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EXECUTIVE SUMMARY

Introduction

Section 222, chapter 309 Laws of 1999, requires the Department of Corrections to prepare a report
outlining its plan for managing hepatitis C in the correctional environment. In response, the
Department broadened the efforts begun in March 1999 and developed not only a guideline for
identifying offenders eligible for pharmacological therapy, but a disease state management protocol
for hepatitis C, as described below. In addition to clinical management, this approach addresses
public health concemns about preventing transmission of the virus. As required, the Department
worked with recognized experts and used information available from the National Institute of Health
and other states’ correctional departments as resources to develop the guideline for pharmacological
treatment that is part of this protocol. .

Background

Hepatitis C is a blood-bome infectious disease annually infecting approximately 30,000 people in the
United States. Over the 20 years following infection, the disease can become chronic and lead to a
serious liver condition called cirrhosis. Increasingly smaller subsets of infected people develop life-
threatening complications, including liver cancer. Cancer and other life-threatening outcomes appear
in about 3 percent of the original infected population. Hepatitis C is currently the leading reason for
liver transplants in the country.

Approximately 1.8 percent of Washingtonians may be infected with this virus. In a recent study, 23
percent of offenders entering the Department of Corrections tested positive for the hepatitis C virus.
Fifty percent of these offenders had laboratory results indicating a potential for having chronic
hepatitis C.

In 1995. the Department began researching a uniform approach to managing hepatitis C. Interferon,
the only therapy then recognized in the medical literature, had a success rate of about 12-15 percent.
[t also had serious side effects and was very expensive. A group of Department physicians
developed clinical criteria to help identify offenders who might best respond to the therapy. In 1996,
the Department adopted a policy including these clinical criteria and requiring authorization prior to
rendering interferon therapy. This policy is still in effect.

Since that time, the Federal Food and Drug Administration approved a new, more effective
pharmacological treatment for hepatitis C with a 40 percent success rate. Also, the National Institute
of Health and the Centers for Disease Control and Prevention published recommendations for
diagnosing and treating hepatitis C. In March 1999, given these new developments, the Department
began a literature review for the purpose of evaluating its current policy and guideline.

Disease State Management Protocol for Hepatitis C
The Department has developed a plan of action, referred to above as the disease state management

protocol for hepatitis C, for managing offenders who are infected with this virus and are in a state
correctional facility. This proposed plan is consistent with Legislative request.



The disease state management protocol for hepatitis C includes:

% A guideline for determining eligibility for pharmacological therapy;
Medical case management by the Department’s primary care providers and infection
control nurses;
Offender education to prevent the transmission of the virus;
Chemical dependency treatment to prevent the transmission and remfemon of the virus;
Mental health assessment and intervention as appropriate to addt’ess adverse mental
health responses to the medication;
Oversight and technical assistance by the Department’s medical dire‘ptor and the Central
Utilization Review Committee to assure appropriate manangent and timely
interventions; and :
¢ Clinical data collection to track offenders participating in the protoco,l
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Options

The Department evaluated three options for how to manage offenders in the corr
first option proposes the Department continue its current practice, which is to provide
pharmacological intervention to only the few offenders who met very specific dlinical criteria. This
can be done within existing resources. However, this option is not consistent with current national
guidelines, it is not consistent with the mandate of the Legislature, it will have limited lmpact on
effectively managing the condition, and it does not address preventing transtﬁussnon of the virus.
However, this approach is less costly. . |

The second option proposes the Department institute mandatory testing of all current and incoming
offenders and implement the disease state maragement protocol for hepatitis C described above.
This approach assures all offenders infected with the virus are identified and agpropnately managed,
but mandatory testing is not consistent with what is done in the community of in other correctional
systems. The cost of this option is estimated to be 39,715,816 to manage the chrrent population and
an additional $3,568,626 for the incoming population each year.

b}
#

The third option includes the disease state management protocol for hepatitis d‘, as described above,
with a voluntary testing component. This option provides the Department the opportunity to test,
manage, and treat, if eligible, all offenders who request testing and are positive for the virus. It is
hoped offenders will self refer as a result of the Department’s prevention educdtion program because
they recognize they participated in high-risk behavior. It is assumed those whq want to be tested are
truly concerned about their health and will be compliant with the protocol.] Voluntary testing is
consistent with other correctional and community models. It will also prom;})te appropriate use of
state resources and a prudent return on the invested cost of the program. The gstimated cost for this
program is $4,180,465 for the current population and $1,606,512 for the inc£ning population each
year. !

Recommendation

Assuming funding is provided, the Department of Corrections recommends lmplementatlon of option

3, voluntary testing with management according to the disease state management protocol of those
offenders who test positive for the virus. This comprehenswe plan for madaging hepatitis C best

addresses the total health needs of infected offenders in a cost-effdctive manner, while
acknowledging the Department’s role in contributing to the public’s health.
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Introduction and Background

Section 222, chapter 309 Laws of 1999, directs the Secretary of the Department of
Corrections to report on how the Department plans to manage hepatitis C in the offender
population.  As specified, the Department developed a treatment guideline for
pharmacological intervention in conjunction with experts in the field and in a manner that
is similar to or consistent with those produced by the National Institute of Health and
other state correctional systems. The other components of the recommended plan include
offender prevention education about the disease, a process for how and when offenders
will be tested, and a description of how the disease will be managed whether or not the
offender is eligible for pharmacological treatment. The Department evaluated three
different options. The analysis of these options is included in this report. This report also
includes an estimate of the number of offenders that have hepatitis C in the Washington
prison system. As required, an estimate of funding needed to implement the
Department’s recommendation is provided.

Overview of Hepatitis C

Hepatitis C, formerly referred to as non-A, non-B hepatitis, is the most common blood
borne infection in the United States. Through the 1980s, blood product transfusions and
intravenous drug use were the primary sources of infection. After 1992, when a new test
for hepatitis became available to screen blood donor products, transmission through
blood products became rare. For unknown reasons, infection transmitted through
intravenous drug use also began to decline in the late 1980s. As a result, the rate for new
infections has dropped 80 percent from the peak in the mid-1980s. Intravenous drug use
accounts for about 60 percent of the new infections that have occurred since the mid-
1990s. Other risk factors for transmission of hepatitis C are tattooing' without sterilized
needles, and using intranasal cocaine.'

Whether sexual contact is a risk factor for the spread of hepatitis C is unclear. Most
people in a long-term monogamous relationship appear to be at low risk of spreading or
contracting the disease. The Centers for Disease Control statistics show that 1 in 65
people who have a'hepatitis C partner will contract the disease in this manner. However,
having sex with multiple partners seems to increase the risk of transmitting hepatitis C.
Women seem to become infected this way from male partners more frequently than the
reverse.’

1 Centers for Disease Control and Prevention. Recommendations for prevention and control of hepatitis C
virus (HCV) infection and HCV-related chronic disease. MMWR 1998; 47 (No. RR-19)::1-37.
Alter MJ. Epidemioclogy of Hepatitis C. Hepatology 1997, 62S-65S.
2 Colin, Molly. Being in Charge A Guide to Living with Chronic Hepatms B and C. Schering
Corporation; 1998, 28.



Of the approximately 30,000 members of the non-incarcerated populatlon who become
infected annually, 80 percent, or 24,000, develop a chronic infection.’ Studies show that
of those who develop chronic infection, approximately 4,800 (20 percent) will develop
cirrhosis of the liver in an average of 20 years from the time they were infected.’ Regular
consumption of alcohol expedites the development of this condition. Subsequently, 960
(20 percent) of these people, or 3.2 percent of the originally infected population, will
develop serious symptomatic and life threatening liver complication# related to the
cirthosis. Of those who develop serious complications of cirrhosis, 192, less than 1
percent of the original population, will develop cancer of the liver in ap average of 30
years from the time they were infected’ (See Attachment A). Hepatitis F is the leading
indication for liver transplantation in the United States.®

Many people thh hepatitis C do not realize they are ill because they have no symptoms.
Some experts estimate that 10 to 70 percent of patients with hepatitis C; thave mild, non-
specific symptoms, described as flu-like, muscle and/or joint aches, hQadaches, nausea
and loss of appetite, and sometimes stress and depression. An estimated 2010 30 percent
develop jaundice. Fatigue seems to be the most prevalent symptom for tlﬂose infected.’

Pharmacological Treatment of Chronic Hepatitis C

Treatment for chronic hepatitis C has long been controversial.® Varieties of interferon
have been the primary drug of choice for treatment since the 1980s, However, the
sustained response rate with the different types of interferons alone lirigered around 15
percent for all patients treated and there are serious side effects td the medication
including depression and suicidal behavior or ideation.” Since it could;not be predicted
which patients with the virus would be among those 15 percent who would respond to the
drug and who would progress to serious health problems, treating everyone with
interferon has not been popular in the medical community. Physicians consider whether
or not the risk for side effects outweighs the risk to the patient, who{may or may not
develop a serious complication and may or may not respond. In light o}' the low efficacy
rate and the lack of long term studies, some community physicians h§ve chosen not to
treat and to wait and see what new information becomes available or what new drug is

i.:

3 Alter, Mj, et. al. The prevalence of hepatms C virus infections in the United States, 1988 through 1994.
New England Journal of Medicine 1993:341:556-62.
4 Alter, MJ, et. al. The natural history of community—acquired hepatitis C i in the Umted!}Slates New
England Jourmnal of Medicine ed 1992; 327:1899-905.
S Seeff, LB, et. al. Long term mortality after transfusion-associated non-A, non-B hepa}ntns. New England
Joumnal of Medicine ed 1992; 327;:1906-11.
6 Primary liver disease of liver transplant recipients 1991 and 1992 (from the UNOS Sé:entlfic Registry).
UNOS Update. 1993;9:27.

7 Centers for Disease Contral and Prevention. Recommendations for prevention and cfntrol of hepatitis C
virus (HCV) infection and HCV-related chronic disease. MMWR 1998; 47 (No. RR-19)}: 1-37.
8 Koretz, RL. Interferon and chronic non-A, non-B hepatitis: whom are we treating? "';
Hepatology1990;12:613-5. |

McHutchison JG et.al. Interferon Alpha-2b alone or in combination with ribarvirin as iLntnal treatment for
chronic hepatitis C. New England Journal medicine 1998;339;1485-92. j
Bennett WG, et. al. Estimates of the cost effectiveness of single course of mterferon-a{pha -2b in patients
with histologically mild chronic hepatitis C. Ann Intern Med 1997; 127:855-65.
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approved. This is a safe approach given that chronic hepatitis C is a slow progressing
condition and most complications do not develop for about 20 years after the onset of the
disease.

However, current research, including large studies published in the leading medical
Journals last year and this year, demonstrate that by combining interferon with the anti-
viral drug, ribavirin, better outcomes are achieved than using interferon alone. The
combining of these two drugs, referred to as combination therapy, now increases the
response rate to 40 percent. In other words, 40 percent of the patienfs who receive this
therapy will not show the presence of the virus in their body 6 months after completing
the therapy.

Although this is a marked improvement, much controversy still exists. The long-term
benefits of the treatment are still unknown. Most research equates successful treatment to
eradicating the virus from the blood, normalizing blood tests that measure liver function,
and improving the microscopic appearance of the liver. Since chronic hepatitis C
progresses very slowly and this treatment has just become available, researchers have had
difficulty in assessing the effects of the treatment on the development of cirrhosis and its
complications, liver cancer, and death. Definitive data to answer the questions, “Does it
prevent these conditions from developing or do infected persons continue to progress to
this state?” will not be available for many years.

Consequently, some physicians are still hesitant to treat, because of insufficient outcome
data to justify the high cost and potential adverse side effects. However, in university
centers and larger cities the therapy is being used. Many providers treating patients are
collecting data regarding treatment interventions and outcomes to help them evaluate and
adjust their own practice.

Other researchers have evaluated the cost-effectiveness of the treatment of chronic
hepatitis C with interferon therapy. Three of these studies published in prominent
medical journals estimate that treating individuals between the ages of 18 and 60 years
old with chronic hepatitis C is equal to or more cost-effective than treating hypertension
or high cholesterol with medication, or treating severe coronary artery disease with
surgery.'”  Preliminary cost-effectiveness studies comparing monotherapy, using
interferon alone, to combination therapy, found the latter more cost-effective, although
definitive studies remain to be done.

10 Wong JS et. al. Pretreatment evaluation of chronic hepatitis C: risks, benefits, and costs. JAMA

1998;280:2088-93.
Bennett WG, et. al. Estimates of the cost effectiveness of single course interferon-a2b in patients with

histologically mild hepatitis C. Ann Intern Med 1997;127:855-65
Kim WR et. al. Cost effectiveness of 6 months and 12 months of interferon -a-therapy for chronic hepatitis

C. Ann intern Med 1997;127:866-74.



Chronic Hepatitis C in Correctional Settings

There is limited information available about the prevalence of chronic hepatitis C or its
impact in the prison population. It is not known whether the estimates for the
complication rates in the general population are applicable to the offender population.
Recent statistics from the Federal Bureau of Prisons demonstrate the number of deaths
from liver disease surpassed those from Human Immuno-Deﬁciency Virus and is now the
third leading cause of death among their offender.' Heart disease and cancér remain their
leadmg causes of death. A 1998 analysis of offender deaths found the same pattern exists
in this state.

The only formal study published about the prevalence of hepatitis C in the correctional
setting is from the California Department of Corrections. This study found that 39
percent of male and 55 percent of female offenders entering the Cahforma correctional
system in 1996, were hepatitis C positive. ' |
: ]

At the time this report was prepared, the only other published study about hepatitis C in
United States correctional settings was written by staff from the Rhode Island Department
of Corrections. That study surveyed state correctional departments about the screening
and treatment of chronic hepatitis C. Thirty-six states and the Distrid{t of Columbia
responded. The report was pubhshed in 1999, making the information ovqir two years old

at the time of publication. " i

In 1996, according to the Rhode Island study, only Colorado reported routinely screening
for hepatitis C. The rest of the states, including Washington, responded *No”, although
some did clarify that high risk or symptomatic offenders were screened.

' Kendig N, Information presented at the Society of Correctnonal Physicians’ Nagonal Meeting,
November 1999

"2 Ruiz, JD, et.al. Prevalence and correlates of hepatitis ¢ virus infection among lbmates entering
the California correctional system. West J Med 1999;170:156-160 |

3 Spaulding, Anne. Hepatms ¢ in state correctional facilities. Prevention Medlcmp 1999;28,92-
100.
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The rest of the key indicators from the Rhode Island survey are summarized below:

Survev of States” Corrections Departments Summarized Responses

Type and Frequency of Response

Do you treat Sometimes-27 Never-8 Other-2
hepatitis C?

Do you have an Yes-4 No-27° Developing-6
interferon protocol?

Number of doses Able to report-10 N/A or 0- 27

used in 19957

This report indicates each state is addressing the condition differently (See Attachment B
for this report and more detailed survey results).

Over the last three years, the treatment of chronic hepatitis C in the correctional setting
has been in a state of transition. While working on our guideline, Department of
Corrections staff were in telephone contact and/or email correspondence with numerous
states that were somewhere in the process of developing a treatment guideline.
Guidelines available from other states were collected and used as references for the
Department’s latest guideline. Many states are struggling with how to manage hepatitis
C, but some states are continuing to not address it.

Prevalence of Hepatitis C in the Washington State Department of Corrections’ QOffender
Population

For the purpose of this report, the Department collected preliminary data about the
number of offenders entering the system who were positive for hepatitis C in the month
of October 1999. Every offender who participated in intake that month at the
Washington Corrections Center and the Washington Corrections Center for Women was
tested for the hepatitis C virus. If the hepatitis C test was positive, a liver enzyme test
(ALT) was done to give a “rough measure” of the amount of liver damage present. The
Department consulted with the Department of Health on the study design and they found
the study results to be statistically valid.

The data collected was used to project the percent of the population that is hepatitis C
positive being admitted to the Department. Twenty-five percent of the offenders
admitted to the system in the month of October were hepatitis C positive. In comparison,
the information reviewed from a nation-wide study estimates 1.8 percent of the general
population in this state is hepatitis C positive. Of those offenders who tested positive in
October, 48 percent had elevated liver enzymes which may mean they are candidates for
developing or have chronic hepatitis C. (Remember, in the general population 80 percent

* This number erroneously includes Washington State. In July 1996, the Department implemented
a policy about using interferon to treat hepatitis C.

5




of the acutely infected becomes chronically infected). A more detailed distribution of
these results is provided below:

Number of Number Percent of Elevated | Percent with

offenders Hepatitis C Hepatitis C ALTs elevated

tested positive positive ALTs

WCC 374 89 24% 487 54%
WCCW 61 20 33% 4| 20%
TOTAL 435 109 25% 32§ 48%

Extrapolating this information to the Department’s total incarcerated population of
14,000 offenders, 25 percent, or 3,500, could be hepatitis C positive. Then, if the risk for
chronic infection is 80 percent, 2,800, of these infected offenders may develop or have
chronic infection. Continuing to apply the rate of progressive disease'st'atés found in the
general population and reported on page 2, 20 percent, or 560, of those chronically
infected may go on to develop cirrhosis in about 20 years from the time of ﬁheir infection.
Another 20 percent of those offenders, or 112, may develop a serious complication
related to their cirrhosis: and 22 more offenders. or 20 percent, of those rnaf develop liver
cancer in about 30 years from the time they are infected. !

!
In the current offender population. using the data in the Offender Based Tracking System
for Health Services, 680 offenders are recorded as having hepatitis C. One hundred and
two of these offenders have co-existing liver disgase, including cirrhosis, that is most

likely related to their hepatitis C. 'w

Washington State Department of Corrections and the Cost-Effective Management
of Hepatitis C ‘
Current Approach to Treating this Disease '
i
In July 1996, the Department of Corrections implemented a policy tq) treat chronic
hepatitis C using interferon-alpha (See Attachment C). Various physician§ who practiced
in our institutions use a consensus process to develop the policy and treatment guideline
over a period of several months. The physicians included internists, genergl practitioners,
and an infectious disease specialist. This policy requires authorization by ’rl panel of three

physicians prior to initiating pharmacological therapy.

As referenced earlier, in 1996, there was limited published data availablejabout the long-
term outcomes and benefits of using interferon to treat chronic hepatitis €. Some of the
physicians wanted to aggressively treat the disease, but the majority wanted to wait and
see what progress was made in available treatments and the possible imp%:ct on sustained
results. In addition, community gastroenterologists who were treating offenders were not
recommending treatment with interferon. Even though the literature cquld not provide
sufficient evidence of a sustained response for everyone with the virus, there was




acknowledgment there may be some specific clinical indications as to when a person with
hepatitis C may respond to therapy. The guideline developed attempts to identify those
patients who exhibit these specific clinical indications.

To address the issue of treatment for these specific offenders, Department physicians
agreed to a peer review process whereby three medical directors from facilities where the
offender was not housed would review a request by the attending provider to treat the
offender with Interferon. Providers disagreeing with the panel’s decision could request
reconsideration of the decision through the Health Services Unit at headquarters.
Offenders could use the Department’s formal grievance process to request
reconsideration of the panel’s decision. Approximately, eight cases were referred by
providers for prior authorization to treat chronic hepatitis C with interferon. In all cases,
the physician peer review committee members agreed the referral did not meet the
clinical ‘indications established in the Department’s guideline. All these offenders
continued to receive ongoing monitoring of their condition and treatment for any
symptoms they developed.

The Offender Health Plan Sets the Standard

In December 1996. the Department implemented the statutorily required Offender Health
Plan and supporting policy. This plan established a uniform set of standard health care
services for offenders and was based on the State of Washington Basic Health Plan. A
committee including representatives from the Departments of Health, Corrections, Social
and Health Services, the Health Care Authority, and the Office of the Attorney General
wrote the plan. The Offender Health Plan stipulates that the Department of Corrections
will only provide and reimburse for services that are medically necessary.

Excluded services include those which are:
¢ not supported by sufficient evidence to indicate that the service will directly
improve the length or quality of the offender’s life;
e not supported by sufficient evidence to draw conclusions. Indications of
sufficient evidence is demonstrated by:
> concurrence through peer review (as defined by the National
Association of Insurance Commissioners);
> well controlled studies;
> study outcomes which are directly or indirectly related to the length or
quality of life; and
> reproducibility, both within and outside research settings.
e not expected to have a beneficial effect on the length or quality of life, or not
outweigh the expected harmful effects; and
e not the most cost effective method available to address the disease, illness, or
injury.  {Cost-effective meaning there is no other equally effective
intervention available or suitable for the patient which is more conservative or
substantially less costly.)
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Until recently, the decision to not uniformly provide interferon therapy to treat chronic
hepatitis C was consistent with this provision of the Offender Health Plan. However,
development of a new treatment regimen producing better long-term outcomes and
sustainable results and the production of hepatitis C management guidelines by The
National Institute of Health and the Centers for Disease Control and Prevéntion warrant
the development of a new treatment guideline by the Department. . In addition,
correctional departments in other states and the Federal Bureau of Pnsons are actively
addressing the issue of chronic hepatitis C in the incarcerated population.

Reviewing the Current Treatment Guideline

!

The advances cited above provides the Department with a credible “Best practices”
approach to treating the disease. Since March 1999, representatives from the
Department’s Office of Correctional Operations Health Services Unit and two physicians
who practice in Department facilities have completed a literature review, collected and
reviewed treatment guidelines from other health care providers, payers, and other state’s
Department of Corrections; and drafted a new chronic hepatitis C treatment guideline.
The new medical director has assumed a leadership role in establishifg the clinical
direction in which the Department should move. 1

In September 1999, there was an educational meeting for Department providers about the
treatment and management of hepatitis C. The guest speaker at the meetihg was Robert
Carithers, M.D., hepatologist from the University of Washington. Dr. Carithers’
presentation provided our physicians and mid-level providers with : more current
information about the management of hepatitis C and allowed them to discuss current
trends in treatment with a recognized national expert in the field. The draft guideline was
presented at this meeting. Comments, concerns, and suggestions for moﬁlﬁcatlon were
requested and encouraged

In addition to the review and input by our own providers, the Departmhent requested
comments and input from: '
> Robert Carithers, M.D., and :

> many of the gastroenterologists and heptologists who pract#lce in various

Washington communities and regularly provide care to; the offender

population, including Michael Lyons, M.D. and John Carroug]};er M.D,, from

Tacoma Digestive Disease Center; James Harri, M.D., from Walla Walla; and

George Cox, M.D., of Everett. "'I

While developing the draft guideline, it became apparent that what would,-%be needed was
not just a product to assure Department clinicians consistently identify optjmal candidates
for pharmacological treatment, but rather a comprehensive plan that would establish
appropriate and uniform management of any offender with hepatitis C. Consequently, the
draft guideline was expanded to establish expectations for penodld but regular,



monitoring of all offenders who are known to be hepatitis C positive. This approach
would allow the Department to address hepatitis C from the perspective of disease state
management, which includes strategies like prevention education and chemical
dependency treatment to prevent transmission, rather than dealing with just the issue of
rendering pharmacological treatment (See Attachment D for this comprehensive
protocol).

In an effort to promote optimal outcomes from the therapy, the proposed protocol
includes specific criteria that should be met in order to receive pharmacological therapy.
The decisions about inclusion and exclusion criteria were based on medical and non-
medical indications. The medical indications are consistent with the Federal Food and
Drug Administration’s recommendations and warnings and other available guidelines or
protocols, both from correctional and non-correctional settings. The non-medical
indications are consistent with the guidelines. or protocols available from other
correctional settings, including the Federal Bureau of Prisons (See Attachment E, a
simplified version of the draft treatment guideline detailing this inclusion and exclusion
criteria).

An example of a medical indication for why an offender could Be excluded from
pharmacological treatment is the presence or history of an existing condition which could
be made worse, possibly resulting in death, if given the medication. An example of a
non-medical exclusion is when the offender’s remaining period of incarceration is too
short to allow the offender to complete the 24 to 48 weeks of treatment prior to release.
Pharmacological treatment would not begin during the incarceration period because:

e the Department cannot be assured it will be completed post release; If the full
course of treatment is not completed, the condition will continue to be present.
This would not be an efficient and prudent use of state resources; and

e it will result in a disruption of the continuity of care; and

o this would make the management of hepatitis C consistent with how other
diseases are managed under the Offender Health Plan.

Offenders not receiving pharmacological treatment would be regularly monitored until
the period of incarceration is complete, berefiting from regular evaluations and education
about their disease state. Prior to release, offenders would be provided assistance and
consultation on how to enroll for medical benefits through other programs that they may
be eligible for, including but not limited to Medical Assistance, the Veteran
Administration, and/or the Basic Health Plan. The Department cannot assure the offender
will receive treatment under any of these plans.

The proposed protocol provides for th: treatment of chronic hepatitis C using
combination therapy. This regimen requires the administration of interferon three times a
week and ribavirin daily. As previously stated, this therapy now has the best-documented
outcomes. However, in those cases where this may not be the best treatment for an



offender’s specific situation, the Department's medical director would address
exceptions. :
The Department’s Proposed Plan to Implement a Disease State Management
Protocol for Hepatitis C i

Review of the proposed “Disease State Management for Hepatitis C” protocol indicates
that management of this disease can be rather complex and detailed (See Attachment D).
In order to assure optimal management, the Department’s proposed pratocol, or plan,
includes:

1) Medical Case Management by the Infection Control Nurses

All offenders infected with the hepatitis C virus would be managed b'Jy this specially
trained nurse responsible for:
o educating the offenders about their disease and prevention of
transmission and reinfection;
e assuring that all diagnostics, random drug screens, e!baluatlons and
consults are scheduled and completed; :
e assisting offenders with managing adverse effects to the therapy;
assuring the data is entered into the data system describéd below; and
e reporting information to and consulting with the'\ clinicians, as
indicated. :

2) Tools to Case Manage : '
To assist the infection control nurses the following tools have been drafted:

e a “Worksheet for Screening of Hepatitis C Positive Patients for
Possible Pharmacological Therapy” to support appropnate and
consistent screening (See Attachment F); 1

e a “Hepatitis C Management Activity Sheet” to support the timeliness
of consultations and diagnostic tests required in thé screening and
‘treatment phases and, when possible, through thel post-treatment
periods to assess for a sustained response (See Attachment G); and

o a “Hepatitis C Treatment Protocol-Patient Contract”. ' This document
would serve as a comprehensive informed consent forin. It details for
offenders what they. can expect throughout the coursdf of therapy and
stipulates that their total and complete cooperation an.d compliance is
required. Without the offender’s thorough commmnept to the therapy
period, the treatment would not be of any benefit aqd therefore, not
cost-effective (See Attachment H). ]

. J|
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3)

4

6)

7)

Comprehensive Data Collection System

The Department would collect all pertinent information about hepatitis C positive
offenders, and track them as they participate in the disease state management
protocol. The Department would be able to identify offenders who:
e do not progress to the chronic phase;
become chronic but not eligible for treatment and why
start treatment,
discontinue treatment and why;
complete treatment; and
achieve a sustained response, when available.

Management bv Onsite Providers

Mid-level providers and physicians who practice at the facilities would reguiarly
monitor the health care status of these offenders. These providers would regularly
assess the offender’s response to therapy, review lab work, adjust medication,
reinforce education, confer with the infection control nurse, and consult the
Department’s medical director, as indicated. "

Vaccinations for . [epatitis A and B

Vaccinations against hepatitis A and B would be offered to all identified offenders
with chronic hepatitis C to prevent the possibility of contracting a dual infection,
which can result in death.

Consultation with the Department’s Medical Director

The Department’s medical director would provide consultation and technical
assistance for the infection control nurses and the medical providers to support
appropriate application of this protocol and assist with the special needs of any
offender’s specific situation.

Pre-authorization through Central Utilization Review

The Department’s Central Utilization Review Committee would authorize all
pharmacological therapy. This provides an opportunity to assure appropriate and
consistent management of all cases. It also allows the Department to apply

'4 At any paint in the protocol, including the endpoints where the progress towards
pharmacological treatment is stalled, the provider at the facility could consult with the
Department's medical director to discuss the status of the case to date. This discussion should
assure appropriate interventions have been taken and to determine measures needed to move
the case in the best direction for the offender, as indicated.

11



8)

9

“Continuous Quality Improvement” techniques as it reviews each case and assures
quality-outcome orientated medical management. :

Chemical Dependency . Treatment

Since the primary mode of transmission of this virus is through intravenous drug use
and the sharing of needles, the proposed protocol includes the completion of a
chemical dependency course, if indicated. Chemically dependent offenders who have
not been treated for their dependency will probably not benefit frorh treatment. In
addition, any offender who responded to the treatment and then returns to these risky
behaviors can become re-infected, eliminating all benefits to the offander and to the
public’s health. Successful chemical dependency treatment should Ihelp assure the
offender is not re-infected after completing therapy or passes the v1rus to another
person.

Offenders with chronic hepatitis C would have to agree to submit ilo random drug
toxicology screens during the initial assessment and through the treatment phase of
the protocol. An offender who fails to pass a screen will be referred 1to the chemical
dependency treatment program. If the offender had already started:'the hepatitis C
treatment, this therapy will be discontinued until the offender compleues the chemical

dependency treatment.

Mental Health Assessment and Treatment

Depression and suicidal ideation are serious side effects of the pha.rmacologmal
treatment for hepatitis C. Consequently, the proposed protocol includes an
assessment of the offender’s mental health history and current status during the initial
screening phase and again immediately prior to the treatment phase. An offender may
be excluded from treatment if his or her mental health can be comptomised by this
medication. When indicated, a psychiatric evaluation would be conducted to assure
an accurate clinical assessment. This process may identify offenders who were not
previously known to be mentally ill, but would now need intervention prior to

I

initiating the therapy for hepatitis C. 1‘
It would also be necessary for the Department to provide mental healtﬂ} intervention to
any offender receiving the hepatitis C therapy who suddenly develops psychiatric
symptoms as a side effect. The literature reports 33 percent of the research subjects in
the clinical trials of this treatment developed mental health sidd; effects. The
Department would add a two-hour training session to the annual mandatory block

training sessions regarding the signs and symptoms of depressi&n and suicidal
behavior. This training would be conducted to support timely fecognition and
appropriate safe intervention by non-medical staff until a referral to 4 mental health
professionals could be completed. The mental health professional would conduct a
psychiatric evaluation and implement a treatment plan, as appropriat? to manage the

12



offender. These offenders may require a more aggressive treatment plan than just
decreasing or discontinuing the therapy for the hepatitis C.

10) Offender Education and Screening

The proposed disease state management protocol incorporates sound public health
strategies. All offenders would be educated about hepatitis C at intake as part of an
educational program including information on Human Immune-Deficiency Virus,
tuberculosis, and other issues of special concern to correctional populations.
Offenders would be informed about the disease, the risk factors for contracting and
transmitting the virus, and the possible implications. In addition, educational
materials would be available in the living units and the outpatient clinics. A team of
the Department’s infection control nurses would develop the prevention education
materials with the consultation of the Department’s medical director. A variety of
resources would be used to produce this information, including those available from
the public health system and the pharmaceutical companies.

It is hoped education about the risk factors for hepatitis C will encourage offenders to
avoid risky behavior and to seek testing. To support this effort, the statutorily
required medical co-payment fee for offender initiated visits would not be assessed on
any offender who seeks testing/screening for this condition.

In addition to educating all offenders about the disease and the indications for
screening, otfenders who are known to be positive for hepatitis C would receive
additional education and counseling from their medical case managers. The team of
infection control nurses and the Department’s medical director would also develop
this information. The focus of this education would be to reduce risky behaviors and
improve self-care, thereby preventing transmission to others and preventing re-
infection of those who are successfully treated.

Reassessment of Previously Identified Cases

As mentioned above, there are approximately eight cases which were previously referred
to the physician peer review group for authorization to treat pharmacologically. Since
these did not meet the Department’s current guideline, authorization was not granted. In
addition to these cases, there have been several offenders who have come forward
requesting treatment. The clinicians felt that the clinical indications from the guideline
currently in effect were not met, so a request for authorization was not submitted.

Assuming funding is received, the Department will adopt the new protocol. These
offenders and the other offenders known to have co-existing liver disease will be
evaluated for appropriateness for receiving the combination therapy. An assessment of
their current status will be conducted using the new disease state management protocol.
A specific plan of care will be developed and implemented for each individual depending
on what points of the protocol need to be addressed. Offenders excluded from
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pharmacological treatment because they do not meet the eligibility critefia will receive
the other interventions called for in the proposed protocol, including chemical
dependency treatment, if indicated, education, and monitoring. In addition, offenders
excluded because their release date is pending, will receive assistance in filing for
medical coverage through a health care payer for which they may be approppriate, just as
provided for in the protocol. f

i
Evaluation of Options

The Department evaluated three options, or scenarios, as to how to best manage this
condition in the correctional setting. The analysis of each one is provided below:

Option |: Continue the Current Approach:

Option one continues managing offenders with chronic hepatms C aceordmg to the
current policy and guideline. Only a minimal numbers of offenders woulki ever receive
pharmacological intervention because very few would ever meet this gyideline. This
guideline is not consistent with the guidelines now being recommended b" the National
Institute of Health, the Centers for Disease Control and Prevention, or that qf other state’s
correctional systems. It places the Department at risk for failing to follow what is
becoming deemed a “best practice” in treating hepatitis C. If the Department chose this
option, it would not be compliant with the Legislative mandate in Section 222, chapter
309 Laws of 1999. In addition, this approach fails to recognize the public health
concerns about transmitting the disease to others either during or after thg incarceration
period. However, this approach would require limited funding to support. |

ﬂ
Option 2: Mandatory Testing and Implementation of the Proposed Dlsease State
Management Protocol:

In this option, mandatory testing for hepatitis C will be conducted on all offenders.
Offenders in the current population who are not known to be positive will be tested. All
incoming offenders will be tested at intake. Any offender found to be infgcted with the
hepatitis C virus will be managed under the Department’s “Disease State; Management
Protocol for Hepatitis C” described in this report. Consistent with the protocol, any
offender identified as positive for hepatitis C will be further evaluated toi establish the
presence of chronic hepatitis C and to determine eligibility for treatment. Ifjoffenders are
not eligible for treatment, they will continue to be monitored, counseled, antl managed as
called for in the protocol, including receiving prevention education and chemical
dependency treatment, if it is indicated.

ThlS option would assist the Department in assuring identification an? appropriate
management of all offenders who are infected with the virus. Treatment, for those who
are eligible, education, and chemical dependency treatment, as indicated, fdr all infected
offenders should help prevent the transmission of the virus to others and the teinfection of
the successfully treated offender. However, this approach is more aggressive than that
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used for identifying infected patients in the general population or other correctional
settings. Universal screening or testing is not being done elsewhere and it would mean a
higher standard of care is being offered to the offender population.

Estimated costs to manage the current population of approximately 14,000 offenders are
$9,715,816. In addition, an estimated $3,568,626 is needed to manage the incoming
population estimated at 6,000 per year. (See Attachment I, “Option #2: Mandatory
Testing™ for a detailed accounting of the costs).

Option 3: Voluntary Testing and [mplementation of the Proposed Disease State
Manager_nent Protocol:

The third option differs slightly from option two, in that in this option, testing is
voluntary. At reception, all offenders will receive educational information about this
disease and its infectious nature. Educational material will also be available to offenders
in their living units and in the health care clinic. Then any offender concerned about
having the virus may request testing for the virus. In addition, any offender reporting
high-risk behavior, or a blood transfusion prior to 1992, will be counseled and strongly
encouraged to request testing. Consistent with Option 2, any offender identified as being
positive for the virus will be managed under the “Disease State Management Protocol for
Hepatitis C”, as described in this report. Any offender identified as positive for hepatitis
C will be further evaluated to establish the presence of chronic hepatitis C and to
determine eligibility for treatment. Offenders not eligible for pharmacological treatment
will continue to be monitored, counseled, and managed as called for in the protocol,
including receiving chemical dependency treatment, if it is indicated.

This option assures treatment for those who are probably most motivated to request
testing and treatment and therefore, most likely to complete the difficult treatment
regimen. Treating those most motivated to improve their health should prevent the
transmission of the virus to others and may prevent the development of the more
complicated liver diseases caused by hepatitis C. A voluntary approach to testing is
consistent with the approach the Department uses to manage Human Immuno-Deficiency
Virus and other conditions. All testing is consensual, except for mandatory tuberculin
tests and any court ordered testing. This option is also consistent with the model being
used in the general community and other correctional protocols reviewed. Testing for
hepatitis C is being provided to those who request it or who consent after bemg
encouraged by their provider because of high-risk behavior.

In addition, this option will be less costly to implement than Option 2. Estimated costs
for implementing Option 3, voluntary testing and disease state management protocol, for
the current population of 14,000 offenders is $4,180,465. In addition, an estimated
$1,606.512 is needed to manage the incoming population estimated at 6,000 per year.
(See Attachment I, “Option #3 Voluntary Testing” for a detailed accounting of the costs).
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Recommendation

The Department of Corrections recommends implementing Option 3, as d¢scribed above,
because this option assures a public health-oriented and reasonable, yet cost-effective
way to manage hepatitis C in the offender population. It allows offenders, who are
concerned about their health, to request testing and evaluation for eligibility of
pharmacological treatment in a manner that is consistent with that being used in other
correctional settings and the general population. It also includes criteria for determining
eligibility for treatment that is consistent with “best practices”, while prowdmg a very
comprehensive management plan that includes offender prevention educqtlon chemical
dependency treatment and mental health therapv for those for which it §s indicated to

assure maximum benefit.

Conclusion

The Department’s vision is to provide a comprehensive program, as described in this
report as a “Disease State Management Protocol for Hepatitis C”. Thls approach,
developed by Department health services staff, should assure an optimal mutcorne in the
management of this disease through identification by testing, ongoing mogntonng by the
provider and a medical case manager, prevention educanon of the entife incarcerated
population, chemical dependency treatment, as indicated, mental health dssessment and
intervention, when appropriate, and pharmacological treatment, when eligibhle. However,
the funding needed to support implementation of Option 3 is not available in the
Department’s base budget since an extensive treatment program like the 'one described
has not been previously provided by the Department.
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Impact of Virus on the General
Population

Number who become infected with virus

30,000

Number who develop chronic hepatitis C
infection

24,000

Number who develop cirrhosis

4,300

Nulber who develop seriouyliver !
ications secondary to girrhosis

Numbér who develop/liver cancer +

Onset of
illness

20 years post
" exposure

30 years post
exposure
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Hepatitis C in State Correctional Facilities

Anne Spaulding, MD.,*{? Carolyn Greene, B.A_* Kerith Davidsar, B.S.,2 Michelle Schreidsrmann B.S. %
and Josish Rich, M.D., M PE §
*Division of Infectious Disence, Rhods lailand Foapttal, Providence, Rinde Ilkand: tR%¢de Island Depormens of CarreesSana,
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Tre Miriam Hospital, Procidencs, Rhode Isicnd

Bechground: No previous studies have examined the
. extent to which correctional facilibes in the United
States screen for and treat hepatitis C (HCV) infection.

Methods: Medical directors of state correctional facili-
ties responded to a sarvey assessing the degres to which
prisons screen for and trest hepatitis C. To estimate num-
bers of inmatas eligible for imterferon treatment and to
examing ¢odts associated with BECV management, we
constructed a feasibility model that incorporated screen-
ing criteria used in California and Rhode Island.

Resuliy: Thirty-six states and Waskington, DC, re- .

spondad, resulting in a sarvey response rate of 73%,
representing 77% of all inmates in state facilities na-
tionwidae. Colorado alone reported routine screening.
Only Californiareported condaciing 3 systematic seco-
prevalence study, which found thar 39.4% of male in-
mates were hepatitis C antibady positive in 1394. Sev-
enty-three percent of the respondents sometimes
consider treating with interferon. Four states follow a
standard protocol. The feasibility model suggests that
treating suitably screened inmates is a reasonable ex-
penditure for correctional systemas,

Conciusion: Prison may be an appropriate setting for
treatment of hepatitis C. If accompanying substance
abuse issues are addressed, instituting BCV treatment
for certain eligible incarcerzted individuals may be a
worthy target for public health dollass.
Health Fonmdadon and Acadnesls Press

Ray Wards: hepatitia C; prisons; review; cost analysis.
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INTRODUCTION

Hepacitis C viras (HCV) was recognized in the mid-
1970s as a distinct, “non-A, non-B,* viral canae of trans.
fusion-associated hepatitis; it was succassfully cloned

! Dr. Rizh is supported by a graat from che National Institutes oo
Drug Abusa with the National Institneas of Heaich, Grant DA0G2563.

1To whom regrink requests should be addressed. Fax (401) 462-
2000. E-mail: Anae Spanlding MD@hrown. adu.

@

i the following decade [I]. The develapment of an
enzyme-linkad immunosorbent assay (ELISA or EIA)
made it possible o screen donors for antibodies to HCV.
Subsequently, <ke risk of acquiring ECV threugh trans-
fusion dropped to less than 1 in 10,000 per unit trans-
fused {2]. Appreximataly 4 million Americans are cur-
rently infacted with HCV (3]. Due %o the public health
implications, the National Institutes of Tealth (NIE)
recently heid a cozferenca to develop a consensus state-
ment on the mazsgament of hepatics C (2].

The routa of ECV transmission can be identified in
mare than 305 of ZCV infectorns [2]. While the virus
shares transmissicn routes with EXV ard nepetitis B,
HCV is trapemitzad most efficiensly parentarally Thus,
a major risk factar for acquiring ECV in the Unitad
States teday iy injecfon drug use, which accouats for
30%% of new infections acd over one-tzlf of ronic infec-
Eons (3]. Racently, intarasal cocsine use kas also been
linked with ECV traasmission, perhaps secondary to
epistards and sharing of straws {4]. Given the assoda-
tion between ECV transmission and illegal drug use,
it is likaly that a large proportiom of those involved
with the criminal justice system are ECV pasitive. For
examgle, in 1694, California fourd an HCV seropreva-
lence of 39.4% in incarcerated males (5] compared with
tha HCV seroprevalence of 0.5% by EIA reported in the
general hioed dozor population (4,6]. Given the rela-
tively high rats of faise positives by EIA in populations
with low HCV pravalencs, this value probably overssti-
mates the actual sexsprevalence in donoars. Apprexi-
mately 83% of the nation's 2 muilion iv drug users are
incarcerated at some time [7]. Thus, a significant por-
tion of the 4 million Americans with hepatitis C have
involvement with the correctional system.

In Rhode Islacd, 19.4% of prisoners are serving sen-
tencas for drug-related offenses, incduding manufac-
ture, delivery, and possession of drugs. Random urine
92
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drug tests an inmates retuzn positive in about 2%, indi-
ating some in-prisen drug usa. Survevs estimats that
up to 80% of inmates have a history of substancs abuse.

Appraximataly 85% of individuals infected with HCV
will develop caromic HCV infection [#,8]. The natural
history of the infection typically follows an indslent
course [9], although stundies follawing patients over 2
decades estimate that about 20% of those with chronic
HCV infection progress to cirrhasis within 20 years
{10]. Ore to five percent may develop hepamceﬂular
carcinoma (HCC) within this period. Onee cirrhosis is
established, HCC davelops at a rata of shout 4% per
Fear {11]. Eepatitis C is now the leading indication for
liver transplantation in this country (2].

Interferan (IFN) has baen usad to treat chronic hepa-
titis C since the mid-1980s (12]. Use of FN-a2b resulis
in a sustained response in apgroximately 205% of recipi-
exts (13—16]. Sustained response is defined as no de-
tactable virus by PCR. and normalization of ransami-
nases at 6 to 12 months aftar a completed xeatment

course. Patients who respond to IFN show remission of

intammation on liver histslogy [16-18]. Theoretically,
this should decrease the risk of lethal sequelae of
chronic HCV infaction. The NTE cpsensus statement
ecderses a stardard izical therapy of thrice-weekly
injectiors of intexferun for a period of 12 months {21, The
statement slso detaiis guidelines for initiating therapv
Some chronic medical condidons, such as autoimmure
diseases, ars contraindications to reatment, Further-
more, substance abuse ehould be treatad priorto initiat-
ing therapy. Alcohol use is associatad with exacerbation
of HCV-related disease [9,19-21]. Injecdon drug use
places peaple at risk for reinfection, and animal studies
demonstrate that prior HCV infection does nat confer
protective immunity [22,23].

Applying guidelines for managing BECV is particu-
larly important within high-risk pepulations. In Rhade
Island, prison physicans discaversd the need for clear
maragement criteris when they found a high ECV
prevalance in their population. Until recently, all in-
mate ldichen workars were prospectively screened for
hepatitis B, hepatitis C, and HIV. Qfficials felt screen-
ing was neceasary to appease prisoners wha worzied
they could acguire these diseases from infacted food
hagdlers. Of those screened, approximately one-third
of 450 tested positive for antihodies to HCV. The policy
was changed because screening food handlers for theae
viral {llnesses had no practical implications. Howaver,
a large number of ECV-positive inmates were already
idantifled and were asking for treatment.

Correctional fadlities in the United States partic-
pated in a nationwide survey w0 determine which meth-
cds are being used to evaluata and treat this petentially
curable form of chronic hepatitis,

a3
METHODS

A ane-page survey was mailed ta the Commissiorer
of the Deparment of Corrections for each of the 50
states plus the Diatrict of Colymhia in December of
1966. A caver letier diractad the commissioners to for-
ward the survey to their medical program director for
completion. Survey questions asked respondents for the
number and gender of inmates iy their jurisdiction and
total number for the state, whether their system was
privatizad, what was the HIV-zeropositivity rate,
whether hepatitis C was tested for routinaly, and the
number of hepatitis C tests psriotmed and the percent.
age that returned positive. Detafled information about
specific HCV screening mathods was not elicitad. If the
jurisdicton. treated hepatitis, survey wert on ta
ask whether liver biopsies were performed, how many
patienty reseived interferon, how many doses of inter.
feron were administared, and whither a written treat-
ment protocol existed. Respondents were invited to send
sample protacols. Finally, the sutvey queried whether
a systemabc sergprevalenca study had been condncted,

Responses were retrned by mail or fax betwean De-
camber 1996 ard March 1997. Medical program diree-
tors of ncm:espcnd.ing stats carzetdane_l facdiities were
telephorned in March and April 1997 and asked to com-
plete surveys at this time, A second copy of the originsl
survey was faxsd to contacted norrespondars. qLm:e-
quent replies, returned by mail 4r fax, wera collected
between April and July of 1997.

A heapatitis C 'c:eem.ng ané tpeatment wmodel was
deve.aped based on practice guidel and data gezer-
ated from the Rhode Island prisor ponulauon to deter-
mine kow macy inmates would ke eligible for treat.
ment. Specifc inclusion and exdlusion criteria were
applied to the tstal number of famatas to arTive at
the number of prisoners who wotﬂd most benefit from
treatment. Total cast of ECV ent in these pa-
tients was then estimated ta deﬁermme if treatment
would be economically feasible within the priscn sys-
tem_ Absolate cost of interferon per patient was ob-
tained from the manufacturer, and the cost of preixeat-
ment workup was ascerzained froth accounting records
in the prison lakoratory. i

i

RESULTS

Survey

Thirty-=ix states and the D:stm:ﬁof Columbia replied,
resulting id a response rate of 73% (Table 1). No more
than one response was returned by each state. Some
surveys were answered by medical directors responsi-
ble for only part of a given, state’s orrectional system.
The responding states collectively reprasent T7% of all
inmates in state correctional facliBes nationwide, ot
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TABLE 1 .
Demographicy of Respanding Stata Correctioral Pacilibes
No. of HIVa
Staza ey inmaces % Mala per survey

Alagia No - 3,800 aq Uaknown
Arizoaa No 23,000 94 L2
A.d:?.nsa; No 8,333 93.4 Lo
Califrmia No 144,939 93.1 23
Calorada No 10,000 92 13
Digtmict of Colexmbkin  No 9,0¢0 95 100
Florida o/a 64,02¢ nfa 3.4
Gearzin nia 33200 94 3.0
Idaks Yes 3832 100 0.3
Iadiana No 17,126 14 Lo
Eansas Yes 7,300 30 N5
Kan) Na 12379 94 19
Maine Pargal 1550 99.9 93
Maryland Yes 22,540 wa 5.0
Massachnsatts Ts 10,500 33.3 3s
Michigan Pargal ko2 B 96 1.3
Minnesotx Naq 5,090 953 0.1
Misvouzi Yes 20,185 94 a.3
Neoraaxa No 3,180 90 Q.7
Nevada No 8.30a nfa L8
New Za=gshice No 2,055 pfa (+irg
New Yorks No 65.934 95 140
Noreh Dakeoms Yoo 780 93 03
Qianoma Na 14,560 ) 0.7
Cragon No 8,7c0 e3 1.1
Denzgylvania Yes 34,000 ] o/a
2hode sland No 3284 eas 3.0
Scuth Camlina Parzal 21,354 94.2 38
Socsh Dakxocs Ves 2,157 Q3 1.0
Tencpszae nfa 12,827 97 2
Texas Na 132,346 023 24
Gk No 4,584 95 0.4
Virgizia No 23,3490 4.8 1.7
Washingzan No 12,579 92 10
Wese Viozinia nia 2,540 93 <1.0
Wisconstn No. 14,137 93 0.9
Wyoming No 1,300 ofa 0.3

Note. o/a, noc avatlakie.

= [talicizad aumbers are ssimates,

* Writtan comment inciuded, "We test on demand or with
sy=ptoms.®

abgut 800,000 people (24]. While 35 states (95%) re-
ported seroprevalence data for HIV, only 1 scats has
completed a formal HCV seroprevalence study. Table 2
lists information regarding coxrent screening and treat-
ment practices for hepatitis C in responding faclities.
Only Colorado reported “routine” hepatitis C tasting.
Thixty percant of its antd-HCV testing returned positive
but only 1,224 tests were run in 1 year when the total
number ofinmates in the jurisdiction was 10,000. It was
unclear how “routine” testing was defined. Nevada’s
nonroutine testing for HCV antibodies found a positive
rate of only 10% by initial testing, and RIBA confirmed
ant-BCV positivity of 1.2%. In Maryland, 67% of 120
tasts performed were pesitive for HCV, and in Missouri,

SPAULDING ET AL

35% of 840 tests performad were pesitive. In Utah, 83%
of 87 tests wers pasikive for HCV,

Twenty-seven (73%) respondexnts statad chat some
ECV antibody-positive inmatea recsived treatment
Eight (22%) rezorted that thefr inmates never receive
treatment and po faciides reportad always treating.
The extent to wkich a correctional system pursued
treatment of ECV was not eorrelated with whether it
was privatized. Four states (11%) follow a written proto-
col; an additionai 6 (16%) are in the proczss of devel-
oping one. The number of doses of interferon dispensed.
if known, are skewn in Table 2. One patient recsiving
interferon three &mes weekly would recsive 78 desas
over § months and 156 doses over 1 year Thersfore,
dividing the numZzer of dozes by 150 gives the approx-
mate number of pazents treatad for an entire year.

Data regarding the number of inmatas treatad for
hepatitis C, the nuxbers aot tteated, and the number
of liver bicpsies performed for the year was not forth-
caming. Responses of states who provided informadon
are stown in Takle 3. Only nine states (24%) reported
numbers of in™matas traated for hepattis C: Eve states
reported that nc immates are currently teacad, while
Rhode Island reported treadng 23 inmates. Six states
(16%) provided Sata regarding number of liver biopsies
periormed per yea= three ragortad sore, the Distric:
of Columkbia ané Xansas reported 2, and Rhode Island
reported pericrming 30 liver biopsies per year

Only Califorzia conducted a formal study of ECV
seroprevala=ce. This study was conduesed in the fall of
1594 joirtly by the Califorgia Department of Eealth
Services, the OEce of AIDS, aad the Califorria Depass-
ment of Correcdons [5]. The cross-secdonal, blinded
study showed the ECV serogrevalence rate by EIA-2
was ¢1% overall. The rate for men was 39.4%, with a
higher rate amorng whites compared with minorities.
Woraen had an overall rate of 54.5%, with the highast
rate amang Lat-as, followed by whites. A lower than
average rate was found among Affican-American
waomen. Of ideztified intravenous drug users, 76.1%
were ECV pesitive. In Rhode Island, gver a 4+-month
period from Septamber to December 1996, 37% of hepa-
Htis C EIA tests returned positive. These data were
gecerated mainiy from prospective kitchen workers, a
broad cross-section of the inmate population.

Mocal

In an attermpt ‘g assess costs assocated with HCV
management in the Rhode Island prison system, we
created a model ko estimate numbers of inmatas eligible
for screening and —eatment (Fig. 1). We judge that of
approximataly 3,000 total inmatas, only 40% will meet
the length-of-3tay rsquirement of at least 13 months
(Table 4). After heaith education sessions, about 25%
of the remaining 1,200 are expected to ask for screening.
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TARBLE 2 .
ScreeningTreaiment Protocols for Hepatitis C in State Correctiagal Faciiities !
) Na. of IEN
Bourine scruaning’ % Screening Tacmext . IFN doses used
State e HCV HCY poaitive of HCV pruzbeal in 1595
Alasica Wa a/a Sormesmeg Yo ]
A.n:ma. Na n/a Scmeces Yes c/a
Arkansas Nao n/a Newer Na 0
California Na a/a Semecmes Yoo /a
Celorade Yos: 1,.._4 tastz dova 30% Somaeczes Devologirg 1153
Diseriet of Calumbia Na /s Never Ne . Q
Florida Na /2 Someci=es Ne nfa-
Geargia Na wa Scmedmes Na afa
Idzho Neo n/a Sormec=es Yo 200
Iodiana Wa /2 Somag=es Develaging =fa
Bansas Neo 70 tests dome 5~10% eat Scrzacies Daveicging qQ
Eentucky Na nfa Neve* Na afa
Maina : No nfa nra Yo r/a
Maryiapd No: 120 tens done 67% Somedmes No w/a
Masgachusatss No n/a SoetTes .. Yes 430
Michigan No wa SomediTes Deveiogmg c/a
Ylingesora No o/a Somad=es No 23§
Missguri No: 840 zoxes dane 39% ScmaE=es Deveioges oia
Nearasica Na efa, Samati=e Ma a
Nevada No: 258 teses deze 105 RIZA 1.2%) Samas—es Ya : cfa
New Hampshire =/a 2a Sozac=es No lase -
New Tark No: high sk anly ofa Somedi=es Na 1328 .
North Dakata Noz at least 1 doce zfa Soas=es No r 1a
Oklzhom= No v/a Semesi=es No ? o
Oregez No nfa Someciz=cs No &0 -~
Pennsyivania No n/a Somedizes Deve-oaf,n; 3
Rhode Island Ne: 307 Tests Done TR Someces L — X 2,534
South Caroiina No n/a Somec=es No . Q
Soutt Dakaez Na =g Naver, Na . o/a
Tennessee No cfa® Not »ith FN Ma ]
Teceas No oa Somed=es Na . 2635 -
Uuh No: 37 donag, if Sx RS Socetizmest Ne i a/a
Virginia | Na v/a Socedizes Na ! i
Wazhinxeon No ofa Never Yo : wa
West Virginia Na n/a Never Na =/a
Wisconsin No ofa Never Ma i zfa
Wyoriag No: § tasts dooe 20% Naver Na 0

1 D W

Nore: p/a, oot available; eat, estimata,

¢ “But agout ta change.”

$41995 No. IFN dese 238 IFN-o2a; 1,032 FN-2b."

* “Wa kave expacisnced a very low prevalance of Eup C so Gin”
¢ *Qaiy if symptoms.”

Since 50-80% of IV drug users acquire HCV within 6
ta 12 months of injecting (4], between 130 and 240 of
the 300 ar= likely to have positive screens, However,
wa estimats that at most, 100 will meet clinical exclu-
sion and inclusion criteria for treatment, and only 50
will demoustrate no drug or aleohol use for a period
of at least 12 months. Of these, 10% will be excluded
secondary to liver biopsy and/or laboratory results.
Forty-five infected prisoners may begin TFN therapy.
At 3 months, 25% will show ns response by PCR and
therapy will be discondnued. Of the remaining 34
treated, 10% will drop out of therdpy due to intolerabla

b @it Bew ¢ vt

side effects. Thirsy-one HCV- posxbi,ve prisoners may re-
cetve 12 months orIE'N.Therefure,m:hemd., approxi
mately 1% of the total prison pegulation may recsive
the full course of IFIN therapy.

We calculated the costs of screeing and treating the
number of patients presented in this model (Table 5).
The total cost ;orourmcd.elmm ¥ $250,000. Drug
treatment, avalable to varying de in most corTec-

tional systerzs, has obvious merity beyand allowing pa-
tients to- qualify for hepatitis u-qatment The Rhode
Island Departmant of Correctxons offers both supoort
groups and resideatial treatmedt programs for in-
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TABLE 3 '
Hepatitin C: Na. of Iomates Treated in State Cormecsional
Padlities in Que Year*
. Na of liver
State No. treated  No. untreated biapries
Diserict of Calumbia 0 0 0
Idahg 8 /a 2
Kansas Q 0 Q
Massachuserts 8 /s p/a
Nebrasiea Q afa . 2
New Haxpshire 1 afa oa
Qregun 2 nfa /3
Rhode.klnnd 23¢ o/a 30
Wromagy Q 1 ]
Note. o/3, pat availasla

*Qulyg respoadenty(24% ofqurvey resnondents) provided answrers
tn thosa quasticns.
% At the timae of tho study.

mates. Methadone maintenanes is provided only to
pregnant females. Since these rehabilitative services
would exist in the ahsence of hepaditis C, the cost of
drug treatment programs was not included in the faasi-
bility model.

DISCUSSION

We are in the midst of an HCV epidemic. Because of
the correlation between parentsral and ineranasal drug
tse and acquisition of HCV, a significant prosorsion of
the population infected with HCV resides in prison.
Treatment of an appropriate subgroup of this popula-
tion may decrease their risk for cirrhosis and HCC and
‘potentially pravent further transmission. We have initi-
ated 2 discussion of this issue by assessing the currenc
status of screening for and treating chronic HCV infec-
tion in stats prison systems.

Qur survey was purposefully shart and directed; we
received 37 of a potential 51 responses. States more
active in the surveillanca and treatment of hepatitis C
may have been more likely to respond to tke survey.

This selection bias, if anything, would overestimate the .

extent of detection and management of the disease in
a correctional setting. Incentives such as the promise
of technical help in developing a hepatitiy C protocol
upon rec=ipt of a complatad survey may have resultad
in a higher response rate.

Many of the surveys were returned with partial re-
sponses, estimates, and omissions of oitical informa-
tion. Mare completa responses may have been elicited
had the respondeznts been telephoned in order to clarify
the omissions. The questions that appeared ta pose the
most diffculties included the number of hepatitis C
tests performed and the percentage of tests retwming
positive, the number of inmates treated and untreated,
the number of liver biopsies, arnd the numbker of IFIN

SPAULDING ZT AL

doses. Unclear information and estimates may have
introduced cbserver hias malkingit dificult to intarprat
some of our results. For example, many states re-
sponded that they sametimes treat their ECV-positive
inmates without providing discrets values for numbers
treated. This may egain overestimate the extant to
which state faciiHes treat. Similarly, seven of eight
states respanding that they never treat HCV omittad
the num.ber of screening tests performed. It is not clear
whether these states are not treating HCV-positive
prisoners or simply not testing for the disease.

The survey did not request infomal:inn on screening
protocals. Only ore stata routinely tests for ECV. We
assume that t2e other states are predominantly tasting
high-risk or symertomatie inmates or those who request
tesdngz. Based en California’s seroprevalence studies,
meny potentiaily eatable inmates with hepatitis C
may 20t be identified by these practcas.

While most statas are familiar with HIV sarapasitiv-
ity in their priscn systams, only Califernia reportad
knowirg HCV seroprevalence, diing a rate of roughiy
35%. This vaiuve is significantly higher than the race
for HIY, for which many prisocs routinely screen. Itis |
possiole that similar rates would be found in ather state
orisons. Despita a lack of roudse screening one state
mr:z:o-'.ed, “We have experfienced a very low preva-
lerce of Hep C so far.” This lack of awaraness of the
potentially hign prevalence of ZCV may reflect the pau-
city of published data gn HCV screening and reatment
in the prisons.

Most prisens somakmes treat HCV, although only
four have estabiistred IFN prowcols. Many imgportant
questions rerain ta be asked For example, what are
the specfic sc:e.n.l:.g citeria used in most states? What
melusica cxteria are used amorg the 73% of stata facili-
tes that sometimes treat HCV? How, szecifically, is
HCV treated in these fadlities?

Lssues of cost effectiveness potentially limit feasibil-
ity of treatment. Determined to provide standard of
care in a financally restrictive environment, California
and Rhode Island incorporated a set of inclusion and
exclusion criteria inta their IFN protocols (Table 4). In
the year prior ta mstituting these guidelines, Rhode
Island trearad 23 inmatas with IFN. This number was
high cempared with numhers reported in other states

_partly because, at that time, all prospective kitchen

workers were scseened for HCV. Some of the 23 inmates
would not meet current inclusion criteria. Interferon
protocals should ellow us to identify the subset of pa-
tients who will benefiz most from therapy.

We must assess the applicehility of the carrent BCV
treatment guidelinus to the prison population. A =
cently developed framewurk pruposes considering nine
factors when decding to implement health benefits for
an imrate (25] (Table 6). In it, patient desize is =z
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Pool Etiible for Sceening/Treatment Pool Exsfuded from Scresning/ Trbatment
toral fonates 3000 prisoners
40% 60%
mmates witk length 1200 prisoners 1800 prisoners
of stay > 15 months — not sceeed
5% 75%
prisoners motivazed 300 prisoners 900 prisomery ‘
to ask for HCV screened for HCV not screemed ?
Icreening with ELi-2 |
33% 6%
prisaners meer afl 100 HCV+ prisoners 200 prisoders
clinical erteeria for eligtble for pre- not yraarzd: dther HC'/ -
[FN prior to blood frearnent substance or EC7+ but da not
work and liver Biopsy | abuse evaluarion mesr clinical criteria
0% ‘ 50%
prizanrers withows 58 HCY+ prisoners 20 BCV=+ pr:oners
sugsmnce ebuse issuas  |efigible for pre- . tor recred
dexermined by subsiance |grectment work.ug

adusé coordinawors ’
90% 10% :
prisoners with lah 45 BECV+ prisonery S HCV+ prisoners|
wark end 3iopsy begin IFN cherapy not rrezred
Consistent with )
treatment criterig |
5% 15%
prisoners show 34 HCV+ prisoners 11 HCV+ prisoners
response o IFN by consinue [FN at IFN swpped at
PCRar3Imonthr =~ | 3 months ' 3 months
— .
90% 10% ]
prisoners without 31 HCY+ prisoners 3 HCVY+ prisoners
tniolercble side reczive 12 manthe [FN s:opped at
effec tg IFN IFN 3 months or less

FIG. . EwmhsCmudmtaoﬂnlthhndm::n::‘mﬂmhhddbamdq&c&mﬂs&nﬁvwd&:m
- experimmcs within the Rhode Island statz correc=onal sywtem.

1
i
H
!
!
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TABLE 6
Facrory [aflnancag the Decision to Intervace*

TABIE 4
Exchsion/Taclusion Critaria for Treazment of ECP
2T Ca

Failure to enxoil in substarcs abuse program %or 12 + o+

months priar
Eistary of docamentad use of tv drugs or aleskol in + o+

precading 12 mantks
Poar coutrol of 2 majer medical ness or - o+

Leageh of sty i prison <13 moushs Sum imitiation, - o+
of Teatment :

Orzen transplane rosipiant -

Duration of infection >3 years -

Clinicsl 5igns ar symptoma of decempensated liver
disease .

Platalat counk <75,000

EIV antbody pesitive

~ BECV viral load <3,50Q or >350,000

Rzasonables life axpectancy <20 years

Liver biopsy: presencs of drricsiz, Stey infizace

Autsimmune divordar

Abgoiute Inclusion Crizeria

Serzm BCY ancibedy posisve

Age >18 or <63 Teurs

Ect >30%, Ald <33 mg/dl. Cr <1.5 mgrdl, INR <12
tayraid fuacdon tems within aormal limits

Cansant sigred {r randow drug and aicshel aceens - &
during reacmens

Liver biopsy cousistent with chronic viral tepadts + -

LZT greater than opper limits of zormal - -

[ S ]
[ S | + + t

'
+

i
4

 Rbode [sland informarisa Fom Dr. Anne Spaaldiag, Medical Pro-
gram Directar; Califirnis aritwria ceaced by cammitste seeercd by
Dr. Nadim X Zhoory and Dr. Jaba R Cavington, Assistagt Desuty
Direczacs, Eanlia Caze Sarvices Division

TABLE 5

Costa par Yesr for Scwening acd Truatrant of Eligible [amaces
in the RI Prison Systom Based on Model tn Fig. T

Procedure Cost  No. of patieats Totzl cose
ECV EIA $9.50 300 $2,93Q
Liver biopsy 31273 59 $53.900
Carrectional oficers' dmet $208 39 510250
Reagent coats
Pretraatmect workur 309 30 513,460
Intratreatment hllow-gp*
S.monrh cyoryed 211 14 3,514
12.month coursa $743 3 $23,095
N .
3-month wusse $1,017.50 1+ $14.248
12.mgoneh cocse $4,070 3t 126,170
Total $299,474

¢ Cost of 4 b of overtime for 2 stuta correctional ofiears.

* Includes CBC, LFTz, TSE, ANA, AMA, a-1 anttrypain, caruio-
plasmin, HCV qualitative PCR.

* Costs based ou Schavizy’s HCV fow 3hieer pratocol

4Based on previous studies, it is asaumed 25% of those treated

. ‘vl aat respond by 3 months and will receive no further rectment,

Therefore, only 75% of these begun gu IFN will receiva tha full 12-
month caursae.

Urgency of procedurs
Expectad rernaining duration of mearceraden,
Necessity of procedara.
Probahitity of sacessful cutcams of trastment including the
risk of adverse side sffaczy. .
Padenrs desire (axpressad or impiict! e the interrenton.
. Expecsad fieszeal improvemant 24 a rasuit of the
interveation.
T. Weather the intarvuntion ia Hr 2 preedsdng gnditon.
4 Whaether the intarrendon i a cantinuacion of grevicns
=eat=ent Hr 3 chironic condidan, or is the mitiader of
. a 2ew ucze of long-imrm Teacment.
9. Cx=u

* See Raf 25,

P8 fe

@ o

imperant citerion for consideration of treatmens; oth-

ers are urgency and necassity of the procedure, likeli-

hood of success and improved functon with the inter-

vention, whether th= condition is preexistng, whether
treatment was begua prior to incarceration, and what

the cost and the remairing length of time within che

system are. In Rhode I[sland, inmastas receive health-
educaticn abeut HCV. Ounly patients #ho subsequently

requesat screenipng and wearment are considered for IFDY

therapy. As mcore prisoners are treated and have man-

ageable side effsers, tha demand by fellow inmates for

treatmeat increases. This populacien has tolerated in-
terfercn at rates sirzilar to the general population. Fur-

ther—ore, complianes rates are high because of close

medicsl follow.up while in prison.

Inzates must dermonstrate thair desize for oeatment
by atstaining from injection drug or alcohol use for the
12 months prior to beginning treatment. Since sharing
injecton-drug-use equipment puts individuals at risk
for HCV infecdan, we cansidered including inmates who
may have injected but not sbared equipment in the
past 12 months. However, the patients’ reliability with
reogard to thix mattar would be too difficult to assess.
In sddition, current drug users may be at higher risk
of sharing equipment if clean paraphernalia is not
availahle

Correctional health care practitioners routinely con-
gider duration of incarceration in their decisiom-
malcng. For axample, emergency care is not denied for
an inreata with even the shortest sentence. On the other
hand, elective surgery may be justified only if an of-
fendsr will not have access to outside care for an ex-
tended period of time. In the case of HECV, one of the
inclusion criteria for treatment in both Rhode Island
and Californig is a length of prison stay of at least 13
months ta allow for a 12-month treatment course with
follow-up. While the cost of sczeening and treatment is
potentially the limiting factér for many prisen systems,
coat—benefit analyses in nouincarcerated populations
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[26-29] suggest that [FN i3 a cost-effective treatment
for an appropriats subset of patients. In the corzectional
setiing, the savings may nat be realized dering a sicgle
inmare’s prisen term, but rather i the long-term cost
ta society.

Thke costs of 3cveening and treating the patients pre-
sentad in our meodel tataled about a quarter million
dallars. This represents roughly 3% of the total health
ecare budget in the Rhade Island correctional system. A
cost—benefit analyzis of HCV treawnernt in the prisons
is necassary to explore potential costs saved and quality
of life gained with tearmang,

It is important to evaluate all sceening and treat-
ment protocols that are implemented in a prison sys-
tarn. Of course, the most effective intarvenan program
waould be to decrease the acqguisition of hepatitis C in
the first place. Correctional health services could use
strategies that have been successful in loweriag the
risk af acquiring HIV—peer education, suhstance abuse
treatment—and apply them %o hepatitis C preventicn
(3o1.

CONCLIUSION

A sigeificant portion of the HCV-pasitive popuiation
resides in prisorns. The association helds tue not just
iz the United Statas but also in ather westara counzies.
In fact, a study in the Sydzey, Auswralia, prison syste=
discoversd an ECV sersprevalenca of 37%, vary simiiar
to the value reported by California and Rhode Islazd
(31]. Treatng ar appropriats suberoup of inmates may
tepresent a public healch e.xper.ditux— tkat is cast effec-
tive. In this study, we found that only one stata routzely
screens all inmates for BECV infaction. While the sero-
prevalence in most statz prisons is unkmown, the per-
centage of infected inmates is significantly higher than
in the general population. Multple cost-banefit analy-
ses in nonincercerated populations have shown that
the bencfits of ‘Teating hepatitis C qutweigh the costs
(26-291. While a large proportion of stata correctional
facilities reported that.Teatment for HCV is sometimes
cansidered, it appears that faw inmates are actually
treated. F\rthermore, few states have set cxiteria to
determine who should be screened and treated. We ad-
vocate the develooment of protocols that, while recag-
nizing finapcial canstraints within state correctional
systems, ensure that approvriate inmatas with bepati-
tis C are treated aceording to the current standard of
care. Several new regimens for treating hepatitis C are
under development, including combination treatment
with ribavirin. As treatment becames more effective
and less costly, addressing HCV in prisans should be-
come an even higher priarity.
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Guidelines Developrient Commitiez - A formally estaniished cemmities of %fﬂa rtment medical
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Mane.! |




Clinical situations in which further hepatic evaluation may be
indicated and in which Interferon Alpha Therapy may be
permitted in the Department of Corrections

Evidence of persistent or progressive hepatic synthetic function

impairment manifest by:

a. Coagulopathy (prothrombin time more than 2 seconds
prolonged without other explanation)

b. Hypoalbuminemia (albumin less than 3.0 mg/dl without other
explanation) '

c. Hyperbilirubinemia (bilirubin greater than 2.0 mg/dl without
other explanation)

2. Evidence of extrahepatic manifestations of Hepatitis C that may
respond to interferon alpha

a. Essential mixed cryoglobulinemia

b. Membranaproliferative glomerulonephritis

C. Mooren corneal ulcer
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