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• 50 million chronic hepatitis C cases
• 1 million new hepatitis C cases per year
• 240,000 deaths per year 

https://www.who.int/publications/i/item/9789240091672



HCV Therapy Evolution in the DAA Era
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HCV Cure Decreases Mortality and 
Liver-Related Complications
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Van der Meer AJ et al, JAMA, 2012.



Hepatitis C Treatment in 2025

ü Fixed-dose oral DAAs
• Pan-genotypic
• Short course
• >95% SVR across variety of 

populations
• Salvage therapy for DAA failures 

ü Simplified treatment 
algorithms

ü Increasing treatment in non-
specialty clinics

ü Fewer payer restrictions
• Varies by state

https://www.hcvguidelines.org; https://map.hepvu.org/
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Eliminate viral hepatitis as a major public 
health threat by 2030
Calling on all countries to 
develop national action plans

WHO. Global health sector strategy on viral hepatitis 2016-2021. Towards ending viral hepatitis. https://www.who.int/publications/i/item/WHO-HIV-2016.06

Hepatitis C Elimination Goals





HCV Incidence in the US 2010-2023

Source: Centers for Disease Control and Prevention (CDC). 2023 Viral Hepatitis Surveillance Report—Hepatitis C. Published April 2025.



HCV Prevalence in the US Has 
Not Changed

Hall EW et al, Hepatology, 2025.



Wester C et al, MMWR 2023. 

Most People Living with Hepatitis C 
are Untreated



How do we reach people living 
with hepatitis C?

Hall EW et al, Hepatology 2025

Bring hepatitis C testing and treatment to meet people 
where they are



Accelerate availability of Point-of-Care 
diagnostic tests

Provide broad access to DAAs

Comprehensive public health effort to 
engage, identify, and treat 

Main Priorities of National Program

Cure Hepatitis C Act of 2025 
•$9.7 billion through 2031 to support rapid screening, treatment access, 
and wraparound services 
•CBO estimates $6.5 billion in savings over 10 years





CLIA-Waived GeneXpert® Xpress 
Platform POC HCV RNA

https://www.cepheid.com/en-US/tests/blood-virology-womens-health-sexual-health/xpert-hcv-info.html

• Fingerstick using 
deep lancet 

• Valid for clinical use 
up to  4 hours 

• Load into cartridge with 
specialized pipette with 
overflow valve

• Load into Xpress system
• 60-minute runtime 
• Positive tests may result 

as soon as 41 minutes
• Qualitative result



POC HCV Testing in Supervised 
Injecting Facilities

MacIsaac MB et al, Int J Drug Policy, 2024; Lettner B et al, Lancet Reg Health Am, 2023



POC HCV Testing to Enhance 
Treatment Uptake in Prison

Sheehan Y et al, Journal of Hepatology 2023





AASLD/IDSA HCV Test and Treat Algorithm

https://www.hcvguidelines.org/

Summary of Footnotes:
*AST/ALT and PLT can be deferred if drawn in 
past 6 months or if TE done
** Guidance for immediate treatment or 
treatment after HBSAg results are obtained 



Approximately 11,500 people are living with active, 
untreated hepatitis C virus (HCV) in San Francisco;

an estimated 90% of those are people who inject drugs (PWID).

Facente SN et al, PLOS One, 2022

Hepatitis C Virus Prevalence in 
San Francisco



HCV prevalence in San Francisco 
overall and in subgroups

San Francisco Viral Hepatitis C 
Surveillance Report, 2023

https://www.sf.gov/resource/2024/viral-hepatitis-reports



Newly Reported Chronic Hepatitis C 
Cases by Neighborhood, 2023

https://www.sf.gov/resource/2024/viral-hepatitis-reports



Mobile Hepatitis C Screening 
and Treatment

•OraQuick® Rapid 
HCV Ab reactive
•Venipuncture for 
confirmatory HCV 
RNA testing  
performed

•HCV RNA + results 
disclosed
•Fibroscan performed
•Insurance information 
obtained and clinic 
forms completed

•Clinician telehealth visit
•Pre-treatment labs 
drawn (CBC, CMP, HIV, 
HBV serologies)
•Prescription sent to 
pharmacy

•DAA’s brought to pt 
•Clinician treatment 
start visit 
•Review individualized 
treatment plan

1 week1 week 1 week



“I think this is a fantastic 
program. I don't think I would 
have sought it out…. To be cured 
is huge.”

“I liked it. It was convenient and 
normally when I go to a doctor's office 
I wait an hour or 45 minutes, but I am 
seen sooner at the van.”

I was touched that UCSF has come 
to me because I would have not 

been able to go to them…

“I was touched that UCSF has 
come to me because I would 
have not been able to go to 
them…”

“How do you feel about 
completing treatment?”



Traditional Path From Testing to 
Treatment

HCV screening

Start DAAs

Pre-treatment 
labs

Results 
disclosure

Clinician visit, 
counseling, DAA 

prescription



DeLIVER Care Path From Testing to 
Treatment

HCV screening

Start DAAs

Pre-treatment labs, 
Clinician visit, 

counseling, DAA 
prescription

Results 
disclosure



Supplies Regulatory Staff Training Workflow Evaluation

POC HCV RNA Implementation 
Considerations



Regulatory

1. Federal CLIA Certification of Waiver
2. California State Laboratory Registration of Licensing
3. Result Reporting

• Positive HCV RNA results must be reported to local health 
authorities within one working day of identification as mandated by 
Title 17 of the California Code of Regulations (CCR) Section 2505

4. Personnel Training and Scope of Practice
• Authorized Personnel: Trained healthcare professionals, including 

MDs, APPs, RNs, LVNs, and MAs
• Non-Medical Personnel: Must complete appropriate training 

approved by the California Department of Public Health

5. Quality Assurance







Staff Training

• Key components
– Background on HCV
– Safety and quality assurance
– Specimen collection/fingerstick
– Test procedures
– Result interpretation 

– Results disclosure
– Compliance with local regulatory 

requirements
– Practice runs (hands-on)
– Proficiency testing

• Desired components
– Co-design with end users
– Flexibility of training options
– Provide SOPs
– Ongoing operator support
– Post-training review and re-training 





Evaluation

• HCV RNA POC Pilot Evaluation Goals
– Assess progress
– Identify opportunities for quality improvement
– Document implementation lessons learned to inform 

similar programs

• Formative Evaluation
– Interview staff and community 

partners



Initial Experience

ü Full run-through before first shift

ü On-site run-through of new workflow 
at each shift site

ü Planned for low-volume first 2-4 weeks

ü Adjust survey instruments based on 
feedback 

ü Manual result reporting while working 
on automated process 

RNA+

POC RNA

Screened

129

39 (30%)

312



Same Day Test-and-Treat:
Is it now feasible?



The No One Waits (NOW) Study

Morris MD & Price JC et al, JAMA Netw Open 2023  

Follow-upTreatmentScreening
• 2-step testing (POC 

Ab, venipuncture 
HCV RNA)

• Results disclosure 
~1 week after 
screening

• SAME-DAY treatment 
initiation using donated 
SOF/VEL 

• Insurance authorization 
for remainder of 
treatment

• Follow-up check-ins every 
2 weeks 

• SVR (cure) testing after 
treatment completion



NOW Study Population

Morris MD & Price JC et al, JAMA Netw Open 2023  



*excludes 3 people with incomplete blood draws at end of treatment
**includes 2 people with presumed reinfection post-treatment

Hepatitis C Treatment 
Outcomes

•ITT SVR12: 67%
•PP SVR12: 84%
•No adverse events 
causing premature tx
discontinuation
•No alterations in 
treatment based on pre-
treatment labs drawn day 
of SOF/VEL start

Median time from antibody screening to 
treatment initiation: 7 days (IQR: 6, 14 days)

Morris MD & Price JC et al, JAMA Netw Open 2023  



AASLD/IDSA HCV Test and Treat Algorithm

https://www.hcvguidelines.org/

Obstacles:
• Phlebotomy for HBsAg
• Same day medication
• Clinician availability
• Need for fibrosis staging



DAAs and Hepatitis B Reactivation 

•35 articles (1673 patients) with 
HBsAg+
•HBV reactivation defined as:
•reappearance of HBV DNA;
•HBV DNA ≥1-2 log increase from 
baseline

•Pooled HBV reactivation risk 
12% (95% CI 6-19)

Oh JH et al, J Pers Med, 2022 

HBV prevalence in US:
HCV: 0.7-5.8%

IDU: 4-12%

Lim JK et al, Am J Gastroenterol, 2020 



Time to Insurance-Provided DAAs

McGourty CA et al, Int J Drug Policy, 2025.

• 70% transitioned to 
insurance-covered SOF/VEL 
within two weeks
• 90% transitioned prior to 

completing treatment



Arshad U et al, CROI 2024



• Hepatitis C clinician off-site
• Case manager on-site facilitated the telemedicine encounter





Ioannou GN et al, Gastroenterology 2019

HCC After SVR: Pre-Treatment 
Cirrhosis and FIB-4 Predict Risk



High FIB-4 Before or After Cure is 
Associated with Elevated HCC Risk

HCC risk according to pre and post treatment FIB-4

Ioannou GN et al, Gastroenterology 2019, Reiberger T et al, J of Hepatol 2024

Early post-SVR decreases in FIB-4 (or liver stiffness) reflect decreased 
necroinflammation rather than true fibrosis regression



AG Singal et al, J of Hepatol 2022

Few studies evaluated surveillance outcomes in post-SVR setting

Meta-Analysis of HCC Surveillance 
in Cirrhosis

Mezzacappa C et al, JAMA Network Open 2024



HCC Surveillance Rates Are 
Suboptimal

Kim NJ et al, AJG 2020



Unmet Needs in Post-SVR HCC 
Surveillance

• Better screening methods

• Better HCC risk prediction models post-SVR
– Patients several years post-cure
– Patients with pre-treatment indeterminate staging and risk 

factors for liver disease progression
– Patients with unclear fibrosis stage at time of HCV 

treatment

– Patients with metabolic comorbidities

• Better pre-treatment risk stratification
– Alternatives to venipuncture



Summary
• HCV is a significant cause of death globally; cure is lifesaving

• Treatment is much simpler than it was 10 years ago

• Reaching people with HCV requires thinking beyond a one-
size-fits-all approach

• Approaches to POC HCV RNA will vary based on setting 
needs and infrastructure

• Same day test-and-treat is feasible with POC HCV RNA
– Still requires venipuncture for HBV screening if not already done
– Still requires fibrosis staging



Summary

• More resources are needed
– DAA access
– Staffing and support for
– counseling, clinician visits, and navigation while on treatment

• Additional tools are needed, including new innovations
– Long-acting injection formulations of DAA

– HCV vaccine
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