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Learning Objectives

• Explain recent changes to FDA 
approval requirements for HCV 
diagnostics

• Understand the regulatory status of 
point of care molecular diagnostics 
for viral hepatitis

• Discuss diagnostics the context of 
HCV elimination efforts: New York 
State + City 

• Share advocacy efforts & resources   



Downclassification Explained

• FDA classifies diagnostics according to:
• Complexity/training required

• Patient impact: “actionable results”

• Class I, II, III – less stringent → most
• Different fees + no of samples (?)

• Nov 2021 FDA order: Class III → II

“The two types of HCV diagnostic tests being reclassified are 
nucleic acid-based HCV ribonucleic acid (RNA) devices 
intended for the qualitative or quantitative detection or 
genotyping of HCV RNA and certain HCV antibody devices 
intended for the qualitative detection of HCV.”
https://www.fda.gov/news-events/press-announcements/fda-brief-fda-issues-final-
orders-reclassifying-certain-hepatitis-c-diagnostic-tests-class-iii-class

https://www.fda.gov/news-events/press-announcements/fda-brief-fda-issues-final-orders-reclassifying-certain-hepatitis-c-diagnostic-tests-class-iii-class


Downclassification Explained

Context:

• FDA typically 5-6 yrs behind European 
Medicines Agency

• FDA regulates viral hepatitis dx within the same 
branch as HIV, which has historically been 
cautious 

• Point of care RNA platforms/assays with EMA 
and WHO PQ approval are commercially 
available outside US

• Product developers must submit for approval

• NVHR+TAG webinar: https://nvhr.org/resources/hcv-
point-of-care-diagnostics/

https://nvhr.org/resources/hcv-point-of-care-diagnostics/


TAG Pipeline Report

(as of 2020)

https://www.treatmentactiongroup.org/wp-
content/uploads/2020/08/pipeline_HCV_diagnostics_2020.pdf

https://www.treatmentactiongroup.org/wp-content/uploads/2020/08/pipeline_HCV_diagnostics_2020.pdf


NYS+C case study

• Elimination planning brought together 
NYC+State DOH surveillance & data teams

• At the time, NYC reflex testing & reporting 
negative RNA results

• Technology sharing & collaboration to 
integrate & scale data systems

• DBS pilot study in rural upstate NY
• Sample analysis at Wadsworth Center, informed 

by CDC developed lab assay

• Sample handling problem solved on the ground

• Well suited where lack of transportation & few 
providers/labs are barriers to care 



Data for advocacy

Heatmaps w/ SES overlays can be 
powerful tools for advocacy



SES, stigma & discrimination



Join the Viral Hep Dx Working 
Group!

The Viral Hepatitis Diagnostics Working Group (WG) is an informal network 
of community advocates, providers, researchers, and technical specialists 
meeting monthly to develop and advance advocacy to expedite and expand 
access to confirmatory point of care (POC) diagnostics for viral hepatitis in 
the US.

Email: annette.gaudino@treatmentactiongroup.org or adrienne@nvhr.org

Final takeaway: leverage elimination planning coalitions and 
processes to expand testing and surveillance

mailto:annette.gaudino@treatmentactiongroup.org
mailto:adrienne@nvhr.org


Additional resources

• NYS AI CEI: https://ceitraining.org/courses/

• HepCure Webinar series: 
https://hepcure.org/provider/#a-webinars

• HepElimiNATION: https://eliminatehep.org/

• NYC Viral Hep Elimination Plan: 
https://www1.nyc.gov/assets/doh/downloads/pdf/cd/vi
ral-hepatitis-elimination-plan.pdf

https://ceitraining.org/courses/
https://hepcure.org/provider/
https://eliminatehep.org/
https://www1.nyc.gov/assets/doh/downloads/pdf/cd/viral-hepatitis-elimination-plan.pdf
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