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Hepatitis C is a Public Health Crisis in the United States

• Rate of reported acute hepatitis C cases 
increased 400% during 2010–2020

• Rates are highest among 20–39 year-olds

• Estimated 2.4 - 3 million (or possibly 
more) people living with hepatitis C

• About 40% of people with hepatitis C are 
unaware of their infection

Acute Infections

2020 data are provisional. Rates are per 100,000 population. 
Source: CDC, National Notifiable Diseases Surveillance System

Chronic Infections

Sources:  Hofmeister et al, Hepatology, 2018; 
Patel et al, CID, 2019; Ryerson et al, MMWR, 2020. 

Rates of reported cases of acute hepatitis C virus infection, by age group –
United States, 2005-2020

Slide credit: Division of Viral Hepatitis, CDC 



Hepatitis C Virus (HCV) Infection and Liver Disease

Untreated, chronic HCV infection leads to liver damage, liver cancer (HCC), and death

20-30% 
develop cirrhosis

1-5% incidence 
per year of HCC

Source:  www.hepatitis.uw.edu; HCC = hepatocellular carcinoma; ESLD = end-stage liver disease. 

Slide credit: Division of Viral Hepatitis, CDC 

But now it’s curable!

http://www.hepatitis.uw.edu/


Hepatitis C is now curable!  But the cure isn’t reaching everyone 

- Lack of awareness of condition in 40% of patients

- Lack of point-of-care diagnostics, 3 steps to treatment 
initiation and loss of contact 

- High cost of treatment

- Insurance prior-authorization requirements (liver 
damage, sobriety, specialists) 

- Treatment not routine part of primary care 

- Underserved and hard-to-reach populations:  
- People who inject drugs 
- Justice-involved populations

Slide credit: Division of Viral Hepatitis, CDC 



Hepatitis C Virus: Failure to Reach Most of Those Infected



Pilots show that this can work in the states

Louisiana, 

Medicaid cohort, 

2019-2021 

SVR = sustained 

virologic response

Acknowledgements: Louisiana Department of Health and Dr Risha Irvin, Johns Hopkins University  

66% 

88% 

90% 



Veterans’ Affairs Hepatitis C Elimination Program 

Veterans’ 

Administration, 

Hepatitis C 

elimination 

program (2014-

2021) 

Acknowledgements: Veterans’ Health Administration, Dr Tim Morgan, VA and Dr Pam Belperio, VA 



Other countries have embarked on national Hepatitis C elimination programs! 



A Proposed National Initiative on Hepatitis C 

“I would like, if it’s possible, to be as bold as possible and contemplate 
not just an effort that would improve the situation, but that would 

eliminate hepatitis C in the United States. That’s a scary word and 
obviously would require a huge investment to try to reach everybody.” 

-Francis Collins, March 8, 2023

“NOW, THEREFORE, I, JOSEPH R. BIDEN JR., President of the 
United States of America, by virtue of the authority vested in me by the 

Constitution and the laws of the United States, do hereby proclaim 
May 19, 2023, as National Hepatitis Testing Day. I encourage all 
Americans to join in activities that will increase awareness about 

viral hepatitis and what we can do to prevent and treat it.”

-President Joe Biden, May 18, 2023



Components of the National Initiative on Hepatitis C 

1) Point-Of-Care (POC) diagnostic tests
• RNA POC tests not  currently available in the 

United-States.

• Tests available outside of the US, including 
fingerstick sample collection

• Plan: leverage the RADx ITAP program to 
accelerate clearance and achieve 
reimbursement in the US.

• Enable hepatitis C single-visit “test and 
treat” programs to enhance cascade of care

Xpert HCV Viral Load test (manufactured by Cepheid, 
in use in Europe and Australia) is a point-of-care 
hepatitis C virus test that can detect active infection from 
a finger-stick sample of blood.



Components of the National Initiative on Hepatitis C 

2)  Providing broad access to curative hepatitis C 
medications

a) National subscription model
- Fixed sum for drug access negotiated by the US Government

- Follows Louisiana’s “Netflix Model” – but for the entire United States

- Drugs to be made available to Medicaid beneficiaries, justice-involved 
populations, individuals in opioid treatment programs, the uninsured, 
and American Indians and Alaskan Natives. 

b) Medicare Co-Pay Assistance
- Additional co-pay assistance is provided to Medicare beneficiaries for whom current costs are a barrier.

c)   Commercial insurance
- Private insurers will be strongly encouraged to increase coverage for hepatitis C testing and treatment, and to limit out-of-

Direct Acting Antivirals



3) Empower implementation efforts:

• Public awareness campaign

• Expansion of screening strategies and settings, 
especially for high-risk populations; 

• Expansion of the number of providers using 
innovative telehealth methods such as the ECHO 
program; 

• Expansion of the number of community health 
workers who can link people to care

Components of the National Initiative on Hepatitis C (cont.)



4) Possible clinical research components

• Treatment during pregnancy
• Vaccine development
• Implementation model research

Components of the National Initiative on Hepatitis C (cont.)
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Economic benefits of a Hepatitis C elimination program: new analysis
Chhatwal et al. (2023) NBER Working Paper

Hepatitis C-Related Complications Averted
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Economic benefits of a Hepatitis C elimination program: new analysis
Chhatwal et al. (2023) – NBER Working Paper
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PCORnet has been an important resource: 
- Executed a query to identify the volume of HCV tests conducted 
by participating health systems.
- The query also identified the number of co-infections with 
Hepatitis B virus. 
- A manuscript is under development. 
- Is engaging a select number of sites to support the ITAP clinical 
study for de novo clearance of a qualitative POC HCV test-to-treat 
platform
- Discussions are currently underway with 13 partner sites 

Important role for PCORnet ! 
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- Unless we take action, our system will be spending tens of billions of dollars for 

Hep C care over the coming decades – for people who are already infected.

- The current trends of Hepatitis C epidemiology in the United-States show that a 

cure is not sufficient to guarantee disease elimination 

We appreciate your support for efforts to eliminate this terrible disease and look 

forward to your questions.

Takeaways for the clinical trial community 
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