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Challenges with traditional testing

u False negatives: During acute HCV infection, antibody becomes detectable at ~ 
8–11 weeks. Immunocompromised individuals may also not have detectable 
antibodies.  HCV RNA becomes detectable 1-2 weeks after infection. 

u New guidance from CDC in July 2023 recommended complete, automatic HCV 
RNA testing on all HCV antibody reactive samples to minimize patient visits and 
increase the number of patients diagnosed and treated.

u But this can still be logistically challenging due the amount of blood needed and 
lack of in-house HCV RNA testing at many facilities 

Source: www.cdc.gov/hepatitis-c/hcp/diagnosis-testing
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Point of Care HCV RNA Testing 

u Test is CLIA-waived so can be performed 
at field sites such as mobile units or 
substance use treatment centers

u Minimum batch size = 1 

u Limit of detection is 35 IU/mL genotype 
1a, 136 IU/mL genotype 5 (WHO 6th 
International Standard)



Is HCV RNA testing only acceptable for diagnosis? 

“HCV RNA testing is 
recommended for the diagnosis 
of current HCV infection among 
people who might have been 

exposed to HCV within the past 
6 months, regardless of HCV 

antibody result.”

“Suspected exposure may be 
inferred from the patient's history 
or the context and setting of the 
patient encounter (e.g., inferred 

potential exposure among 
people who inject drugs 

presenting to a syringe service 
program).” 

Source: www.cdc.gov/hepatitis-c/hcp/diagnosis-testing
 



Point of Care HCV RNA Considerations



Ideas for POC 
HCV RNA 
Testing at 

IHS/Tribal 638 
Sites

u Expanding HCV Emergency Department 
(ED) screening programs to include same 
day HCV treatment start

u Partnering with local Detox and Recovery 
Centers or Jails with POC RNA testing on 
site with rapid linkage to care

u Use of POC RNA testing on a mobile unit 
for “Street Outreach” with same day 
treatment start



Coming soon . . . 

u The CREST Study is a proposed randomized controlled trial that will 
compare a TEST & TREAT intervention—combining HCV RNA point-of-care 
testing with immediate direct acting antiviral (DAA) treatment initiation—
to standard local practice- for assessment of HCV infection. Sites will be 
randomized to implement either the TEST & TREAT intervention or standard 
of care screening for all enrolled participants. 

u Some state health departments (eg. New Mexico) are starting POC HCV 
RNA screening and linkage to care programs in 2026 



Questions/Comments

alithea.gabrellas@fdihb.org 
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