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Executive Summary

Hepatitis C virus (HCV) is highly prevalent in United States
prisons and jails, where rates of infection are 10 to 20
times greater than national levels and where more than
30% of all people living with HCV in the United States
will spend time in any given year. Rates are especially
high among people who inject drugs (PWID), a popula-
tion whose members are also likely to move between
carceral settings and the community. Thus, address-
ing HCV among incarcerated populations would have a
significant effect on transmission of the virus both inside
and outside of confinement and is a crucial part of any
HCV elimination strategy. Safe and effective HCV treat-
ment is available. Direct acting antivirals (DAAs), offered
in an 8-12 week course of oral treatment, cure HCV in
more than 90% of cases. Widespread testing and treat-
ment in prisons and widespread testing and treatment or
linkage to community care in jails is an essential public
health approach. But testing and treatment in confine-
ment lags behind medical guidance and public health
recommendations.

People incarcerated in prisons and detained in jails are
entitled to adequate health care, and the U.S. Constitution
prohibits deliberate indifference to their serious medical
needs. In recent years, lawsuits filed by people with HCV
in carceral facilities across the country have alleged viola-
tions of federal law for failure to provide DAA treatment.



Although litigation results have been mixed, settlement
agreements in states across the country have expanded
HCV testing and broadened access to DAA treatment.
These settlement agreements reflect a growing under-
standing that widespread testing and treatment is cost
effective, avoids the harmful health consequences of
disease progression, and meaningfully reduces commu-
nity transmission.

This white paper recommends model policies for pris-
ons and jails to expand HCV testing and DAA treatment.
The policy recommendations draw from relevant settle-
ment agreements and current medical guidelines, supple-
mented by input from public health experts, medical
professionals, and advocates. The paper proceeds as
follows:

e Part | describes the HCV epidemic in United States
prisons and jails, the recent sea change in treat-
ment protocols, and relevant clinical guidance and
public health recommendations.

e Partll sets out the legal landscape, including govern-
ing federal law and judicial decisions interpreting
that law in this context, and describes settlement
agreements in class action lawsuits addressing
DAA access.

e Finally, Part lll offers model policies for prisons
and jails to expand testing and treatment and to
support successful outcomes for people with HCV
in their custody.
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l. Hepatitis C Virus in United States
Prisons and Jails: A Crisis and an
Opportunity

Hepatitis C virus (HCV) affects millions of people in the
United States, and infection rates are rising. HCV dispro-
portionately affects people in prisons and jails, where
rates of infection are magnitudes higher than in the
community. If left untreated, HCV can have severe conse-
guences, including death. Fortunately, HCV can be cured
in most people. Direct-acting antiviral (DAA) treatment is
effective and safe, with minimal side effects and a rela-
tively short course of treatment. Costs of DAA treatment
continue to decrease. Current medical guidance unam-
bivalently recommends universal opt-out testing and DAA
treatment for HCV without restrictions. But most carceral
system practices fall short of this recommendation and,
where DAAs are available, prioritize treatment for people
with advanced liver disease. This is a missed opportunity.
Prisons and jails offer a crucial opportunity to test for
and treat HCV in the early stages of the disease, among
a high-risk, high-prevalence population, simultaneously
minimizing harm to individual patients and reducing
community transmission.

A. An Overview: Hepatitis C Virus Prevalence
in United States Prisons and Jails

Hepatitis C is a virus that infects the liver.' HCV is spread
through contact with blood from a person who is infected,
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most often through sharing needles used to prepare and
inject drugs.? For up to 20% of people exposed to the
virus, HCV is a short-term, “acute” iliness from which they
spontaneously recover—but during the period of often
asymptomatic infection, they may nonetheless spread
the virus to others.® Those who do not spontaneously
recover develop long-term, “chronic” infection, during
which the liver becomes progressively more damaged.
Chronic HCV can be lifelong if not treated and may cause
serious health problems, including: fibrosis of the liver,
when scar tissue replaces healthy tissue, reducing liver
function; cirrhosis, when scar tissue takes over most of
the liver; liver failure; liver cancer; and death.* Moreover,
active HCV infection increases a person's susceptibil-
ity to other ilinesses, including chronic kidney disease,”
depression,® neurological disorders,” malignancies,® and
other extra-hepatic manifestations.® Disease trajectory is
unpredictable, and the rate of disease progression varies
from person to person.'® But without treatment, HCV has
high rates of morbidity and mortality."

It is estimated that 2.4 million people in the United States
are living with HCV, but that number may be as high as
4.7 million; approximately half of people living with the
virus do not know that they are infected.’ The incidence
of HCV in the United States is increasing; the rate of new
infections reported to the Centers for Disease Control
and Prevention (“CDC") in 2018 was four times that
reported in 2010.™ The increased prevalence has been



most pronounced in states most affected by the opioid
epidemic,'* with studies pointing to “substantial, simulta-
neous increases” in acute HCV and admissions for opioid
injection.™ As injection drug use continues to drive new
infections, rates among young people, in particular, are on
the rise. The CDC's annual HCV data continues to show
highest rates of new infection, and lowest treatment rates,
among adults under 40.7

HCV is disproportionately prevalent in United States pris-
ons and jails compared to the general population. Recent
studies show that among incarcerated populations, HCV
antibody positivity rates, which indicate exposure to HCV,
range from 12 to 34%, more than 20 times the national
rate."”” Estimates suggest that approximately 30% of all
individuals living with HCV in the United States spend time
in a carceral setting in a given year.’® These high rates of
HCV in prisons and jails can be attributed primarily to the
ready transmission of HCV through injection drug use
and the high rates of incarceration among people who
inject drugs (PWID). Insufficient access to harm reduction
measures and non-commercial tattooing practices may
contribute to new transmission within carceral settings.™
The effects ramify outside prisons and jails. The young
PWID driving high rates of new infection in the United
States are also a population more likely to be in and out
of prisons and jails, likely without knowing that they have
contracted and may be spreading HCV. Recent short-term
incarceration is associated with an elevated risk of HCV



acquisition among PWID.?° And more than 90% of people
with HCV in prisons and jails are eventually released, risk-
ing further community transmission.?" Moreover, HCV is
disproportionately deadly in incarcerated populations.
In 2019, the HCV-related death rate for people in United
States prisons was more than double the rate for the
overall population, and more than 1000 people died in
prison of HCV-related causes between 2013 and 2019.%2

B. A Treatment Sea Change: From Interferon
to Direct Acting Antivirals

Until about a decade ago, a medication called interferon
was necessary for HCV treatment. A synthetic version of
interferon, which is made naturally by the body's immune
system, was given in the form of an injection to stimu-
late the immune system against the virus. By 2011, the
most common treatment regimen involved pegylated
interferon, administered via weekly injection, combined
with a daily oral dose of ribavirin, over a course of 24 to
48 weeks.? This regimen produced wide-ranging results,
with sustained virological response (or HCV cure?) in
anywhere from 30 to 90% of patients, depending on
HCV genotype and stage of liver disease.?> Barriers to
interferon-based treatment were significant. Pre-treat-
ment usually required virus genotyping and staging to
determine treatment course.?® Side effects could be
severe, including flu-like symptoms, lowered white blood
cell or platelet counts, and depression and other mood



disorders.?” Moreover, interferon and/or ribavirin were
contraindicated for many people.?®

During the interferon era, HCV treatment was often not
offered at all in prisons and jails. Even when offered, barri-
ers to treatment were exacerbated in those settings. For
example, before determining whether treatment could
begin, many systems required liver biopsies and/or
genotyping,?® procedures that can be more complicated,
and more often delayed, for people in custody than for
those in the community. Some carceral systems required
psychological screening before initiating treatment.2°
State prison systems often required a minimum remain-
ing sentence of 151to 18 months to ensure completion of
treatment and follow up, precluding treatment for people
with less, or uncertain, time remaining on their sentenc-
es.®! As one federal court of appeals described eligibility
for treatment in a state prison system during that period:
“The selection of patients for interferon treatment is highly
individualized and depends upon many factors. . . . [E]ven
if the appropriate threshold levels of inflammation and
filbrosis are present, treatment may be inappropriate if
the patient is too young or too old, had a previous organ
transplant, or suffers from depression, other mental
health problems, heart disease, or untreated chemical
dependency.”? Moreover, as of 2008, most states had not
established any program or protocols for HCV treatment
in their prison systems.*

IN2011, the HCV treatment landscape began to transform.
That year, the U.S. Food and Drug Administration began
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approving DAA medications for HCV to be administered
in combination with interferon.?* And in 2014, the FDA
began approving DAA drugs as a stand-alone treatment
option.*> DAAs directly target HCV at various stages of
the viral life cycle to inhibit virus production.?® DAAs are
now widely available, safe, and highly effective across
genotypes. More than 90% of people with HCV can be
cured with an 8- to 12-week course of oral DAA therapy.®’
Side effects are minimal, as are contraindications. DAA
treatment requires minimal pre-treatment testing and is
easily administered through daily pills. DAA treatment
not only cures HCV in the vast majority of patients, it
also reduces community transmission. Recent studies
show that successful DAA treatment is preventive,; that
is, DAA treatment scale up is associated with reduced
overall HCV incidence.® DAA treatment has also proven
cost-effective, reducing overall disease rates and avoid-
ing expensive later-stage care.*® This is increasingly true
as the costs of DAA treatment continue to decrease.®
DAAs have replaced interferon as the universal standard
of care for HCV.#'

C. Medical Standard of Care: Universal Testing
and Early-Stage DAA Treatment

The American Association for the Study of Liver Diseases
and the Infectious Diseases Society of America together
promulgate HCV Guidance: Recommendations for Test-
ing, Managing, and Treating Hepatitis C ("AASLD/IDSA



guidance” or “guidance”). This guidance offers “up-to-date
recommendations to healthcare practitioners on the opti-
mal screening, management, and treatment for persons
with HCV infection in the United States, considering the
best available evidence,*? including recommendations
for HCV testing and treatment in prisons and jails.®® It is
updated regularly—most recently in October 2022—to
reflect new data from peer-reviewed research.

The AASLD/IDSA guidance is the predominant guide to
appropriate HCV care in the United States. The CDC pres-
ents the AASLD/IDSA guidance as “Clinical Guidelines”
for HCV screening and management.* The most recent
(March 2021) version of the Federal Bureau of Prisons’
(FBOP) Clinical Guidance on the Evaluation and Manage-
ment of Hepatitis C Virus (HCV) Infection—guidance on
which many state prison systems base their own HCV
treatment protocols—credits the January 2021 AASLD/
IDSA guidance for its own 2021 revisions toward a simpli-
fied approach to testing and treating.*® (Note, however, that
the FBOP guidance does not fully align with the AASLD/
IDSA guidance.) And although the legal significance of the
guidance remains contested,*” several courts have recog-
nized the AASLD/IDSA guidance as the standard of care
that should guide HCV treatment in carceral settings.*

Universal Testing: The AASLD/IDSA guidance recom-
mends one-time, routine, opt-out HCV testing for all
people age 18 and older, and periodic repeat HCV testing



for people with risk activities, exposures, or conditions,
including “persons who were ever incarcerated.”” The
guidance recommends that prisons and jails implement
opt-out HCV testing.”® Generally, universal screening is
recommended “because of the known benefits of care and
treatment in reducing the risk of” serious illness or death,
as well as “the potential public health benefit of reducing
transmission through early treatment, viral clearance, and
reduced risk behaviors.”" Moreover, numerous studies
confirm that routine, one-time testing for all adults is cost
effective because it identifies “a substantial number of
HCV cases that would otherwise be missed.”? Routine
testing offers significant health care cost savings, “even
when linkage to HCV treatment after testing [is] poor and
the rate of HCV reinfection among injection drug users
lis] high.">® Studies similarly demonstrate that routine HCV
testing for people with risk exposure is cost effective
“because of increasing HCV incidence and prevalence
among people who inject drugs and the decreasing cost
of DAA therapy,” and because many people at greatest
risk for infection and transmission do not report “their
highly stigmatized risk activities.>* In that context, univer-
sal testing both casts a wider net and reduces the stigma
of risk activity-based testing.

The guidance's support for universal testing aligns with
the recommendations of other national health organi-
zations. The CDC advises screening all adult patients
at least once in their lifetime, as well as routine periodic



testing for people with risk factors.®® The U.S. Preventa-
tive Services Task Force's Recommendation Statement
on Screening for Hepatitis C Virus Infection in Teens
and Adults similarly recommends one-time screening
for all adults ages 18-79, as well as periodic screening
for people at continued risk.>®

Unrestricted Treatment: The AASLD/IDSA guidance
recommends DAA treatment for “all patients with acute
or chronic HCV infection, except those with a short life
expectancy that cannot be remediated” by treatment.”’
It explains: “[blecause of the many benefits associated
with successful HCV treatment, clinicians should treat
HCV-infected patients with antiviral therapy with the goal
of achieving [virologic cure], preferably early in the course
of chronic hepatitis C before the development of severe
liver disease and other complications.”® Early treatment
is associated with better outcomes, including higher
likelihood of cure and mortality reduction.®® Numerous
studies have shown meaningful reduction in liver-related
mortality when HCV is treated at the earliest stages.®® The
AASLD/IDSA guidance makes clear that DAA treatment
can and should be provided in prisons and jails, and that
testing and treatment in those settings, and linkage to
community care upon release, are key to HCV elimination
efforts.®’ This recommendation aligns with recent CDC
and World Health Organization guidance recommending
testing and treatment in primary care locations, including
carceral settings, in order to maximize access.%?



Since DAA treatment first became available, the infra-
structure necessary to implement universal treatment
has lagged: many health care systems lack the staff,
funding, and protocols to rapidly treat every patient with
HCV.%3 Moreover, the high market price of DAA drugs
made rapid treatment for all prohibitively expensive. In
2014, Sovaldi, one of the first drugs approved for DAA
treatment, cost $1,000 per pill and about $84,000 for a
typical course of treatment.®* In the early era of DAAS,
medical guidance and practice therefore often prioritized
treatment for those with the most advanced liver disease.

But prices have fallen markedly since then. In 2019, Gilead,
the originator company for several DAA drugs began
offering “authorized generics,” marketed by a subsidi-
ary company, at a list price of $24,000 for a course of
treatment.®> By 2020, the cost of WHO-recommended
DAA drugs in the United States ranged from approx-
imately $S17,965 to $111,659 per course of treatment,
with course-of-treatment costs less than $27,000 for at
least three of the major DAAs on the market.®® Now, years
after the introduction of DAA treatment for HCV, prices
are down to $20,000 and lower per course of treatment in
the United States. It seems likely that costs will continue
to decrease—indeed, elsewhere in the world, DAAs are
available for S60 per course of treatment, which is more
in line with estimated manufacturing cost-based prices
that, since the early days of DAA treatment, have gener-
ally been less than a couple hundred dollars per course
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of treatment, and sometimes far lower.®” But even at this
point treatment is clearly cost effective.®® Even as early as
2014, when drug costs were at their highest, DAA treat-
ment was shown to save money over the long run by
reducing the need for higher-cost later-stage interven-
tions like cirrhosis treatment and liver transplants.®®

As prices have continued to fall and studies repeatedly
confirm the safety and efficacy of DAA treatment, medi-
cal guidance and practice has explicitly shifted away
from prioritization.”® The current AASLD/IDSA guidance
explains that, at this juncture, there "have been oppor-
tunities to treat many of the highest risk patients and
accumulate real-world experience regarding the tolera-
bility and safety” of DAA treatment regimens.”" Moreover,
data demonstrates “the many benefits, both intrahepatic
and extrahepatic, that accompany HCV eradication.””?
For those reasons, the guidance no longer recommends
prioritization, and instead promotes DAA treatment for
all except those with short life expectancies that cannot
be remediated with treatment.”

Supporting Recommendations: Finally, the AASLD/IDSA
guidance offers recommendations to support the success
of testing and treatment programs. These supporting
recommendations include: counseling; interventions to
facilitate cessation of alcohol consumption; evaluation for
other conditions that can accelerate liver fibrosis, including
Hepatitis B and HIV; vaccination against Hepatitis A and
B; and education about how to prevent HCV transmission
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to others.” In jails, the guidance recommends coupling
testing and treatment with counseling and linkage to
follow-up community healthcare.” In prisons, the guid-
ance recommends “harm reduction and evidence-based
treatment for underlying substance use disorders."’®

MEDICAID COVERAGE FOR EARLY-STAGE DAA
TREATMENT

In the Medicaid context, states and courts alike have
recognized the benefits to early-stage DAA treatment.
In 2015, the Centers for Medicare & Medicaid Services
issued a letter to state Medicaid coordinators charac-
terizing DAA treatment for chronic HCV as “effective,
clinically appropriate, and medically necessary,” and
reproaching states for limiting treatment to bene-
ficiaries with more advanced fibrosis.”” Thereafter,
several state Medicaid programs removed categor-
ical barriers to treatment;’”® and in some states that
did not do so voluntarily, courts required such expan-
sion of coverage.”® As of 2022, fibrosis restrictions
for treatment remain in only two states; in all other
states, early-stage DAA treatment can be covered for
Medicaid recipients (although other restrictions, such
as prescriber requirements, may still apply).&°
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D. Lagging Implementation of Universal Testing
and Treatment in Prisons and Jails

In the early years after the introduction of DAAS, treat-
ment rates in United States prisons and jails were dismal.
A study of state prison systems found that, of the 41
states reporting data, less than 1% of incarcerated people
known to have HCV were receiving any form of treat-
ment as of January 1, 2015.8" That same study noted
that routine testing was generally not conducted; only
16% of responding prisons provided universal (opt-out)
antibody testing upon admission.82 During this time,
medical guidance and practice prioritized patients with
the greatest need, including those with advanced liver
fibrosis.® Carceral systems similarly prioritized patients
for DAA treatment based on disease progression,®* but
also imposed barriers to treatment untethered to medi-
cal guidance or disease progression. For example, some
systems required a year or more left on one’'s sentence
before beginning treatment®—an outdated timeframe
seemingly tied to the long period previously required to
complete interferon-based treatment. Other systems
apparently precluded treatment based on disciplinary
record,®® or required completion of lengthy alcohol- and
drug-treatment programs before initiating treatment.?’
Although cost alone cannot justify denial of necessary
medical care, it is true that the high price of DAAs at
that time functionally precluded universal treatment®®: for
many carceral systems, the cost of universal DAA treat-
ment would have outstripped entire healthcare budgets.®
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But even as DAA costs began to fall and medical guid-
ance shifted away from prioritization toward universal
testing and treatment, testing and DAA access in carceral
settings have continued to lag. To provide some of many
examples: In the Indiana prison system between April 1,
2077 and January 19,2018, only 41 of approximately 3,476
people identified as having chronic HCV had completed
or were receiving DAA treatment.?® In Tennessee, as of
July 2019, only approximately 10% of people known to
have HCV in the custody of the Tennessee Department
of Corrections had been prescribed DAAs.®"In 2021, only
13% of the more than 900 incarcerated people known to
have HCV in the Missouri prison system received DAA
treatment,’? New Hampshire treated only 22 of an esti-
mated 250 incarcerated people with HCV, and only 4% of
people with HCV in state custody in lowa received DAA
treatment.®® South Dakota treated just seven incarcerated
people in 2021, out of at least 382 known to have the
virus.?* Indeed, recent reporting on this issue indicates
thatas of 2021, at least a dozen states were treating fewer
than 20% of people with HCV in their custody.®® Today,
many systems maintain policies that prioritize treatment
for those with the most advanced liver disease,*® despite
evidence that treatment is likely to be most effective when
offered in the earliest stages of the disease,”” and many
continue to impose barriers to treatment unrelated to
disease progression.®®
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The failure to scale up HCV testing and treatment in pris-
ons and jails is a missed opportunity to cure people with
HCV and to prepare to meet the needs of future incar-
cerated populations. A “test all, treat all” approach when
combined with linkage to care at release substantially
reduces liver fibrosis severity and lifetime cumulative
prevalence of cirrhosis, and meaningfully increases the
proportion of lifetime sustained virological response.®
Prisons and jails offer a prime setting to identify and treat
the virus in a high-risk, high-prevalence population, often
at a time of relative stability from active substance abuse
and with support for adherence to treatment, which in
turn can reduce community transmission.’® When pris-
ons and jails endeavor to test for and treat HCV, outcomes
demonstrate that DAA treatment can be provided safely,
effectively, and with cure rates comparable to commu-
nity care.’® Successful models have included telehealth
linkages to specialists,'®? including Project ECHO in New
Mexico, through which health care providers in rural
settings are linked to specialists at the University of New
Mexico to support HCV care,'® as well as training for
primary care on-site practitioners.’™ Numerous studies
confirm that early-stage DAA treatment is a more cost-ef-
fective approach than treating advanced disease only, as
it improves quality of life and decreases health care costs
over the long term.’® From a public health perspective,
then, expanding testing and treatment in carceral settings
is essential.
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FUNDING FOR DAA TREATMENT

The price of DAAs has been a high barrier to universal
treatment in prisons and jails. Although DAA drugs
are now many-fold less expensive than they were a
decade ago, the medications remain costly.’® There-
fore, even as costs continue to decline, it is vital that
states direct additional funding to support testing
and treatment in prisons and jails and that efforts are
made on the state and federal level to reduce DAA
drug costs.’

Universal testing and early-stage DAA treatment are
cost-effective for communities in the long term.%8
States are likely to bear the downstream burden of
health care costs as people are released back into
the community, potentially spreading the virus and/
or suffering the individual health consequences of
untreated disease progression. In this context, it is
economically rational for states to support prisons
and jails in efforts to scale up testing and early-stage
treatment.’® That said, although universal testing and
treatment is essential, it must not come at the cost
of other essential jail and prison medical services.?

Fortunately, the falling costs of DAAs combined
with innovations in payment strategies can support
efforts to fund universal treatment. For example,
carceral systems might partner with entities exempt
from the “best price” floors typically imposed on
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price negotiations under section 340B of the Public
Health Service Act, such as federally qualified health
centers and disproportionate share hospitals, for DAA
purchases,' as Texas, Alaska, Utah, and several
other states have done."? Under such arrangements,
people with HCV in state/local custody can be consid-
ered patients of the entity eligible for the program
and receive significant discounts on DAAs."® As
another possibility, researchers have recommended
pursuing a nominal pricing approach, seeking special
permission from the U.S. Department of Health and
Human Services for carceral facilities as “safety-net
providers” within the meaning of Section 1927(c)
(1)(D)(i)(VI) of the Social Security Act, which would
enable prisons to purchase DAAs at less than 10%
of market rate, if pharmaceutical companies were
willing to provide them at that price."* State depart-
ments of correction might also consider coordinating
for pooled procurement with increased purchasing
power,'™ working with county or state agencies to
receive lower prices, or pushing for increased federal
funding, as the federal government may ultimately
bear much of the downstream cost of untreated
HCV.'" Alternatively, states could negotiate directly
for a discounted price in exchange for purchasing
from a single provider, as Virginia has done.”” Finally,
states might seek to support pre-release treatment
and transition to community care by applying for a
Section 1115 waiver to waive the Medicaid exclusion
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for incarcerated people and permit the provision of
a targeted set of Medicaid funded services, in some
cases up to 90 days before release.’™ The Centers
for Medicaid and Medicare Services intends soon to
release guidance to states on the scope of services
that may be paid for using Medicaid funding while
an individual is incarcerated, including medications
provided during the incarceration period as well as
medications to have in-hand upon release. Following
the release of that guidance, the Clearinghouse intends
to release a template 1115 waiver that will describe
options and considerations for including Hepatitis C
testing and treatment as part of the set of targeted
Services.
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ll. The Legal Landscape

Over the last several years, people with HCV in United
States prisons (and in at least two unified correctional
systems'®) have filed lawsuits seeking DAA treatment
and challenging prison policies that prioritize DAA treat-
ment for the people who are sickest or have the most
advanced liver disease. The lawsuits principally argue
that there is no medical justification for delaying or deny-
ing curative DAA treatment and that doing so violates
medical standards of care and federal law. Many of these
lawsuits have resulted in settlement agreements that
change policy and practice and make significant strides in
expanding HCV testing and treatment in carceral settings.

A. The Eighth Amendment Standard: Deliberate
Indifference to Serious Medical Need

Longstanding case law explains that under the Eighth
Amendment’s Cruel and Unusual Punishments Clause,
each state and local government has an “obligation to
provide medical care for those whom it is punishing by
incarceration.”"?° People in custody “must rely on prison
authorities to treat [their] medical needs; if the authori-
ties fail to do so, those needs will not be met,” resulting
in unconstitutional infliction of suffering.’ Under this
standard, everybody in custody, regardless of their crime
or behavior, is entitled to adequate medical care.
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A prison official violates the Eighth Amendment if he or
she acts with “deliberate indifference” to an incarcerated
person’s “serious medical needs."'?? The standard has
both an objective and a subjective component: the medi-
cal need must be objectively serious,'?® and the official
must have a sufficiently culpable state of mind, akin to
recklessness, acting or failing to act while actually aware
of a substantial risk that serious harm will result.'** Put
differently, the official “must both be aware of facts from
whic and h the inference could be drawn that a substan-
tial risk of serious harm exists, and he must also draw the
inference.”'?> Courts applying this standard have held that
delaying or failing to provide treatment for a non-medical
reason may violate the Eighth Amendment,'? and that
effects on a person’s current and future health must be
considered.’” But mere medical malpractice or disagree-
ment as to proper course of treatment does not support
an Eighth Amendment claim.'?® Instead, to be action-
able, the challenged action must significantly depart from
accepted professional practice or standards.’?

A state must provide sufficient funds to ensure that its
prison system operates in compliance with the Constitu-
tion."3% |f a particular treatment or intervention is required
under the Eighth Amendment, it cannot be withheld
because of cost alone. Courts considering thisissue in the
context of DAA treatment align in reasoning that a treat-
ment decision “based exclusively on nonmedical consid-
erations such as cost or administrative convenience
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rather than any medical justification” may violate the
Eighth Amendment.’®" Although at least one appellate
court has held that cost can be considered in determin-
ing what type of medical care an incarcerated person
receives, it emphasized that cost is “never . . . an absolute
defense to what the constitution requires”—that is, if a
particular course of treatment is essential to “minimally
adequate care,” governmental poverty is not an excuse
for failure to provide it.’*

LEGAL CHALLENGES TO HCV TESTING AND
TREATMENT FOR PATIENTS

IN PRE-TRIAL DETENTION

This paper generally uses “jails” to describe detention
facilities for people who have not yet been sentenced
and “prisons” to describe carceral facilities for people
who have already been sentenced. Most lawsuits
seeking DAA treatment in carceral settings have been
filed by people incarcerated in state prison systems
after sentencing, rather than people detained pre-trial
in state and local jail facilities. (Note, though, that
two of the lawsuits described herein arose in states
with unifled systems, comprising pre-trial detention
and post-sentencing incarceration.'®) There are likely
many reasons for this, including that length of stays
in jail tend to be uncertain and, usually, shorter than
prison stays, complicating efforts to seek medical
care and meaningfully challenge barriers to access.
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The legal analysis in this paper, and in most of the
cases described in this section, focuses on the Eighth
Amendment, which applies to incarcerated people
who have already been sentenced. The Fifth and
Fourteenth Amendment Due Process Clauses provide
similar rights for people detained pre-trial (federal
and state/local, respectively). These rights may even
be a bit more robust, although the precise contours
are currently contested, with some federal courts of
appeal applying the Eighth Amendment deliberate
indifference standard exactly, and others setting a
less onerous standard in the pre-trial context.’3

B. Litigation Challenging the Prioritization
of DAA Treatment

Lawsuits seeking HCV testing and DAA treatment in
custody have typically argued: (1) HCV is an objectively
serious medical condition, and (2) the failure to provide
curative DAA treatment constitutes deliberate indiffer-
ence.’®® Often, the parties do not dispute that HCV is a
serious medical condition, even in the earliest stages of
the disease, satisfying the objective component of the
Eighth Amendment standard.'® Thus the contested issue
is whether the failure to provide universal or early-stage
DAA treatment constitutes deliberate indifference to that
serious medical need. Courts addressing that question
have come to varying conclusions.

22



Several courts have failed to hold prison systems account-
able for delaying or denying DAA treatment. Typically, the
policies at issue in those cases involve regular monitoring
of disease progression, with DAA treatment offered at a
certain stage of liver disease and the flexibility to treat
sooner on a case-by-case basis.”™ In denying liability,
courts analyzing these policies reason that such a system
does not withhold treatment, but rather offers treatment
“in the form of diagnosing and monitoring HCV-infected
inmates,"™*® and that disagreement with course of treat-
ment is not cognizable under the Eighth Amendment.™°
These courts have also favorably cited the flexibility to
treat those with immediate need, regardless of place in
the priority system.’® Ultimately, these courts conclude
that the failure to provide a curative course of treatment
(DAAs), without more, does not rise to the level of delib-
erate indifference.

But as other courts have recognized, such decisions
miss the mark. There is no longer a range of acceptable
treatments for HCV. Rather, DAA therapy is the medically
accepted treatment at every stage of the disease. Thus in
considering a case in which the plaintiff developed cirrho-
sis while waiting for DAA treatment in prison, the U.S.
Court of Appeals for the Third Circuit recently held: “moni-
toring a condition rather than treating with an available
medication” may constitute unconstitutional deliberate
indifference.’ Several other courts to address the issue
have properly recognized that monitoring HCV until a
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person’s health deteriorates is not adequate medical care,
and that such deferment of DAA treatment may violate
the Eighth Amendment. See, e.g., Barfield v. Semple, No.
3:18-cv-1198 (MPS), 2019 WL 3680331, at *12 (D. Conn.
Aug. 6, 2019) (denying in part motion to dismiss Eighth
Amendment claim because “where, as alleged here, the CT
DOC knew that delay in treatment would cause harm yet
still chose merely to monitor the condition or provide only
supporting care, it has exhibited deliberate indifference”);
Postawko v. Missouri Dep't of Corr.,, No. 2:16-cv-04219-
NKL, 2017 WL 1968317, at *7 (W.D. Mo. May 11, 2017)
(“similarly denying in part motion to dismiss Eighth
Amendment claim, explaining that a “wait and see’ policy
of relying solely on APRI scores and delaying DAA treat-
ment until the disease has progressed to a far more seri-
ous level contravenes the applicable medical standard
of care without any medical justification”).’? As these
courts and others have recognized, prioritizing treatment
for those with the most advanced fibrosis is shortsighted,
dangerous, and contrary to prevailing medical standards
and public health indicia. Although the course of fibro-
sis progression may be slow, patients with chronic HCV
are at risk for other serious conditions even in the early
stages of the disease. In addition, fibrosis progression
is unpredictable, and estimates of progression may be
inexact.'** Furthermore, later-stage treatment may be
less effective in curing the disease, and may not reverse
the liver damage incurred while waiting for care.’ As
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medical guidance and practice continues uniformly to
support universal, early-stage DAA treatment, the litiga-
tion tide may turn toward cases finding that delaying or
denying such treatment violates the Eighth Amendment. 4

C. Class Action Settlement Agreements:
Toward Universal Testing and Treatment

The litigated outcomes described above are inconsistent,
often out of step with clear medical consensus, and, in
some cases, stymy efforts to expand testing and treat-
ment.’* Sometimes, however, the parties have been able
to reach agreements to change testing and treatment
protocols. In seeming recognition of the urgency and
opportunity of the moment,® settlement agreements
in several states have resulted in widespread expan-
sion of HCV testing and treatment in state correctional
systems.'* For example:

e |n Indiana, implementation of a 2020 settlement
agreement pursuant to which approximately 3350
people with HCV in Indiana Department of Correc-
tions’ custody will receive DAA treatment by 2023 is
proceeding apace with the agreement’s phased-in
universal treatment approach.™®

e |itigation and a resulting settlement agreement in
Connecticut resulted in more than 20,000 people
in the custody of the Connecticut Department of
Correction tested for HCV in a three-year period, and
DAA treatment, so far, for at least 977 of the 2,123
people who tested positive during that period.™!
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e Pursuant to a 2018 settlement agreement, the
Colorado Department of Corrections agreed to
spend $41 million over two years to provide DAA
treatment to more than 2,000 people with HCV in
its custody—up from 20-25 treated per year previ-
ously—and removed pre-treatment requirements
such as completion of drug and alcohol classes
and deterioration of the liver.’>?

e A 20217 settlement in Maine resulted in universal
opt-out testing at intake and near-universal eligibil-
ity for treatment. The state provided DAA treatment
to 205 people in Maine Department of Corrections
custody in 2021.1%2

e In Texas, a 2021 settlement will phase in near-uni-
versal DAA treatment, with initial priority determined
by disease progression but eventual eligibility for
almost everyone with HCV, with the state agreeing
to treat at least 1,200 people in state custody each
year through January 1, 2028.7>4

e In Vermont, a 2021 settlement agreement requires
adherence to a policy providing for opt-out testing
for all people in its unified corrections system, as
well as treatment “as soon as possible” for incarcer-
ated people with sufficient time remaining on their
sentence to complete a course of DAA treatment.’°

These settlement agreements offer a starting point for
prisons and jails, and those providing health care in those
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settings, to implement testing and treatment in line with
the accepted medical standard of care.

The recommendations in this white paper derive from
these and other settlement agreements and are intended
to guide proactive implementation that might avoid some
of the pitfalls of litigation. Indeed, although litigation can
draw the attention and resources necessary to make
important change—including, crucially, funding to scale
up DAA treatment—there may also be significant down-
sides. Litigation is expensive for all involved, and often
slow. Once a lawsuit has been resolved, problems may
linger, or new problems may arise, with no clear path
to resolution. The adversarial nature of litigation may
frustrate cooperation between state and local carceral
systems, advocates, and persons with HCV. And proce-
dural barriers to litigation may frustrate reform. In this
context, policy change outside of, but informed by, litiga-
tion outcomes including settlement agreements seems
a promising path forward.

DRAWING POLICY LESSONS FROM LITIGATION

DOCUMENTS

This white paper relies on litigation documents among

its major sources. Settlement agreements in partic-
ular are valuable because they codify collaboratively
developed solutions to problems. But other types of
litigation documents can be similarly informative.
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Topic Type of document

Complaint, expert
reports, monitoring
reports

What the law requires Opinions, briefs

Conditions, problems,
needs

Post-settlement
reports, exhibits
Settlements, post-set-
tlement reports
Post-settlement
reports, enforcement

Training

Reforms, policies

Results of reforms

Of course, litigation documents may also have draw-
backs: they are static and therefore may become
outdated; they may prioritize the views of lawyers and
omit the voices of non-parties; and they may offer an
incomplete picture of what works in practice. For this
reason, we have supplemented the litigation docu-
ments, relying on conversations with and feedback
from people working on these issues to help us fill in
gaps and account for more recent developments.’®
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lll. Model Policies

The following model policies guide expansion of HCV test-
ing and treatment in United States prisons and jails. They
derive from settlement agreements in recent litigation
addressing this issue, updated to comport with current
medical guidance as well as to incorporate input from
medical professionals and advocates working on these
ISsues.

Statement of Purpose and Guiding Considerations

These model policies are intended to serve as a starting
point for prisons and jails, and those providing health
care in those settings, to implement current clinical stan-
dards and best practices, promote robust compliance
with federal law, and strengthen efforts toward HCV
elimination.

Of course, implementation of these policies will neces-
sarily differ based on the particular characteristics and
capacities of the myriad systems that might seek to imple-
ment them. To that end, we have written these policies so
that they can be easily copied and pasted into a document
that refines and adapts them for a particular facility or
system. We make them available at https://clearinghouse.
net/resource/3838/ in an unfootnoted word processing
text format to facilitate such copying and tailoring.

We understand that resource limitations, including inad-
equate funding, staffing, and community supports, may
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impede full and immediate implementation in certain
systems. In those circumstances, we intend that these
policy recommendations serve as a starting point for
meaningful expansion of HCV testing and treatment.
They might also inform requests for and designation of
resources to support fuller implementation in the future.

The following considerations are essential for meaningful
implementation of these policies.

e Access and Accessibility: Policies implement-
ing HCV testing and treatment must apply and be
accessible to all people in custody, including people
in segregation or other restricted housing as well
as people with disabilities who might require inter-
preter services, mobility support, or other modi-
flcations and accommodations to ensure equal
access.™

e Community Partnerships: Collaboration with local
health departments and other community health
providersis crucial to support successful outcomes,
especially for people with HCV who are released
while on treatment or prior to being initiated on
treatment. These community entities may be essen-
tial for, among other things: disseminating test
results to people released before receiving them;
initiating or continuing DAA treatment; assessing
and confirming cure; and/or providing counseling,
substance abuse treatment, and other support.
Such partnerships may be especially important
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for jail systems, because people detained in jails
are more likely to have shorter stays or uncertain
terms of detention that might necessitate commu-
nity care to begin or complete treatment.™® Prison
and jail systems should work proactively to develop
robust partnerships with community providers.

e Timeframes for Implementation: The timeframes
forimplementation proposed herein represent what
we understand to be reasonable and advisable in a
well-resourced prison or jail system. Prompt testing
and initiation of treatment is essential to reducing
transmission and supporting cure. As discussed
in the note accompanying Policy 3.7, however,
we acknowledge that given resource constraints,
some systems may need to modify the proposed
timeframes to align with what is more immediately
practicable.

1. Universal Opt-Out Screening for HCV

1.1 Universal Opt-Out HCV Screening'~®

A. All patients without a current documented HCV
infection shall be offered HCV screening:

1. If no documented test results within the last
12 months, at intake or, if not tested at intake,
at first clinical evaluation; and

2. Ifno documented test results within the last 12
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months, at the time of the patient's first clinical
evaluation, and/or any medical appointment or
consultation thereafter; and

3. Ifno documented test results within the last 12
months, at any time requested by the patient;
and

4. Every 12 months, for patients with ongoing
HCV risk factors as identified by the Centers
for Disease Control and Prevention; and

5. Atanytime, regardless of previous testing, as
is clinically indicated (e.q. if risk factors are
reported since last testing) or recommended
by medical staff.

HCV testing shall be offered, ordered, and performed
in accordance with (C) and (D) unless the patient
affirmatively and voluntarily opts out of such testing.

. At the time of offering HCV testing, staff shall

make practicable efforts to provide to the patient
information about signs and symptoms of HCV,
risk factors, modes of transmission, prevention,
treatment options, and potential complications if
left untreated.

. Whenever available, [entity] shallimplement reflex

testing, through which a sample for HCV RNA test-
ing is sent concurrently with an antibody test to
enable confirmation of active HCV infection with
a single test order.
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D. When reflex testing is not available, entity shall first

order an HCV antibody test and, if the HCV anti-
body test is positive, [entity] shall provide, within
three business days of receiving results or as soon
as is practicable thereafter, a reflexive HCV RNA
viral load test.

. [Entity] medical staff shall promptly review positive

antibody and RNAtest results with the patient.
[Entity] medical staff shall also review with the
patient recommended immunizations (Hepatitis
A and B, influenza, and pneumococcal), informa-
tion about transmission and risks, available coun-
seling, education, and other resources, and
treatment options.

«For jails, add: If a patient is released before
test results are available, [entity] shall make
reasonable efforts to provide test results
after release, which may include coordi-
nation with local health departments and/
or other community health providers.»

. [Entity] shall make available, at no cost, copies of

any HCV antibody and RNA test results in accor-
dance with existing [entity] policies for provision
of medical records.

. Under no circumstances shall a patient be disci-

plined or otherwise disadvantaged for requesting
or inquiring about HCV testing or treatment.



Commentary

Clinical guidance uniformly recommends universal
one-time testing for all adults.’®® The CDC recommends
routine testing for people with ongoing risk factors,
including: people who currently inject drugs and share
needles, syringes, or other equipment, and people with
certain medical conditions including people who have ever
received maintenance hemodialysis.’™ And the AASLD/
IDSA guidance recommends periodic, repeat testing for
people with risk activities, and annual testing for people
who inject drugs, among other risk categories.'? Given
the high prevalence of HCV and risks associated with
incarceration, the policy recommendations above seek to
maximize HCV testing access in prisons and jails by offer-
ing testing at various contact points with broad ranging
healthcare staff (e.g. nurses, physician’s assistants, and
physicians) with the aim of ensuring one-time testing for
all and promoting routine testing as appropriate.

Diagnosing a current HCV infection is currently a two-step
process.’® First, a screening test for HCV antibodies
provides information about past exposure to HCV. A
negative HCV antibody result indicates that the person
has never been exposed to the virus, ruling out HCV infec-
tion.’®* A positive HCV antibody result indicates prior
exposure and should be followed by an HCV RNA test
for current infection. An HCV RNA test may include a
qualitative nucleic acid test to detect the presence of HCV
RNA in the bloodstream, to diagnose current infection,
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as well as a quantitative nucleic acid test to detect levels
of HCV RNA."®> Under the reflex testing model, the labo-
ratory performs the antibody test first and, if positive,
immediately performs an HCV RNA test on the same
specimen.’® This streamlined option enables prompt
diagnosis from a single blood draw, and may be especially
useful in the jail setting to ensure prompt test results for
people in short-term detention.

Widespread HCV testing in prisons and jails is essential
to identify active infections so that people with HCV can
promptly be treated.’®’ In prison, universal testing enables
identification and treatment of those with current HCV
infections, reducing spread inside the facility, as well as in
the community upon release. In jail, universal testing also
provides an opportunity to identify current infection even
among those with short stays, which may be a crucial
first step in connecting HCV positive patients to treatment
opportunities in jail or in the community.’® In addition,
universal testing reduces the stigma that may accom-
pany risk-based, selective testing.®® Moreover, universal
testing in carceral settings has a high yield, given the high
prevalence of HCV compared to the general population,
presenting a prime opportunity to identify (and initiate
treatment) in a high-risk population as an essential part
of any strategy to eliminate HCV infection in the United
States.™"

It is essential that prisons and jails have policies in
place that maximize opportunities for testing and that
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encourage people to test. To that end, facilities should
reevaluate any policies or practices that might discourage
testing, and should promote testing at any point at which
a person comes in non-emergency contact with medical
staff—for example, during medical appointments, upon
intake or transfer, at the time of performing other medical
tests, and the like. An opt-out testing approach, pursuant
to which all are tested, absent affirmative refusal, after
receiving information, is most likely to maximize willing-
ness to be tested.’! Universal opt-out testing has been
found to be the most effective, and cost effective, testing
method.'? A testing strategy modeled on this approach
informs people that it is the facility’s policy to test as part
of routine medical care, unless they explicitly decline to
be tested (“l will be testing you unless you decline” or
even “Our policy is to test everyone for HCV, is that okay
with you? rather than, for example, “Would you like to
be tested?”).’”®

Finally, note that, especially in the high-volume, quick-turn-
over jail setting, cooperation with community health
providers and/or patient navigators is likely necessary to
support delivery of test results. For example, if a person
is released from detention before receiving the results
of an HCV test, it may become the responsibility of a
community health provider to follow up with that person
to share test results and discuss next steps.
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2.

Medical Evaluation and Consultation

2.1 Medical Evaluation and Consultation for
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Patients with HCV Viremia'’*

A. Within 4 weeks of diagnosis, or as soon as practi-
cable, every patient with a positive HCV RNA test
shall be provided appropriate consultation, testing
and assessment, unless the patient affirmatively
and voluntarily opts out of such evaluation. Eval-
uation shall include, at minimum:

1. Initial consultation with a medical provider,
including:

a. A targeted medical history;
b.A physical exam;

c.An order for immunization for Hepatitis A
and B, if indicated,

d. Order for pneumococcal vaccine and influ-
enza vaccine, if indicated;

e. Explanation of the process for scheduling
periodic evaluations, treatment eligibility and
options, including the benefits of DAA treat-
ment, the importance of adherence, and the
risks of refusing treatment; and

f. Explanation about the natural history of
the infection, dangers of high-risk behav-
iors, risks and modes of transmission and
specific measures to prevent transmission
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during incarceration and upon release, and
treatment options.

2. Laboratory testing performed prior to or during

the initial consultation, including:
a. Complete blood count (CBC),
b. Complete metabolic profile (CMP);

c. Prothrombin time (PT) with International
normalized ratio (INR), if indicated;

d. HIV testing,

e. Hepatitis B surface antigen, surface antibody,
and Hepatitis B core total antibody testing;

f. Hepatitis A antibody testing,

g. HCV genotyping, though not necessary
where pangenotypic DAAs available; and

h. Any additional testing that [entity] medical
staff determines is indicated.

. Assessment for advanced fibrosis and cirrhosis,

which may include some or all of the following:

a. Examination for symptoms and signs of
cirrhosis, including: low albumin or platelets;
elevated bilirubin or INR; ascites; and hepatic
encephalopathy;

b. Calculation of an AST-Platelet Ratio Index
(APRI) score from the results of the AST and
the platelet count;



c. Other fibrosis tests, such as elastography
where available,

4. Patients with cirrhosis shall receive surveil-
lance for hepatocellular carcinoma with liver
ultrasound examination every 6 months.

5. Patients who have decompensated cirrhosis
(i.e. Child-Turcotte-Pugh (CTP) class B or class
C) shall be managed under the guidance of a
liver specialist.

B. [Entity] shall make available to each patient, at no

cost, copies of all records related to that patient’s
HCV work up and related test results in accordance
with existing [entity] policies for provision of medi-
cal records.

. Any patient with an active HCV infection who

has not yet completed DAA treatment resulting in
cure shall be reevaluated and, as medically indi-
cated, retested pursuant to part (A) at least every
6 months.

2.2 Enrollment in Substance Use Treatment and
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Support

A. If evaluation and consultation indicate that a

patient will benefit from counseling and/or treat-
ment support for substance use disorder, medical
staff shall make appropriate referrals and [entity]
shall facilitate the appropriate appointments and/
or enrollment.



B. Under no circumstances shall DAA treatment
offered by [entity] be conditioned on enrollment
in or successful completion of such programs, or
on abstention from substances for any period of
time.

Commentary

Prior to the emergence of DAA therapy, the post-diag-
nosis, pre-treatment workup required more extensive
testing and counseling to safely initiate treatment and
prepare patients for treatment-related adverse effects.
But, with the advent of DAA drugs that can be safely
and effectively administered in most patients, this has
changed. Now, the essential components of the pre-treat-
ment workup are more limited, and include: counseling on
the importance of adherence to the treatment regimen;
assessment of drug-drug interactions; and preventive
care including vaccination. Counseling on the impor-
tance of adherence to treatment protocols, and support
for such adherence, is perhaps the most crucial compo-
nent in achieving HCV cure, as studies demonstrate that
better adherence results in greater likelihood of treatment
success (although adherence does not need to be 100%
for that to be true).””® Patients should also be educated
on the proper administration of DAA medications, such
as the dose and frequency, effects of administering with
or without food, missed doses, and adverse events. Prior
to treatment initiation, interacting co-medication should
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be stopped or switched to an alternative with less risk
for potential interaction during HCV treatment, and the
patient should be counseled on the need to inform the
healthcare provider about any changes to their medica-
tion regimen. For complicated drug interactions (such as
those with antiepileptics where cessation of the interact-
ing drug could lead poor medical outcomes), consultation
with specialists may be necessary.

Given the safety and tolerability of DAA therapy, stud-
ies are emerging that suggest that additional laboratory
testing and staging of liver fibrosis can be minimal—
DAA treatment can be started even while much of this
follow-up testing is in progress. For example, in a recent
study, conducted in multiple resource-limited settings, a
95% sustained virological response (SVR, or cure) was
achieved with participants receiving no pre-treatment
genotyping, receiving the entire treatment course at entry,
having no scheduled visits or laboratory monitoring, and
having only two points of remote contact: at week four to
assess adherence and at the end of the study to assess
SVR."7¢ Therefore, while full workup is still recommended
as part of holistic care for a patient with HCV, evidence
suggests that only a minimal workup is required before
DAA treatment can be safely and effectively initiated.
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3. Provision of Treatment and Linkage to

Community Care

3.1 Provision of DAA Treatment'’’

42

A. Any patient with a current HCV infection is a candi-

date for treatment with DAAs and shall be offered
DAA treatment within 12 weeks* from initial medi-
cal evaluation unless medical considerations, in
accordance with Policy 3.2, indicate that treatment
with DAAs is not medically appropriate at that time.

. All patients eligible for DAA treatment shall be

informed of the safety and efficacy of DAA treat-
ment as well as the risks of delaying or refusing
treatment. All patients offered DAA treatment
shall have the opportunity to discuss treatment
in person with a member of [entity] medical staff.

. All eligible patients shall receive DAA treatment,

unless, after receiving the information and coun-
seling in (B), the patient affirmatively and volun-
tarily declines the treatment. Any such refusal shall
be documented.

. Any eligible patient who initially declines DAA

treatment may request such treatment at any time,
through the typical process for requesting medical
care, and shall be provided treatment within 12
weeks* after making such a request unless addi-
tional work up is required.



E. [Entity] medical staff shall confirm HCV cure
(sustained virological response) 12 weeks after
treatment completion. If the patient is released
from custody before that time, [entity] staff shall
make all practicable efforts to link that patient to
community care to obtain confirmation of cure.

F. [Entity] shall ensure that any patient who enters
custody or shifts location while undergoing DAA
treatment is maintained on the prescribed medica-
tion without interruption through completion of the
course of treatment, unless medical staff affirma-
tively determine that it is medically necessary to
discontinue or change the treatment or the patient
affirmatively and voluntarily declines to continue
the treatment.

G. Under no circumstances shall a patient be disci-
plined or otherwise disadvantaged for requesting
or inquiring about HCV treatment.

*A NOTE ON THE PROPOSED TIMEFRAME FOR
INITIATING TREATMENT

We propose a policy requiring that DAA treatment be
offered and, unless declined, initiated within 12 weeks
of a positive HCV test result. This policy aligns with our
understanding of what is possible in a well-resourced
carceral health care setting and supports the goal of
expanding treatment to patients with shorter periods
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of detention or incarceration. Moreover, a 12-week
timeframe is on the short end, but not entirely out of
step with, the timeframes enshrined in relevant settle-
ment agreements.’”® But we acknowledge that this
timeframe may require some modification to better
match the needs and resources of a particular setting.

For example, in the jail setting, it may be preferrable
to implement a policy that promotes an even shorter
turnaround time between testing and treatment in
order to maximize the number of patients who can
complete a course of treatment before release. A
policy written for jails might read, instead:

Any patient with a current HCV infection is
a candidate for treatment with DAAs and
shall be offered DAA treatment within 12
weeks, and ideally within 4 weeks, from
initial medical evaluation unless medical
considerations, in accordance with Policy
3.2 indicate that treatment with DAAS is
not medically appropriate at that time.

Conversely, a setting that doesn't yet have sufficient
staffing or resources may opt to start with a policy
that permits a period longer than 12 weeks before
initiating treatment. We urge that such a system aim
to eventually implement (and formalize) a 12-week
timeframe.
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3.2 Proper and Improper Considerations

45

for Treatment'”®
A. The decision whether or not to offer direct acting

antiviral treatment shall be based solely on medi-
cal considerations.

. Under no circumstances shall the crime of convic-

tion, prior or present substance abuse, completion
or failure to complete particular programs, or disci-
plinary record be a factor in determining treatment
or providing medication.

«For jails: replace “crime of conviction” with
‘nature of charges”™

. The following medical considerations may be

appropriate reasons for deferring or declining
treatment:

1. Contraindications based on drug interactions
or concurrent medical conditions,

2. Planned medical treatment, such as surgery,
that may interfere with the medication or conti-
nuity of treatment with DAAS,

3. Life expectancy less than 18 months that
cannot be remediated by HCV therapy, liver
transplantation, or another directed therapy;

4. Current pregnancy, which should be considered
on a case-by-case basis, taking into account
the lack of data on DAA safety during preg-
nancy and the risk of transmitting HCV to the
baby.



3.3 Linkage to Community Care'®"
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A. A patient expected to be released before complet-

ing a full course of DAA treatment shall not be
disqualified from beginning treatment while in
[entity] custody. Instead, [entity] staff shall take all
practicable measures to attempt to link to commu-
nity programs for continuity of care at the time of
release. [Entity] medical staff shall consider the
availability and likelihood of community care in
determining whether to commence treatment in
this circumstance, including whether to provide
the full remaining doses of DAA treatment to the
patient upon release or work with discharge plan-
ning staff and community providers to ensure the
patient is able to receive prescriptions to continue
treatment in the community.

. A patient otherwise eligible for DAA treatment

who is released before beginning treatment shall
receive all practicable support from [entity] staff
in connecting to community programs for prompt
initiation and supervision of treatment upon release.

. A patient who has been treated for and cured of

HCV while in custody but who has cirrhosis shall
receive all practicable support from [entity] staff
in connecting to follow-up care in the community
upon release, including referrals as necessary.

D. [Entity] staff shall make all practicable efforts to
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provide discharge planning for all patients with
treated or untreated HCV and comorbid substance
use disorder, including resources for commencing
or continuing substance abuse treatment in the
community, if medically appropriate.

. [Entity] staff shall provide patients who have tested

positive for HCV and who are released from [entity]
custody without receiving DAA treatment and/or
achieving SVR information about:

1.

the progression of HCV infection and potential
health complications;

community treatment options and payment
mechanisms;

Medicaid, as well as assistance enrolling, if
eligible;

how to make an appointment with a commu-
nity medical professional to discuss HCV and
treatment options;

behaviors that may increase risk of transmis-
sion or increase progression of HCV; and

that [entity] medical files may be provided to
medical doctors and clinics in the community,
and how to request those records in accor-
dance with [entity] policies.



Commentary

Universal, early-stage DAA treatment aligns with current
medical guidance and best practice, including the predom-
inant guidance for HCV care in United States jails and
prisons. The AASLD/IDSA guidance recommends early-
stage DAA treatment for all, and FBOP guidance provides
that any person in federal custody wi or its absence th
HCV is eligible to be considered for DAA treatment regard-
less of stage of disease.'' The benefits of DAA treatment
are clear: SVR rates of 90% (or more) result in significant
improvements to individual patient and community health.
HCV treatment improves individual health outcomes by
reducing risk of liver fibrosis, hepatocellular carcinoma,
and extrahepatic manifestations.”™? It is also important
as a form of treatment as prevention in high-risk popu-
lations. DAA treatment is effective in carceral settings,
resulting in meaningful reduction in HCV transmission
in jails, prisons, and the community.' In short: offering
DAA treatment to all patients with HCV, without restriction
and even at the earliest stages of the disease, aligns with
medical guidance and maximizes health benefits at the
individual, facility, and community levels.

Under a universal treatment model, anyone with an
active HCV infection is eligible for DAA treatment with-
out restriction, except in the rare circumstance that DAA
treatment cannot be administered, such as the presence
of drug-drug interactions. Disease stage is irrelevant to
determining eligibility for treatment. Similarly, conduct
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before or during incarceration, including prior or current
substance use, must not be considered in determining
whether treatment is appropriate. The AASLD/IDSA guid-
ance makes clear that “data do not support exclusion of
HCV-infected persons from consideration for hepatitis C
therapy based on alcohol intake or use of illicit drugs."'®
Moreover, studies of injection-drug use and alcohol use
have found no impact of abstinence for any duration on
sustained virological response 12 weeks after completing
a course of DAA treatment.’®°

Comprehensive DAA treatment in prisons and jails is
possible for a subset of the population that spends enough
time before release or transfer to complete a course of
oral therapy, typically 8-12 weeks,'® with 12 additional
weeks for follow up and to assess sustained virological
response. Most people detained in United States jails,
however, will not spend enough time there to complete a
course of DAA therapy and follow up.'® Therefore, linkage
to community care is a crucial part of treatment. With
adequate community support, impending release should
not preclude initiating DAA treatment. Following a holistic
model also implemented to support patients with HIV, jails
canrely on discharge planners or care navigation teams
to assess predicted length of stay and then to connect
patients to community partners to initiate or continue
treatment and/or to assess SVR upon release.’®® These
programs tend to be most effective when they include
linkage to mental health, substance use, and housing
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services, and when combined with community services
such as mobile clinics, needle exchange centers, and drug
rehabilitation programs.’™ The success of community
care linkage also requires promoting awareness about
HCV and the safety, efficacy, and tolerability of DAA treat-
ment in carceral settings.’ Crucially, and especially with
community supports in place, DAA treatment can effec-
tively be initiated in jail or prison even if release is likely
before the course of treatment will be completed. Indeed,
in one recent study, people who were released during
the course of DAA treatment achieved 75% cure rate.™’
Shortening the time between jail admission and initiation
of DAA treatment is crucial to maximizing successful
treatment,™? and minimizing risks of failed treatment and
viral resistance to treatment.™3

Finally, staffing, financial, and other resource limitations
may mean that it is impossible for a carceral system to
offer DAA treatment to everyone with HCV immediately
and all at once. At the outset of a program to scale-up
HCV testing and treatment, a system might opt to stage
initial treatment, within a relatively short time frame, to
manage capacity for what is likely to be a frontloaded
treatment burden. Such prioritization decisions may
appropriately be guided by medical need, and may include
consideration of: advanced hepatic fibrosis; liver trans-
plant; hepatocellular carcinoma; comorbid medical condi-
tions associated with HCV and/or associated with more
rapid progression of fibrosis; evidence of progressive
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fibrosis; chronic kidney disease; age; and continuity of
care for people who began treatment prior to entering
custody.” Ultimately, everyone with HCV must receive
prompt treatment, with the goal of quickly gaining the
capacity to treat everyone soon after diagnosis.

4. Education for Patients while Incarcerated and
upon Release

4.1 HCV Education'®

A. [Entity] shall provide to all people entering custody
education about HCV signs and symptoms, risk
factors, modes of transmission, prevention, screen-
ing options, including how to request testing, and
treatment options, including how to request treat-
ment and that treatment is available to all patients
with current HCV infections. Education materials
shall explain that the virus is more prevalent in
carceral settings and that the public health recom-
mendation is to test all incarcerated people.

B. At least annually, [entity] shall review and update
all information and materials disseminated under
this policy.

Commentary

The AASLD/IDSA guidance recommends that people with
current HCV infection be educated about how to prevent
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liver damage, including the potentially deleterious effects
of alcohol.’ In many states, state and local entities as well
as non-governmental organizations offer education and
training in carceral settings on topics including disease
transmission and prevention, opportunities for treatment,
and resources for support.’” And some such programs
capacitate peer educators to share information about
HCV risks, prevention, and harm reduction.’™® Numerous
studies have demonstrated that formal education about
HCV, such as provision of resources and live trainings, has
real benefits, including increased willingness to undertake
and comply with treatment regimens.'® Formal educa-
tion can also help reduce stigma about the virus.?%

5. Recordkeeping

5.1 Maintenance of Records?®

A. [Entity] shall maintain HCV testing records that
include, for every person in custody:

1. Date(s) that HCV testing was offered, if
applicable;

2. Date(s) that HCV testing was refused, if
applicable:

3. Date(s) that HCV testing was requested, if
applicable;

4. Date(s) that HCV antibody testing was
performed,
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5. Results of HCV antibody testing;
6. Date(s)that HCV RNA testing was performed,

7.

and
Results of HCV RNA testing.

B. [Entity] shall maintain records for every patient
diagnosed with HCV, including:

1.
2.

Date and results of any HCV diagnostic testing,

Date and results of other relevant tests such
as HAV and HBV serologies, HIV testing, and
liver fibrosis testing;

Date(s) DAA treatment was offered,

4. Date(s) DAA treatment began, if applicable;

Date(s) DAA treatment was refused, if
applicable,

Date(s) DAA treatment ended and whether
SVR was achieved;

7. Estimated release date; and

Documentation of efforts to coordinate
community care for patients released or antic-
ipating release before beginning or completing
DAA treatment.

C. [Entity] shall record, every six months, and make
publicly available:

1. The total number of patients tested for HCV in

53

the six-month period;



2. The total number of patients who tested posi-
tive for HCV in the six-month period,

3. Thetotal (cumulative) number of patients with
current HCV infection in [entity] custody, includ-
ing total (cumulative) number of patients with
current HCV infection at each facility;

4. Thetotal number of patients with current HCV
infection who, during the six-month period, met
the following criteria:

a.Began a course of DAA treatment;

b. Completed a course of DAA treatment;

c. Were deemed ineligible for DAA treatment;
d. Refused DAA treatment.

D. [Entity’s] quality improvement committee or equiv-
alent shall undertake ongoing assessment of the
HCV testing and treatment program and protocols
to identify issues and recommend improvements.

6. Staffing and Staff Training

6.1 Staffing to Support HCV Care

A. [Entity] shall ensure sufficient medical staff, with
the requisite training and expertise to screen for
and diagnose HCV, to evaluate disease progres-
sion, and to meet testing and treatment needs.

B. [Entity] shall ensure sufficient staff with the requi-
site training and expertise to provide reentry support
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and linkage to HCV treatment in the community
for patients released before starting or completing
treatment.

6.2 Staff Training?*?

A. [Entity] shall provide and support training to medi-

cal staff—including on-site, through community
partnerships, and/or via continuing medical educa-
tion opportunities—as needed to ensure sufficient
expertise to screen for, diagnose, evaluate, and
treat HCV.

. [Entity] shall provide training to all staff about HCV,

including risk factors, transmission, signs and
symptoms, and available testing and treatment.

7. Updates to Guidance and Protocols

7.1 Regular Updates to Guidance and
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Protocols?®
A. [Entity] shall reqularly update the HCV testing and

treatment protocols contained herein to align with
updates to future testing and treatment recom-
mendations established by nationally recognized
authorities, including, but not limited to, AASLD/
IDSA Guidance, the Federal Bureau of Prisons,
the National Commission on Correctional Health
Care, National Institutes of Health, the Centers for
Disease Control and Prevention, and others, as
deemed medically appropriate.



B. [Entity] shall designate at least one member
of medical staff to be responsible, annually, for
surveying relevant resources and updating guid-
ance and protocols as appropriate.

8. Definitions

8.1 [Entity]: As used throughout this policy, [entity]
refers to the prison or jail system and/or to those
responsible for providing healthcare in those
settings. The term is used generally to mean the
entity or any staff member(s), as defined in Poli-
cies 8.2 and 8.3.

8.2 Maedical Staff: As used throughout this policy,
‘medical staff” means any person with medical
training performing duties for [entity], including
as an employee, contractor, or volunteer, includ-
ing carrying out [entity] services, programs, and
activities.

8.3 Staff: As used throughout this policy, “staff”
means any person performing duties for [entity],
including as an employee, contractor, or volunteer,
including carrying out [entity] services, programs,
and activities.
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Appendix: How to Use the Civil
Rights Litigation Clearinghouse

We thought it would be useful to present a how-to for the
Civil Rights Litigation Clearinghouse, http://clearinghouse.
net, which collects, indexes, and makes publicly available
for research and observation a growing universe of civil
rights cases, and the settlements and court orders those
cases have produced, which regulate government and
private entities in myriad important ways.

The Clearinghouse collection comprises thousands of
cases and litigation documents. Each case has a page
that includes a summary of the litigation and related dock-
ets, documents, and resources. And each case has been
indexed across various categories, so the database is
fully searchable, via the search bar on the homepage, by
dozens of criteria including substantive “case type,” legal
‘cause of action” and/or “constitutional clause” under-
girding the legal claim; thematic “issues”; class action
status; outcome; available documents, and more. These
searches can be run individually or in combination with
each other.

The cases relevant to this white paper project form one
of the Clearinghouse’s Special Collections, a pre-tagged
group of cases: “Hepatitis C Treatment in Jails and Pris-
ons.” To find particular cases within the special collection,
use one or multiple of the search features on the left side
of the special collection page. You can retrieve the same
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results from the home page, too, as long as this special
collection is selected in the relevant search bar (“Select

special collection”).

Search for: Cases and documents v
clear search

Search text

Search case name

Select case types

belect special collection

Metadata

Foreign Intelligence Surveillance Act -- Telephony
Metadata

Foreign Intelligence Surveillance Court

Healthy Elections COVID litigation tracker

Hepatitis C Treatment in Jails and Prisons

Immigrant Detention Labor Issues

Year —  Filing Number
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Examples of searches within the special collection may
include:

To limit a search to cases also involving HCV testing,
select “testing” under the “General” Issues category.

aaaaaa

Select general

Strip search policy
Suicide prevention

Terrorism/Post 9-11 issues

Test or device
Threatened/endangered fauna
Threatened/endangered flora

Select disability

Select language

Select mental disability
Select voting

Select medical/mental health
Select death penalty

Select immigration/border
Select benefit source

Select discrimination-area

Search
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To find cases challenging conditions in jails, choose “Jail
Conditions” under “Select case types.” (Or, for prison
cases, "Prison Conditions.”)

Search for: Cases and documents v
clear search

Search

Search case name

Felec; case types

Immigration and/or the Border
Indigent Defense

Intellectual Disability (Facility)

Jail Conditions

Juvenile Institution

Mental Health (Facility)

Matinnal Sariiritu
Case D

Pacskhas Moimabhas

To find cases that have settled, under “Outcome,” select
both “Court Approved Settlement or Consent Decree” and
“Private Settlement Agreement” in the “form of settlement

box.

n

Qutcome
Outcome

Selpctprevaling pesty ’ Select prevailing party

- f relief ;
Select natureof relie Select nature of relief

Select source of relief ) § .
Select source of relief

el ianm df settlenent * Court Approved Settlement or Consent Decree

Select content of injunction * Private Settlement Agreement

Select content of injunction
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To find copies of these settlement agreements in our
database, under “Document Details,” select “Settlement
Agreement” under “document type.’

- Order/Opinion
Document Details

Other
Search document title

Pleading / Motion / Brief

Search document text
Press Release

Select document type

Statute/Ordinance/Regulation

ECF Number

Transcript
Document ID
Select document type
MORE~

To limit a search to cases filed, settled, and/or terminated
on or after a particular date, use the “Key Dates” search
functions.

Key Dates
Filing Date

From To
Settlement / Judgment Date

From To

Terminating Date

From To

Select case ongoing

If you are interested in another group of cases, or in
searching the database generally, note: It is possible to
perform similar searches, combining various search crite-
ria, across the entire Clearinghouse collection (not just
limited to a special collection).
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For example, if you wanted to replicate (nearly) the
contents of this special collection, you could search for
cases by: (a) under case details, in the “select constitu-
tional clause” box, choosing “Cruel and Unusual Punish-
ment;” and (b) under the “issues” category of “medical/
mental health,’ selecting "Hepatitis.”

Case Details ISnl&?ct medical/mental health

Select cause of action Dental care

End of life choice and DNR orders

|Selec1 constitutional clause "

Commerce Power HIV/AIDS

Cruel and Unusual Punishment ICF/MR & HCFA standards

Due Process Intellectual/Developmental Disability

Due Process: Procedural Due Process Intellectual disability/mental illness dual

Due Process: Substantive Due Process
Emoluments Clauses

Enumepations Clanse.

Note, too, that creating an account on the Clearinghouse
permits saving searches (as well as particular cases and
documents) to an account-specific “Bookmarks” page
for easy reference later.

3 cases, 348 documenis Orderedly  fecestly updated

D Manage Account Bockmarks
Save
Bookmarks
Bookmarked cases, documents, resaurces, and searches will appear here
Searches
Dl or Blind in Jail/Prison o
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