

and discuss what would be the regulatory 
pathway to get registered and how to expedite 
their availability
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Activities
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Outcomes and Products



HBV Forum 3 /24 Oct. 2017 www.forumresearch.org 5



HBV Forum 3 /24 Oct. 2017 www.forumresearch.org 6



HBV Forum 3 /24 Oct. 2017 www.forumresearch.org 7



HBV Forum 3 /24 Oct. 2017

https://public.tableau.com/profile/maria.ma5849#!/vizhome/HBVDiagnostics/Dashboard1?publish=yes
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Regulatory Status of HBV Markers
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• Commentary of the status of HBV biomarkers
• The Diagnostics and Biomarkers working 

group will be integrated to the Surrogate 
Endpoints working group as a sub group
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Next Steps
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