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A novel model to improve access to care for
patients with chronic hepatitis C attended in

behavioral health facilities

Abstract

Background: Chronic hepatitis C (C-HCV) is more prevalent in individuals with behavioral
health (BH) diagnoses and those on opioid replacement therapy than in other groups.
Accordingly, our aim was to evaluate the effect of C-HCV treatment on the quality of
life (QOL) of individuals receiving opioid replacement therapy in a newly created C-HCV
clinic attached to the methadone clinic in our 338 beds and 355,702 annual outpatient visits
community hospital, serving the population of East Harlem, New York City, where it is
located.

Methods: Adult patients with behavioral health diagnoses were screened for C-HCV upon
entry to the hospital and were referred for evaluation and treatment, as appropriate.

The effect of treatment of C-HCV on the quality of life (QOL) was assessed by a
questionnaire in which a maximum score of 174 is the worst QOL, and a score of zero is the
best, at baseline, and at least 12 weeks post treatment.

Results: Three hundred and eighty-seven patients with behavioral health diagnoses were
screened. One hundred and fifteen of them had confirmed C-HCV. Twenty-one of those
patients had attended the BH HCV clinic. Fourteen additional patients were evaluated at
a later date. Nineteen patients agreed to participate in the QOL study. Of these, 15 (79%)
completed therapy and were cured. A marked improvement in their QOL scores was
documented at least 12 weeks after treatment.

Conclusion: A model of care that includes C-HCV treatment in BH facilities leads to
adherence to therapy and cure, which is associated with improved QOL and should be the
standard practice.
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Introduction

Chronic hepatitis C viral (HCV) infection is a major contributor
to morbidity and mortality in the United States, prompting
recommendations from the United States Preventive Services Task
Force (USPSTF) to screen all adults starting at the age of 18 and
annual screening for persons who inject drugs.! According to the
National Survey on Drug Use and Health, heroin use has increased
across the US amongst men and women of all income levels and
age groups.? Intravenous drug use accounts for approximately 70%
of new HCV infections.> The prevalence of C-HCV in individuals
with behavioral health (BH) diagnoses is 17.4%,° higher than that of
the general population in both groups. Accordingly, the aim of this
study was to establish a service in BH and the methadone clinic at
a community hospital in East Harlem, New York, and to assess the
effect of C-HCV treatment with standard medications on quality of
life (QOL)* of the patients treated.

Methods

Patients with BH diagnoses (e.g. depression, schizophrenia,
bipolar disorder) were screened for C-HCV at any point of entry to the

hospital and were referred to hepatology for evaluation and treatment
as appropriate. A C-HCV clinic was established in physical proximity
to the methadone clinic. The clinic was attended by two hepatologists
in collaboration with the chief of psychiatry, the internist from BH,
and the head nurse from the methadone clinic.

The head nurse referred patients who tested positive for hepatitis
C RNA by polymerase chain reaction (PCR) to the C-HCV clinic.
Patients were evaluated by the hepatologists who performed a complete
liver disease evaluation in preparation for the treatment of HCV. The
study on quality of life (QOL) was presented to the patients, and, if
interested, consent was obtained. The study consisted of completing a
questionnaire adopted from another study on quality of life on patients
with chronic liver disease composed of questions driven by patient
symptomatology. Results of this questionnaire are used to assess QOL
in patients with liver disease,® in which a maximum score of 174=
worst QOL, and 0= best. Patients completed the questionnaire prior
to initiation of treatment, at the end of treatment (EOT), and at 12
weeks post treatment.* The study was approved by the Institutional
Review Board.

Results

Of the 387 patients with dual diagnoses, i.e., substance abuse
and a mental health disorder, screened from January 2017 to March
2019, 241 had detected anti HCV antibodies. One hundred and fifteen
of the 387 (29.7 %) had confirmed C-HCV by PCR. Of these, ten
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were co-infected with the human immune deficiency virus (HIV) and  during several attempts, IV) 21 were referred to the established BH
were linked to the HIV service (Figure 1). The rest of the patients HCV clinic, where 14 additional patients on opioid replacement
with C-HCV, 105, were referred as follows: 1) 67 were referred to  therapy who had been previously diagnosed with C-HCV were also
gastroenterology or hepatology clinics, none of whom kept the attended, making the total number of patients evaluated at the C-HCV
appointment, IT) three declined referral, IIT) 18 could not be reached = BH clinic 35 (Figure 2).
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Figure | Patients with BH diagnosis screened for HCV.
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Figure 2 Patients had improved QOL with C-HCV cure (green).

Nineteen of the 35 subjects on opioid replacement therapy agreed
to participate in this study. Fourteen (70 %) were men, 11 (57.8%)
were of Hispanic ethnicity, two were African American, and the
rest were white. Only six patients (31%) were in the baby boomers
category, defined by the United States Census Bureau, as individuals
born between 1945-1965, and the rest were born after 1965.
Fifteen patients (79%) completed treatment and achieved sustained
virological response (SVR), defined as negative HCV RNA in serum
twelve weeks after completion of treatment (SVR 12) and consistent
with cure.” Median QOL score went from 50 at baseline (range 16-
150) to 28 (range 0-67) at the end of treatment (EOT), and to 11 (range
0-37) at SVR 12 consistent with an improvement in their QOL (Figure
2). The remaining four patients moved to another program and did not
return for follow up.

Discussion

Two major goals were accomplished in this study, one was the
successful establishment of a C-HCV clinic attended by hepatologists
in behavioral health, and the other one was the linkage to care of
patients with C-HCV in the same place where they were receiving
their medication (i.e. methadone) for addiction treatment (MAT)
where they were treated and cured of their infection.

It is estimated that there are 3.5 million persons infected with the
hepatitis C virus in the United States, including 2.7 million in the
general population,® and 800,000 incarcerated, institutionalized, or
homeless persons.® An estimated 50% of infected individuals do not
know that they have C-HCV.”

Screening for C-HCV is recommended because benefits of
treatment include reduction of the risk of death from complications
of liver disease, including hepatocellular carcinoma and all-cause
mortality, as well as the potential public health benefit of reducing
transmission through treatment because of viral clearance.'

The virus’s main route of transmission is through exposure to
infected blood via transfusion of blood and other products. Intravenous
drug use (IVDU) accounts for at least 60% of acute HCV infections
in the United States.® Other modes of transmission include vertical
transmission, contaminated devices shared for non-injection drug
use (e.g., straws used in sniffing cocaine), and sexual transmission,
which is generally low except among HIV-infected men who have
unprotected sex with men.’

EOT N=15 mSVR 12 (at least)

Prior to the approval of direct acting antivirals (DAAS), patients
with C-HCV, who generally had impaired quality of life,'® were
treated with regimens that included interferon and ribavirin, which
were associated with considerable side effects, including fatigue,
depression, and anemia.!" The availability of DAAs has changed
the approach to patients with C-HCV and their experience during
treatment. These medications result in relatively rapid clearance of
the virus and increased patient satisfaction and improvement in the
QOL in general."

One of the aims of this study was to educate patients about
C-HCV treatment, including the absence of injectable medications in
current regimens, and the high probability of cure in association with
shortened duration of treatment; although not all the patients wanted
to be treated, we hoped that the information they received may assist
them in reconsidering treatment.

Linkage to care in the established BH HCV clinic was associated
with 80% adherence to treatment with resultant cure in 100% of the
patients. It is noted that BH diagnoses in association with addiction
impede the patients’ ability to commit to complicated clinic referral
processes and appointments.'?> Accordingly, the hepatology fellow
focused on the development of the outpatient C-HCV in behavioral
health, and was always available to see patients in the clinic at any
time during its hours of operation, if they agreed or requested to be
evaluated. The presence of the hepatologist near the physical space of
the methadone clinic gave the patients the opportunity to talk to the
physician about the indications for treatment and the real possibility
of cure without a pre-arranged appointment. The ample time that the
dedicated hepatologist provided the patient for conversation allowed
for the development of a personalized teaching process and treatment
plan. The consistent availability of the hepatologist who worked in
close connection with the head nurse fomented trust and improved
adherence to treatment of HCV.

In addition, nurses and counselors who had been trained by the
hepatologist on the use of liver models of disease educated the patients
about C-HCV and its complications. Word of mouth among patients
stimulated self-referral, as patients heard from each other that they
had a good experience.

In spite of the presence of a C-HCV clinic in BH, patients required
reminders to attend the clinic. The hepatologists called all patients
who agreed to share their contact numbers to ensure that no one was
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lost to follow up or missed laboratory tests. Unfortunately, patients
who changed their methadone program did not follow because of a
change in geographic location.

Treatment was associated with a 100% cure rate from C-HCV,
similar to that documented in patients who are not on medications for
addiction treatment. This result provides further evidence to support
the safety and efficacy of direct acting agents (DAA) in treating
hepatitis C in a population that experiences occasional relapses in drug
use, including heroin and cocaine. In this regard, some of the patients
reported having used other illicit drugs during treatment; the fact that
they still responded to DDA therapy supports the recommendation
that treatment of C-HCV in patients who actively use drugs is feasible
and efficacious.”® This statement should not be confused with an
encouragement to proceed with drug use; it is information that can be
used to encourage patients to get treated with the real possibility of a
cure and improvement of quality of life, which may improve their self-
esteem. The cure of C-HCV may facilitate the participation of patients
who continue to use drugs in needle exchange programs because they
were educated about the risk of reinfection by participating in high
risk behavior, including the sharing of drug use paraphernalia.

Among the 35 individuals who attended the C-HCV clinic in BH,
19 agreed to participate in the QOL study. The majority, almost 80%,
was adherent to therapy, and all the patients achieved SVR12 with
improved QOL. The improvement in the quality of life in association
with treatment of C-HCV might have been related to the systemic
deleterious effect of C-HCV infection, as already documented;' in
addition, we speculate that improved self-esteem emerging from the
experience of a cure had a positive impact on their daily life.

Although the study is limited by its small sample size, we introduce
this model as a successful one because approximately 80% of patients
who had been living with C-HCV for years were treated and cured,
with significant QOL improvement in 100% of the treated group.

Conclusion

A fruitful collaboration between BH and hepatology led to
the treatment of patients with C-HCV on medication for addiction
treatment with methadone, associated with cure and improved QOL.

A model of care that incorporates HCV treatment in BH facilities
should be the standard practice.

Acknowledgments
We thank Gilead Sciences, Inc. for the institutional grant support.
Conflicts of interest

Authors declare that we have no conflicting interests.

Funding

Supported, in part, by Gilead sciences, Inc.

Copyright:
©2021 Shady etal. 77

References

1.

12.

14.

US Preventive Services Task Force, Owens DK, Davidson KW, et al.
Screening for Hepatitis C Virus Infection in Adolescents and Adults:
US Preventive Services Task Force Recommendation Statement. JAMA.
2020;323(10):970-975.

Jones CM, Logan J, Gladden RM, et al. Vital Signs: Demographic and
Substance Use Trends Among Heroin Users — United States, 2002—-2013.
MMWR Morb Mortal Wkly Rep. 2015;64(26):719-725.

Nelson PK, Mathers BM, Cowie B, et al. Global epidemiology of hepatitis
B and hepatitis C in people who inject drugs: results of systematic reviews.
Lancet. 2011;378(9791):571-583.

Younossi ZM, Guyatt G, Kiwi M, et al Development of a disease specific
questionnaire to measure health related quality of life in patients with
chronic liver disease. Gut. 1999;45(2):295-300.

. Denniston MM, Jiles RB, Drobeniuc J, et al. Chronic hepatitis C virus

infection in the United States, National Health and Nutrition Examination
Survey 2003 to 2010. Ann Intern Med. 2014;160(5):293-300.

Edlin BR, Eckhardt BJ, Shu MA, et al. Toward a more accurate estimate
of the prevalence of hepatitis C in the United States. Hepatology.
2015;62(5):1353-1363.

Holmberg SD, Spradling PR, Moorman AC, et al. Hepatitis C in the
United States. N Engl J Med. 2013;368(20):1859-1861.

Hellard ME, Hocking JS, Crofts N. The prevalence and the risk behaviours
associated with the transmission of hepatitis C virus in Australian
correctional facilities. Epidemiol Infect. 2004;132(3):409-415.

Schmidt AJ, Falcato L, Zahno B, et al. Prevalence of hepatitis C in a
Swiss sample of men who have sex with men: whom to screen for HCV
infection? BMC Public Health. 2014;14:3.

. Cossais S, Schwarzinger M, Pol S, et al. Quality of life in patients with

chronic hepatitis C infection: Severe comorbidities and disease perception
matter more than liver—disease stage. PLoS One. 2019;14(5):¢0215596.

. Younossi ZM, Stepanova M, Marcellin P, et al. Treatment with ledipasvir

and sofosbuvir improves patient—reported outcomes: Results from the
ION-1, -2, and -3 clinical trials. Hepatology. 2015;61(6):1798—1808.

Malespin M, Harris C, Kanar O, et al. Barriers to treatment of chronic
hepatitis C with direct acting antivirals in an urban clinic. 4nn Hepatol.
2019;18(2):304-309.

. Martin NK, Hickman M, Hutchinson SJ, et al. Combination interventions

to prevent HCV transmission among people who inject drugs: modeling
the impact of antiviral treatment, needle and syringe programs, and opiate
substitution therapy. Clin Infect Dis. 2013;57 Suppl 2(Suppl 2):S39-S45.

National Academies of Sciences, committee on a national strategy for the
elimination of hepatitis B and C, board on population health and public
health practice: a national strategy for the elimination of hepatitis B and C:
phase two report National Academies of Sciences, committee on a national
strategy for the elimination of hepatitis B and C, board on population
health and public health practice: a national strategy for the elimination of
hepatitis B and C: phase two report. Washington, DC: National Academies
Press; 2017.

Citation: Shady A, Santiago M, Totouom-Tangho H, et al. A novel model to improve access to care for patients with chronic hepatitis C attended in behavioral
health facilities. Gastroenterol Hepatol Open Access. 2021;12(3):74-77.DOI: 10.15406/ghoa.2021.12.00459


https://doi.org/10.15406/ghoa.2021.12.00459
https://pubmed.ncbi.nlm.nih.gov/32119076/
https://pubmed.ncbi.nlm.nih.gov/32119076/
https://pubmed.ncbi.nlm.nih.gov/32119076/
https://pubmed.ncbi.nlm.nih.gov/32119076/
https://www.cdc.gov/mmwr/preview/mmwrhtml/mm6426a3.htm
https://www.cdc.gov/mmwr/preview/mmwrhtml/mm6426a3.htm
https://www.cdc.gov/mmwr/preview/mmwrhtml/mm6426a3.htm
https://pubmed.ncbi.nlm.nih.gov/21802134/
https://pubmed.ncbi.nlm.nih.gov/21802134/
https://pubmed.ncbi.nlm.nih.gov/21802134/
https://pubmed.ncbi.nlm.nih.gov/10403745/
https://pubmed.ncbi.nlm.nih.gov/10403745/
https://pubmed.ncbi.nlm.nih.gov/10403745/
https://pubmed.ncbi.nlm.nih.gov/24737271/
https://pubmed.ncbi.nlm.nih.gov/24737271/
https://pubmed.ncbi.nlm.nih.gov/24737271/
https://pubmed.ncbi.nlm.nih.gov/26171595/
https://pubmed.ncbi.nlm.nih.gov/26171595/
https://pubmed.ncbi.nlm.nih.gov/26171595/
https://pubmed.ncbi.nlm.nih.gov/23675657/
https://pubmed.ncbi.nlm.nih.gov/23675657/
https://pubmed.ncbi.nlm.nih.gov/15188710/
https://pubmed.ncbi.nlm.nih.gov/15188710/
https://pubmed.ncbi.nlm.nih.gov/15188710/
https://pubmed.ncbi.nlm.nih.gov/24393532/
https://pubmed.ncbi.nlm.nih.gov/24393532/
https://pubmed.ncbi.nlm.nih.gov/24393532/
https://pubmed.ncbi.nlm.nih.gov/31050687/
https://pubmed.ncbi.nlm.nih.gov/31050687/
https://pubmed.ncbi.nlm.nih.gov/31050687/
https://pubmed.ncbi.nlm.nih.gov/24710669/
https://pubmed.ncbi.nlm.nih.gov/24710669/
https://pubmed.ncbi.nlm.nih.gov/24710669/
https://pubmed.ncbi.nlm.nih.gov/31053544/
https://pubmed.ncbi.nlm.nih.gov/31053544/
https://pubmed.ncbi.nlm.nih.gov/31053544/
https://pubmed.ncbi.nlm.nih.gov/23884064/
https://pubmed.ncbi.nlm.nih.gov/23884064/
https://pubmed.ncbi.nlm.nih.gov/23884064/
https://pubmed.ncbi.nlm.nih.gov/23884064/
https://pubmed.ncbi.nlm.nih.gov/28737845/
https://pubmed.ncbi.nlm.nih.gov/28737845/
https://pubmed.ncbi.nlm.nih.gov/28737845/
https://pubmed.ncbi.nlm.nih.gov/28737845/
https://pubmed.ncbi.nlm.nih.gov/28737845/
https://pubmed.ncbi.nlm.nih.gov/28737845/
https://pubmed.ncbi.nlm.nih.gov/28737845/
https://pubmed.ncbi.nlm.nih.gov/28737845/

	Title
	Abstract
	Keywords
	Abbreviations
	Introduction
	Methods
	Results
	Discussion
	Conclusion
	Acknowledgments
	Conflicts of interest 
	Funding
	References
	Figure 1
	Figure 2

