
September 24, 2025 

 

RE:  Comments for the September 2025 Centers for Disease Control and Prevention 

Meeting on how to leverage same-day diagnosis and treatment, and viral-first testing 

(Docket No. CDC-2025-0321) 

 

To Centers for Disease Control and Prevention (CDC), Department of Health and Human 

Services (HHS) 

  

Treatment Action Group appreciates the opportunity to submit public comments to the Centers 

for Disease Control and Prevention (CDC), Department of Health and Human Services (HHS) 

Meeting of September 16-17, 2025. 

 

Treatment Action Group (TAG) strongly supports accelerating the diagnosis of hepatitis C virus 

(HCV) infection in the United States through same-day diagnosis and treatment initiation as this 

is key to finding and linking people living with both acute and chronic HCV infection to care. 

2,463,700 people are currently estimated to be living with HCV in the United States.i According 

to a 2022 CDC Vital Signs report, less than 1 in 3 people with health insurance initiated HCV 

treatment within a year of diagnosis.ii The rate was even lower among people in state-administered 

Medicaid plans where less than 1 in 4 (23%) were treated within a year of diagnosis. Same-day 

diagnosis and treatment initiation is essential to addressing the huge loss to follow-up and meeting 

the 2030 HCV elimination goals of the Viral Hepatitis National Strategic Planiii and the World 

Health Organization. 

According to the 2023 Viral Hepatitis Surveillance report, there were 69,000 estimated acute HCV 

infections during 2023 — after adjusting for case under ascertainment and underreporting.iv High 

prevalence rates are reported in people who inject drugs, immigrants, people who are unstably 

housed, people in carceral settings, men who have sex with men and people with HIV. Most people 

in these population groups have several competing life priorities, are uninsured, and often face 

difficulties navigating the complex health system. Coupled with the fact that a person can have 

HCV for years — even decades — before experiencing symptoms, as symptoms sometimes appear 

when liver damage has occurred, viral first testing could be implemented, to ensure same-day 

diagnosis and treatment particularly in settings such as needle exchange programs, substance abuse 

treatment centers, and harm reduction programs which are frequented by people who inject drugs 

and people who are unstably housed as they are less likely to return for subsequent follow-up visits. 

Correctional facilities, especially jails, could also be leveraged to implement viral first testing as 

jails have a high number of admissions for shorter periods. 

 

 



According to the American Association for the Study of Liver Disease (AASLD) Guidelines, 

primary care providers can initiate HCV screening, conduct pre-treatment assessments for fibrosis, 

HIV and Hepatitis B co-infections, advanced liver disease, and treat and manage both acute and 

chronic HCV — with the exception of cases of decompensated cirrhosis, HIV coinfection, and 

end-stage renal disease or hepatocellular carcinoma (HCC) which must be referred to specialists.v 

Same-day diagnosis and treatment could also be maximized by ensuring that primary care 

providers are properly trained in HCV case management. 

Direct acting antivirals (DAAs) which cure HCV in 8-12 weeks with over 95% efficacy rates and 

have very minimal to no side effects have been available in the United States for about a decade. 

Yet HCV remains a major cause of HCC in the United States, with approximately 50-60% of HCC 

cases linked to HCV infection. In fact, 11,194 hepatitis C-related deaths were reported during 

2023. In 2024, one of the main barriers to same-day diagnosis and treatment initiation was 

eliminated with the Food and Drug Administration (FDA) granted market authorization for the 

GeneXpert (XpertⓇHCV) Point of Care diagnostic test, the first of its kind for HCV in the United 

States. One year later in June 2025, the Cure Hepatitis C Act of 2025, a bipartisan bill to establish 

a $9.8 Billion nationwide Hepatitis C Elimination Program was introduced in Congress.vi The 

legislation proposes a subscription-based model for HCV treatments, making them free to 

vulnerable populations, and also includes measures to scale-up testing, improve public health 

infrastructure, and reach hard-to-reach communities. Combined, these recent developments 

provide the perfect opportunity to implement same-day diagnosis and treatment and put the United 

States on the path to HCV elimination. 

For your upcoming meeting, TAG urges ACIP and all relevant authorities to stand firmly behind 

science, prevention, and the continued protection of our youngest and most vulnerable citizens by 

maintaining the universal hepatitis B birth dose. 

  

TAG urges the CDC and all relevant authorities to be cautious in moving forward with the viral-

first testing approach, and to optimize and tailor available resources to settings where they would 

be more efficient in ensuring same-day diagnosis and treatment as a one size-fits-all approach 

would not be the most efficient. 

For further information please contact: 

Joelle Dountio Ofimboudem 

Acting Hepatitis Project Director 

Treatment Action Group 

jdountio@treatmentactiongroup.org 

www.treatmentactiongroup.org 

  

# # # 

  

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


About TAG: Treatment Action Group (TAG) is an independent, activist and community-based 

research and policy think tank fighting for better treatment, prevention, a vaccine, and a cure for 

HIV, tuberculosis, and hepatitis C virus. TAG works to ensure that all people with HIV, TB, and 

HCV receive lifesaving treatment, care, and information. We are science-based treatment activists 

working to expand and accelerate vital research and effective community engagement with 

research and policy institutions. 
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