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Dear Ms. Baldwin:

On behalf of the HIV+Hepatitis Policy Institute, an organization advocating for quality and
affordable healthcare for people and communities affected by HIV, viral hepatitis, and other
serious and chronic health conditions, we thank you for the opportunity to comment on
CMS’s update of the National Coverage Determination (NCD) for hepatitis C screening. In
June 2021, HIV+Hep, along with the National Viral Hepatitis Roundtable, Caring
Ambassadors Program, NASTAD, and The AIDS Institute, formally requested this
reconsideration [1], and we are grateful that CMS has initiated the process.

The current NCD was finalized in 2014 and reflects the treatment landscape, testing
technology, and evidence of more than a decade ago. Since that time, curative direct-acting
antivirals (DAAs) have become the standard of care, CDC and USPSTF have recommended
universal adult screening, and new rapid, point-of-care and self-testing technologies have
emerged. Telehealth, now used far more widely than in 2014, allows people screened in
community and correctional settings to access treatment without a traditional in-person
office visit. Together, these changes have transformed the potential for broad access by
Medicare beneficiaries to screening and curative treatments.

The March 2020 USPSTF recommendation for universal screening of adults 18-79 is the
foundation of the National Coverage Analysis. The current NCD, issued in 2014, only
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addresses “high-risk” adults and those who were born between 1945 and 1965. Many years
have passed since the USPSTF recommendation was updated, and CMS’s NCD must now
follow. Asyou do this, we urge CMS to ensure expanded coverage is implemented in ways
that benefit the greatest number of Medicare beneficiaries. Therefore, we urge CMS to (1)
not limit screening to primary care settings; (2) allow for self- and home-based testing as
they become available; and (3) not require documentation of risk to access repeat testing.

Hepatitis C and the Medicare population

Hepatitis C in Medicare is not primarily a disease of people aged over 65. An analysis of
Medicare claims found that only 28 percent of beneficiaries with chronic hepatitis C
gualified on the basis of age alone, while 63 percent qualified due to disability. They
averaged 57 years of age, 14 years younger than other beneficiaries, and carried a much
heavier burden of comorbidities [2].

Failure to screen and delayed screening fall hardest on Medicare and other public programs.
Untreated infection progresses silently towards cirrhosis, liver cancer, and transplantation,
and when it is found, people are more likely to have aged into Medicare or qualified through
disability, with the costs of advanced liver disease falling heavily on Medicare, Medicaid, and
correctional health systems. Yet Medicare is well positioned to turn a diagnosis into a cure,
with the highest rate of viral clearance of any payer in CDC’s clearance cascade [3].

The evidence shows that broader screening is cost-effective. In the DETECT Hep C
randomized trial in three hospital emergency departments, offering testing to every patient
identified more infections than testing only those reporting risk factors [4]. Modeling based
on the trial found that universal ED screening diagnosed and cured more infections and
prevented more deaths than risk-based or no screening, and that no screening was more
costly than universal screening [5].

Do not limit screening to primary care settings

The current NCD covers screening only when it is ordered by the beneficiary’s primary care
provider in a primary care setting. We urge CMS to cover screenings ordered or furnished
by any Medicare-enrolled provider in any clinically appropriate setting. This should
include, at a minimum, safety-net settings such as federally qualified health centers and
Ryan White, rural, and homeless health clinics; mobile vans and other street outreach
settings; hospital inpatient, outpatient, and emergency departments; health department
and sexual health clinics; syringe services and other harm reduction programs; pharmacies;
correctional facilities and reentry programs; and community-based organizations. Retaining
a setting restriction imposes an insurance barrier on beneficiaries who may face out-of-



pocket costs as well as providers who cannot count on payment, and prevents Medicare
from screening the beneficiaries who are hardest to reach.

Non-traditional settings are key to reaching people most likely to have undiagnosed
hepatitis C, including people who use drugs, people who are unhoused, and people who
have been released from incarceration. Many are poorly connected or not at all connected
to primary care or traditional health care, but are reached very effectively through
emergency departments and trusted community-based organizations. This population is
large and growing, with an estimated 3.7 million people who inject drugs in the United
States in 2018, more than five times a previous estimate for 2011 [6]. Because hepatitis C is
part of a syndemic with HIV and substance use, settings that address these conditions
together are particularly efficient screening sites. One model estimated that from 2015 to
2019, injection drug use was associated with 120,000 overdose deaths, 17,000 new HIV
infections, and 144,000 new hepatitis C infections [7]. Researchers have noted that U.S.
payers generally do not cover HCV screening outside primary care, even though non-
traditional settings successfully identify infections in high-prevalence vulnerable populations
[8].

Hospital emergency departments are an important example of a non-traditional setting.
Many people with undiagnosed HCV use emergency departments as their only regular point
of contact with the health system. In the DETECT trial, offering testing to all emergency
department patients found more infections than risk-based testing [4], and modeling based
on the trial found universal screening cost-effective [5]. Emergency departments are also a
clear example of a setting where providers may not have an ongoing relationship with a
patient, yet which is a critical, cost-effective setting for diagnosis of HCV.

The evidence from community settings is equally strong. A systematic review and meta-
analysis found that approaches that simplify testing, including opt-out screening, point-of-
care antibody testing, and reflex RNA testing, significantly improved testing, and that
integrated care and patient navigation improved treatment uptake [9]. In rural New
Hampshire and Vermont, a community-designed testing program engaged people who
inject drugs who had been poorly served by more traditional health care [10].

A setting-neutral NCD is also consistent with the CDC recommendation that anyone who
requests hepatitis C testing should receive it, even if no risk is disclosed [11].

Telehealth is extending what screening can achieve outside the primary care setting
The wider availability of telehealth has changed hepatitis C care models in ways that make

the NCD’s setting restriction even harder to justify. Until recently, a positive result in a
community setting usually meant a referral to a specialist, and many patients were lost to



follow-up at this stage. Innovative programs now can combine screening in community and
street settings with treatment delivered remotely, so that a person can be tested,
diagnosed, and started on curative treatment without ever stepping into a specialist’s office.

Berkshire Harm Reduction in Massachusetts has fully integrated HCV testing and treatment
into its harm reduction services using telehealth, a model the state’s Department of Public
Health highlights in its hepatitis C best practices toolkit [12]. Clients are screened at the
syringe services program, positive antibody tests lead to RNA confirmatory testing, pre-
treatment labs are drawn onsite, the prescriber sees the client by a telehealth visit including
an assessment for PrEP, and a specialty pharmacy delivers the medication to the program,
with a navigator supporting adherence and follow-up.

In a randomized trial in rural northern New England, Baystate Health and Tufts University
found that mobile telemedicine at syringe service sites was associated with higher rates of
treatment initiation and viral clearance among rural people who inject drugs than traditional
care [13].

Correctional systems have used the same approach in a setting where the unmet need is
substantial, and where screening and linkage before release can mean that Medicare
beneficiaries, who lose their coverage while incarcerated, are already diagnosed and on a
path to curative treatment after release. Roughly 1.4 million people were held in federal and
state prisons in 2019 [14], with 15.2 percent of people in state prisons estimated to be HCV
seropositive and 8.7 percent of people in state prisons living with viremic hepatitis C, nearly
nine times the prevalence in the general population [15]. Since 2010, the University of
Illinois at Chicago has partnered with the lllinois Department of Corrections to provide HIV
and hepatitis C specialty care by telehealth in state prisons [16], and a telehealth treatment
protocol in the Virginia Department of Corrections reported a 97 percent cure rate among
over 600 people completing treatment [17]. California’s provision of opt-out testing to
everyone entering state correctional facilities without regard to known risk factors has
improved equitable access to treatment, particularly for people who use drugs [18].

Each of these models begins with screening outside the primary care setting. We urge CMS
to clarify that screening is covered when ordered by a clinician seeing the patient remotely
by telehealth.

Repeat screening, risk, and stigma
Many people are reluctant to disclose substance use or other stigmatized practices to their

providers. We urge CMS not to reinforce stigma by requiring beneficiaries to attest to, or
clinicians to document, these risk factors as a condition of repeat screening.



USPSTF recommends periodic screening of people with continuing risk for HCV [19], and, as
discussed below, clinical guidelines now recommend at least annual screening for several
groups, and every six months for dialysis patients [20, 21]. We urge CMS to cover repeat
screening at the frequencies recommended in current guidelines, rather than relying on a
frequency restriction such as a once-a-year cap. Requirements to elicit risk factors may
deter exactly those people most in need of screening, and questions about substance use at
triage often do not receive meaningful answers, as noted in commentary on the DETECT
study [22]. AASLD/IDSA recommendations note that many people at greatest risk “do not
readily report their highly stigmatized risk activities,” and that 15-25 percent of people with
previously undiagnosed HCV would be “missed by even perfect implementation of risk-
based testing” [20]. There is substantial benefit to frequent testing. CDC researchers found
that testing people who inject drugs every six months, combined with treatment, could
reduce hepatitis C prevalence by up to 45 percent and related deaths by 42 percent over ten
years, with a modest increase in total costs [23].

CMS should also replace references to persons at “high risk” with “increased risk” and
align the definition of risk with CDC’s current recommendations, which call for testing all
persons with risk factors regardless of age or setting [11], rather than limiting “high risk” to
injection drug use and transfusion before 1992. As we noted in our comments on the PrEP
NCD, many people who would benefit from a preventive service do not see themselves as
being at high risk, and some providers stigmatize those seen as high risk.

CMS also asked specifically for evidence related to screening intervals for those at increased
risk. The evidence supports the frequencies set in current clinical guidelines rather than a
fixed cap. AASLD/IDSA guidance recommends at least annual testing for people who inject
drugs, men living with HIV who have condomless sex with men, and men on PrEP, with more
frequent testing when risk warrants it. Given high reinfection rates of about 6 per 100
person-years, annual RNA testing is also recommended for people who continue to inject
drugs after the completion of curative treatment [20, 24]. CDC already recommends testing
every six months for hemodialysis patients [21], showing that a once-a-year limit is too low
for some groups with ongoing exposure. The NCD should cover repeat screening, including
RNA testing after curative treatment, at the frequencies recommended in current clinical
guidelines.

Finally, the NCD should cover screenings during each pregnancy, as recommended by CDC,
and, because CDC sets no upper age limit, the NCD should at a minimum cover screening of

beneficiaries 80 and older at the beneficiary’s request [11].

Allow for new testing modalities



Our 2021 request asked CMS to account for new testing modalities, including rapid point-of-
care and self-tests. Conventional testing often requires multiple visits, as a reactive
antibody test requires confirmatory RNA testing whose results often arrive after the patient
is no longer on-site. Data show very substantial loss to follow-up, with only 62-68 percent of
patients completing the full testing process when a second visit was required [25]. Point-of-
care testing can make diagnosis and linkage to care possible in a single visit.

Self-testing and home collection offer similar advantages to beneficiaries with disabilities,
those in rural areas or with limited access to transportation, and people who are
discouraged by stigma. WHO recommended HCV self-testing in 2021 and prequalified the
first HCV self-test in 2024 [26], and dried blood spot samples self-collected at home have
been shown to detect HCV RNA [27]. The current NCD, however, limits screening coverage
to FDA-approved or cleared laboratory tests and ties screening to a primary care visit. We
encourage CMS to allow the NCD to encompass FDA-authorized point-of-care, self-testing,
and home testing as they become available, as well as to cover confirmatory RNA testing
following any reactive screening result, including self-tests or rapid tests.

Coverage must keep pace with scientific innovation and evidence-based guidelines

USPSTF and CDC both updated HCV screening recommendations in 2020, yet Medicare
coverage still reflects the 2014 NCD. Our request for reconsideration was filed in June 2021,
but this analysis will only be completed in June 2027. When USPSTF or CDC updates HCV
screening recommendations, or FDA authorizes new tests, those changes should be
incorporated into Medicare coverage without delay, just as the HIV pre-exposure
prophylaxis NCD extends to any future FDA-approved PrEP drugs without requiring a
separate NCD [28]. Medicare beneficiaries should not have to wait years for access to
scientific innovation, especially for a curable disease that remains one of the deadliest
infectious diseases in the United States [29].

Conclusion

CDC has reported that hepatitis C kills more Americans than sixty other notifiable infectious
diseases combined [29], and it still contributes to over 11,000 deaths a year [30], even
though it can be cured. Even now, over a decade after curative treatments have been
available, CDC found that only one in three people with evidence of infection had been
cured [3], and the number of US adults estimated to be living with HCV was 2.5 to 4 million
in 2017-2020, a prevalence unchanged from 2013-2016 [31]. Many of the easiest people to
reach, those in primary care and traditional health care settings, have already accessed
curative treatment. We urge CMS to issue this NCD without setting restrictions so that as
many Medicare beneficiaries as possible can access these curative treatments.



If you have any questions or comments, please contact Carl Schmid, HIV+Hepatitis Policy
Institute at cschmid@hivhep.org or (202) 462-3042, or Kevin Herwig, HIV+Hepatitis Policy
Institute at kherwig@hivhep.org or (617) 666-6634.

Sincerely,
La v/ C X o
Carl E. Schmid Il
Executive Director
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