State of Care for
Veterans with Chronic
Hepatitis C

Department of Veterans Affairs
Veterans Health Administration
Office of Public Health and Environmental Hazards

Public Health Strategic Health Care Group

VA Defining . T
t
neaurn | EXCELLENCE Ui kd
CARE | in the 21st Century Strategic Health Care Group

November 2010







Preface

The purpose of this report is to characterize the state of care of the population of
Veterans with chronic hepatitis C (HCV) within the US Department of Veterans Affairs’ (VA)
Veterans Health Administration (VHA). The first step in providing responsive care is to learn
about the affected population. This report describes the distribution of Veterans with chronic
HCV within VHA and provides basic demographic data on this population. Additionally, the
report describes pharmacologic treatment, other conditions commonly seen in Veterans with
chronic HCV, and indicators of healthcare quality including screening, monitoring, and outcomes
assessment. This report contains information that can be used to assess and guide
interventions to improve the quality of care VHA delivers to Veterans with chronic HCV.

The report has a series of chapters, each covering a limited aspect of VHA care for
Veterans with chronic HCV. Please refer to the Table of Contents for a quick reference to key
sections within each chapter. The report contains summary information at the national, regional
(Veterans Integrated Service Network, or VISN), and local healthcare system levels. To improve
readability, large tables appear in the Appendix; smaller tables and figures appear within the
text. References and general methods are described at the end of each chapter.

This is the first comprehensive summary report on Veterans with chronic HCV produced
by the Public Health Strategic Healthcare Group (PHSHG). PHSHG was assigned responsibility
for the National Hepatitis C Clinical Program in 2001. Since then, PHSHG has initiated
numerous educational, training, and quality initiatives, the majority led by the National Hepatitis
C Resource Centers, targeting various VHA providers responsible for hepatitis C care. In 2006,
PHSHG, in conjunction with the Office of Information Technology, launched a new population
management tool, the Clinical Case Registry (CCR), which greatly expanded access both
locally and nationally to medical information for Veterans with chronic HCV. Data from the CCR
serves as the foundation for this report. Where available, comparisons are made between
Veterans with chronic HCV in care recently and during earlier periods.

With the goal of continual improvement in VHA care for Veterans with chronic HCV,
PHSHG is committed to making these data available to front-line clinicians, VHA policy makers
and researchers. This report would not be possible without the efforts of VHA staff located at
VHA facilities across the county. PHSHG staff who are responsible for review of the quality of
HCV care and who were instrumental in the development of this report are listed in the
acknowledgements section. This report is dedicated to them and to the Veterans we serve.

Janet Durfee, RN, MSN, APRN

Acting Chief Consultant

Public Health Strategic Healthcare Group

Office of Public Health and Environmental Hazards
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Executive Summary

The Department of Veterans Affairs (VA), Veterans Health Administration (VHA) is the
largest single provider of hepatitis C (HCV) care in the United States. According to Clinical Case
Registry data, between 2000 and 2008, 287,410 Veterans in VHA care screened positive for
antibodies to HCV and 189,065 (65%) were identified with chronic HCV infection. In 2008, VHA
clinicians cared for over 147,000 Veterans with chronic HCV; these Veterans were cared for in
every one of VHA’s 21 Veterans Integrated Service Networks (VISNs) and at every one of the
128 VHA local healthcare systems across the United States. Of the 5.6 million Veterans in VHA
care in 2008, one of every 38 (2.6%) had a diagnosis of chronic HCV. The number of Veterans
with chronic HCV in VHA care has been relatively stable over the past 5 years with
approximately 8% entering VHA care and approximately 8% leaving (including deaths) VHA
care each year. In 2008, caseloads of Veterans with chronic HCV ranged from 2,480 to 14,019
across VISNs and from 26 to 4,476 across local VHA healthcare systems. In 2008, the typical
Veteran with chronic HCV was White (49%), 56 years old, male (97%), with a history of co-
morbidities including hypertension (63%) and depression (56%). This group has a significant
history of tobacco use (62%) and alcohol use (54%), complicating the management of chronic
HCV. More than one in eight had a history of cirrhosis and over 900 new cases of hepatocellular
carcinoma (HCC) were diagnosed in 2008. The proportion of those in care with advanced liver
disease, including cirrhosis and liver cancer, has grown significantly over the past 8 years.

Nationally, Veterans with chronic HCV receive high quality care at the VHA as reflected
in rates of guideline-concordant HCV-specific care, recommended prophylaxis, screening for
conditions important to public health, and outcomes measures; however room for improvement
exists. National VHA rates of providing guideline-recommended clinical preventive services for
Veterans with chronic HCV receiving care in 2008 included: confirmation of hepatitis B immunity
or vaccination 70%, confirmation of hepatitis A immunity or vaccination 65%, HIV testing 56%,
influenza vaccination 46%, and screening for HCC in Veterans with chronic HCV and cirrhosis
45%. By 2008, over 31,000 had received antiviral therapy for HCV; they represent one-fifth of
the Veterans with chronic HCV in VHA care in 2008. Attainment of a successful HCV antiviral
treatment outcome, referred to as sustained virologic response (SVR), was lower in VHA
compared to drug registry trials, as might be expected due to differences in patient population.

As the report shows, VHA has made significant improvements over the past 8 years in
many areas of HCV population management including patient identification, testing, and in
guality of care indicators. These improvements coincide with the establishment of a National

Hepatitis Clinical Program Office and the Hepatitis C Resource Centers. Programmatic efforts
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have included the development of educational materials, development and dissemination of
successful models of care, various training programs and quality improvement initiatives. This
document provides a descriptive report; it is not meant to be exhaustive nor is it to provide the
type of statistical analyses that allow inferences to be drawn. The PHSHG uses these data to
understand HCV prevalence, burden of disease, and care outcomes regionally and locally in
order to design targeted interventions and identify topics requiring additional investigation, thus
assisting in improving care for our nation’s Veterans. Geographic variability across VISNs and
local healthcare systems exists on all the quality indicators covered in this report, providing an
opportunity for the PHSHG, administrators, local champions, and VHA researchers to identify

gaps, barriers, and best practices to improve care.
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Chapter 1 — Background and Perspective

1.1 Department of Veterans Affairs, Veterans Health Administration

The Department of Veterans Affairs (VA) Veterans Health Administration (VHA) is a
federal comprehensive healthcare system serving eligible, enrolled US Veterans.
Organizationally, the VHA is divided into 21 geographic regions called Veteran Integrated
Service Networks or VISNs, each of which encompasses a number of local healthcare systems.
These 128 local healthcare systems include over 1,100 facilities consisting of medical centers,
community based outpatient clinics (CBOCs), domiciliaries, extended care facilities, hospices,
and specialty centers for mental health, blind rehabilitation, spinal cord injury, polytrauma and
traumatic brain injury. In federal fiscal year 2008, there were 7.8 million VHA enrollees and 5.6
million (72%) of them received care at a VHA facility. Nationwide, VHA inpatient care involved
641,000 discharges (70% of which were for acute care) totaling 4.3 million bed days of care.
That year, the average daily census in nursing homes was 33,782 Veterans. Over 67 million
outpatient visits were provided by the VHA in fiscal year 2008, 13.7 million of which were at
CBOCs. Additional information on the general Veteran population can be found at

http://www1.va.qov/vetdata/.

1.2  Overview of Program Office and Quality Initiatives

The Office of Public Health and Environmental Hazards improves Veterans' health
through prevention, outreach, treatment and surveillance. It focuses on specific populations of
Veterans including women Veterans, Veterans with HIV/AIDS, Veterans with hepatitis C (HCV),
and Veterans exposed to hazardous materials during military service. The Office also manages
VHA'’s medical response to emergencies and protects the safety and health of VHA employees.
Additional information on the Office of Public Health and Environmental Hazards is available at

www.publichealth.va.gov.

Public Health Strategic Health Care Group

Public Health
Strategic Health Care Group

The Public Health Strategic Health Care Group (PHSHG) is an organizational unit within

the Office of Public Health and Environmental Hazards. PHSHG's mission is to improve the

health of Veterans through the development of sound policies and programs related to several
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major public health concerns including: HCV infection, HIV infection, seasonal influenza,
smoking and tobacco use, and emerging infections of public health significance including
healthcare associated infections. PHSHG strives to promote the highest quality, comprehensive
care for Veterans and to have that care recognized as the standard by which all healthcare in
the United States is measured. PHSHG efforts include patient care activities, clinician
education, patient education, prevention activities, policy development, and research directed at
continuous improvement of medical and preventive services delivered to Veterans. Additional
information on the PHSHG is available at
http://www.publichealth.va.gov/about/pubhealth/index.asp.

Clinical Public Health Programs Office

The Clinical Public Health Program Office (CPHP), a component of PHSHG, oversees
the VA National Hepatitis C Program. The Hepatitis C Program works to ensure that patients
with or at risk for HCV receive the highest quality healthcare services. Led by PHSHG and
carried out by providers at VA medical facilities across the country, the program takes a

comprehensive approach to HCV that includes:

¢ Universal screening for risk of HCV infection

e Effective counseling and testing for those at risk

¢ Education for patients and their families

e Prevention and harm reduction

¢ Clinician training on the latest information regarding the management of HCV including
antiviral therapy

¢ Promotion of excellence in clinical care

e Proactive research to improve clinical care

o Data-based quality improvement

Hepatitis C Resource Centers

HCRC

The Hepatitis C Resource Center (HCRC) network is an integral part of VA's National

Hepatitis C Program and is overseen by CPHP. Initially funded in 2002, the four HCRCs,

2 of 61


http://www.publichealth.va.gov/about/pubhealth/index.asp

located in Minneapolis, San Francisco, Seattle/Portland, and West Haven, work closely with
CPHP and other elements of PHSHG to develop best practices in HCV prevention, clinical care,
patient and provider education, and program evaluation for use within VA as well as within other

medical care systems. Projects of the HCRCs include:

e Improving screening and testing methods

e Development of patient education materials

e Assessing impact of co-morbidities on chronic HCV treatment decisions (e.g. mental
illness, substance abuse, or concurrent HIV infection) and piloting effective models of
care to address these challenges

¢ Development and dissemination of models of interdisciplinary care to optimize effective
management of chronic HCV

e Training of VA healthcare providers on hepatitis C diagnosis and care, including
reduction of risk from co-morbidities and management of complications of chronic HCV
infection

e Surveying HCYV clinicians to better understand HCV care delivery in VHA

¢ Development and dissemination of clinical standards for managing patients with all
stages of HCV

¢ Development of telehealth models of care to improve access to care for Veterans with
chronic HCV

Over the period covered by this report, the HCRC program was instrumental in developing
treatment guidelines, educational materials for Veterans and providers, and numerous products
and staff educational programs with the goal of improving the quality of care for Veterans with
chronic HCV. Additional information on the HCRC program including access to guidelines and
educational materials for both Veterans and clinicians can be found on the internet at

http://www.hepatitis.va.gov and within VHA at http://vaww.hepatitis.va.gov .

Center for Quality Management in Public Health

c M P Center for Quality Management
In Public Health

The Center for Quality Management in Public Health (CQMPH), also a component of the
PHSHG, is based at the VA Palo Alto Health Care System. CQMPH oversees the Clinical Case
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Registry (CCR) for HCV. CQMPH'’s mission is to catalyze continual innovation and improvement
in VHA clinical care via the use of quality management techniques and the strategic use of
clinical information systems. This work is possible because of the unique VHA electronic
medical record (EMR). Taking advantage of clinical data from the VHA’'s EMR, CQMPH
develops centralized patient registries, and enhances local registry functions to provide
clinicians useful information about their populations of Veterans with HCV. CQMPH staff
members provide support to VHA clinicians and administrative staff to enhance their ability to
use the CCR. CQMPH also provides other electronic tools such as optional Clinical Reminders.

All these efforts are designed to enhance the quality of care delivered to Veterans.

1.3  Electronic Medical Records, the Clinical Case Registry, and CCR Reports

CASE
REGISTRIES

' CLINICAL

VHA has a state of the art electronic medical record (EMR) covering all aspects of
healthcare delivery and documentation. Electronic tools use healthcare data to provide
clinicians with patient-centric reminders and guidance related to care delivery including safety
functions such as drug-drug interaction and allergy checks, reminders to provide vaccinations,
laboratory tests and screenings, and alerts regarding abnormal results or procedures. The VHA
EMR also includes population management tools, such as the Clinical Case Registry (CCR).
The CCR software, deployed throughout VHA, provides a registry at every VHA facility to
support local care delivery and populates a national clinical database. Staff members at VHA
facilities serve as local registry coordinators, reviewing the medical records of Veterans with
laboratory results and/or diagnosis codes reflecting potential infection with HCV and in cases of
chronic infection, confirming their addition to the local CCR. Addition of a Veteran to a local
registry triggers his or her addition to the national CCR, which is created through extraction of
specific clinical data from the local EMR. Data elements extracted to the national CCR include
information on allergies, demographics, diagnoses, inpatient stays, laboratory tests, outpatient
visits, prescriptions, procedures, and radiology.

Using data from all VHA facilities, periodic summary reports are created on the
population of Veterans with chronic HCV receiving care in the VHA. These reports use the latest
available data and provide information at the national, VISN, and local healthcare system levels
to VHA clinicians, administrators, and researchers. Each report is based on an extract of CCR

data on a specific date. In each extract, CCR historical data is updated with current data for
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Veterans already in the CCR and with historical and current data for Veterans recently added to
the CCR. Because CCR data collection is dynamic, reports covering the same period using
extracts created on different dates are not necessarily identical. Nonetheless, comparison of
information from reports created in different periods is useful for monitoring trends. The ultimate
goal of these reports is to provide information to guide clinical, quality improvement, and
administrative activities directed to assuring safe, effective and efficient care for Veterans with
chronic HCV.

In addition, local healthcare system staff have access to population management
reporting tools in their local CCR software. While such local reports are based only on data from
the local healthcare system (as opposed to the national CCR) they permit the user to examine a
variety of process and outcome related questions.

Examples of valuable ways the local and national CCR supports clinical practice include:

¢ Measurement of patient volume and disease severity to inform decisions about how care
is delivered, allocation of staff and other resources

e Assessment of adherence to national guideline recommendations or medication criteria
for use

e Identification of trends over time, such as screening practices, hepatocellular carcinoma
(HCC) diagnosis, vaccination, or monitoring of treatment

e Describing patient demographic characteristics and co-morbidities to assess types of
services likely to be required, such as treatment for age-related issues or chronic
conditions.

e Measurement of treatment outcomes and effectiveness of current practices, protocols or
guidelines including production of reports from the national CCR by PHSHG

e Performing ongoing comparison across VISNs or healthcare systems of like size to

identify variation that may indicate quality issues or opportunities for improvement

Feedback reporting is a fundamental strategy that PHSHG employs to achieve its
mission to assure the highest quality, comprehensive care to Veterans. This State of Care
Report joins PHSHG's efforts in clinical surveillance, patient care activities, clinician education,
patient education, prevention activities, and research directed at continuous improvement of

medical and preventive services delivered to Veterans with chronic HCV.
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Chapter 2 — Veterans with Chronic HCV

The diagnosis of chronic hepatitis C (HCV) includes both screening for historical
exposure to HCV and confirmatory testing for the presence of chronic infection with HCV.
Completion of confirmatory testing as a measure of quality of care is discussed in Section 6.1.
Approximately 15% to 20% of those exposed to HCV will naturally clear the infection and do not
experience chronic infection.® Those with chronic HCV should be linked to care for baseline
assessment, education, implementation of risk reduction strategies (e.g., vaccinations,
counseling and assistance on decreasing alcohol use), and assessment for antiviral therapy.
This report focuses on Veterans with evidence of chronic HCV (e.g., a measurable HCV viral

load); these patients are referred to as Veterans with chronic HCV.

2.1  Number in Care

Nationally, in 2008 there were 147,352 Veterans in VHA care with chronic HCV. Based
on sampling performed in 1999 to 2002, the prevalence of chronic HCV in the general U.S.
population was estimated to be 1.3% by the Centers for Disease Control and Prevention
(CDC).? With 5.6 million Veterans receiving VHA care in 2008, a crude estimate of known
prevalence of chronic HCV in VHA for 2008 was 2.6% - twice the rate reported by the CDC. The
number of Veterans in VHA care identified with chronic HCV has increased from 111,521 in
2000 to 147,352 in 2008 (Figure 1). In 2001, VHA established performance goals to increase
risk assessment and testing for HCV. The identification of an additional 30,000 Veterans with

chronic HCV was likely related to the establishment of those goals and not to new infections.

Figure 1. Number of Veterans with Chronic HCV in VHA Care by Year

Number of Veterans with Chronic HCV in VHA Care by Year
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2.2  Location of Care

Figure 2 shows each of the 21 VISNs. The number of Veterans with chronic HCV in VHA
care per VISN in 2008 ranged from 2,480 in VISN 2 to 14,019 in VISN 16 (Figure 3). Nine of the
VISNs each had over 7,000 Veterans with chronic HCV in VHA care (VISNs 4, 6-8, 11, 16, 20-
22). For information on the number of Veterans with chronic HCV in VHA care in each VISN in
earlier years, see Appendix A.

Figure 2. VHA VISN
Map

Figure 3. Number of Veterans with Chronic HCV in VHA Care in 2008 by VISN

Number of Veterans with Chronic HCV in VHA Care in 2008 by VISN

16,000
14,000
12,000
10,000
8,000
6,000
4,000 -
2,000 A

0 -

Number of Veterans

2 1923 1 101512 5 17 18 9 3 11 4 6 20 21 7 22 8 16
VISN Number

7 of 61



Although the total number of Veterans with chronic HCV in VHA care changed little from
2005 to 2008, there was a geographic shift in their distribution toward VISNs in the Southeast.
Comparing 2005 to 2008, VISNs with increases of at least 200 Veterans with chronic HCV
included VISNs 7 (+455), 6 (+453), and 8 (+270). In contrast, VISNs 3 (-523), 22 (-465), 16 (-
386), and 11 (-351) each decreased by more than 300 patients. The shift in geographic
distribution may be due in part to Veterans transferring care within VHA and expanded
screening and testing for hepatitis C; however additional investigation is required to further
understand this geographic shift.

At the local healthcare system level, Veterans with chronic HCV were seen at each of
the 128 local systems which are responsible for reporting on all local VHA health care. In 2008,
HCV patient caseload by healthcare system ranged from 26 to 4,476, with the majority of
healthcare systems caring for between 700 and 1,500 Veterans with chronic HCV.

Figure 4 depicts the distribution of the 128 VHA healthcare systems by caseload. The 41
healthcare systems with large HCV caseloads (over 1,500) care for 60% of all Veterans with
chronic HCV. Healthcare systems with chronic HCV caseloads between 501 and 1,500 (n=60)
care for 35% of the chronic Veteran population and the 24 facilities with HCV caseloads less
than 501 care for 5% of the population.

Figure 4. Percent of VHA Healthcare Systems by HCV Caseload in 2008

Percent of VHA Healthcare Systems by HCV Caseload in 2008
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Almost 12% of Veterans with chronic HCV received care at more than one healthcare

system and 3.5% received care at more than one VISN during 2008. A complete listing of the
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number of Veterans with chronic HCV at each local healthcare system can be found in

Appendix A.

2.3 Demographics
Sex

The majority of Veterans with chronic HCV were men (97%); nonetheless, the VHA
provides care to a substantial number (over 4,200) of women Veterans with chronic HCV.
Although the proportion of Veterans with chronic HCV in VHA care who were male has
remained stable over the past five years, as the percentage of female Veterans in VHA care
increases, the number of HCV infected female Veterans may also increase. According to CDC

estimates, the prevalence of HCV in American females is one-half that of men.?

Race/Ethnicity
In 2008, Whites comprised almost half of Veterans with chronic HCV in VHA care (49%,

Figure 5). Blacks comprised 31% of the VHA population with chronic HCV - a substantially
greater proportion than the overall Veteran population in VHA care in which 11% were identified
as Black.? Just over five percent of Veterans with chronic HCV identified themselves as
Hispanic or Latino, which is very similar to the 5.7% Hispanic population served by the VHA
overall. Less than 1% of HCV infected Veterans were American Indian, Alaskan Native, Asian,
Native Hawaiian, or Pacific Islander. Because reporting of race and of ethnicity among Veterans
in VHA care is not complete, the actual percentages may vary from those reported.

Figure 5. Race/Ethnicity for Veterans with Chronic HCV in VHA Care in 2008

Race/Ethnicity for Veterans with Chronic
HCVin VHA Care in 2008

Twoor
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Unknown 2% 5%
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1%
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Age
A comparison of the age by decade of life of Veterans with chronic HCV in VHA care in

2000, 2004 and 2008 is presented in Figure 6. Since 2000, the mean age of Veterans with
chronic HCV has increased from 49.8 to 56.3 years. In 2008, 88% of Veterans with chronic HCV
in VHA care were age 50 or older and more than one in four Veterans with chronic HCV was

over the age of 60.

Figure 6. Veterans with Chronic HCV in VHA Care in 2000, 2004 and 2008 - Age by Decade of
Life

Veterans with Chronic HCV in VHA Care in 2000, 2004 and 2008 -
Age by Decade of Life
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Since 2003, incidence rates of acute HCV in the US have generally remained stable
within each age group, increasing only slightly among persons aged 25 — 39 years and those
aged > 40 year.* According to the CDC, peak prevalence of acute HCV infection in the general
US population in 2007 occurred among persons aged 40-49% In VHA, there are no data on the
incidence of acute HCV.

The impact of HCV disease on the long-term management of other chronic conditions
common in the elderly and vice versa is still largely unknown. As the affected population ages,
HCV will complicate the management of other co-morbid conditions to a greater degree. VHA is
in the unique position of caring for a large older Veteran population with chronic HCV; much can
be learned about their care. This report describes the prevalence of some of the other chronic

conditions common in the elderly in Veterans with chronic HCV in Chapter 4.
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2.4 Deaths

According to CDC information from 1998, chronic HCV causes 8,000-10,000 deaths each year
and accounts for almost half of the approximately 4,000 liver transplantations done each year.*
Since death from HCV liver disease usually occurs 20 or more years after the initial infection,
CDC expects deaths from chronic HCV to rise sharply in the next 10 years.® VHA has already
begun to see an increase in deaths from all causes among Veterans with chronic HCV.
Between 2000 and 2008, the annual number of all cause deaths recorded for Veterans with
chronic HCV rose from 1,259 (1,129 per 100,000 in VHA care) to 5,967 (4,049 per 100,000 in
VHA care), respectively. The PHSHG is acutely interested in understanding the causes
associated with this increase in deaths including the impact of chronic hepatitis C.

Methods:

1. In Care. A Veteran is considered in VHA care for this report if they had at least one outpatient visit or an inpatient
stay or filled an outpatient prescription in the defined time period.

2. Demographics. Age was calculated at the midpoint of the time period under evaluation. Race is classified using
the Office of Management and Budget (OMB) categories published in the Federal Register on July 9th, 1997 and
include American Indian or Alaskan Native, Asian or Pacific Islander, Black, and White. For Ethnicity, persons
were classified as of Hispanic origin or not. For the race/ethnicity, Hispanic Veterans (of any race) were identified
first based on the Veteran’s ethnicity field. We then used the race field for remaining Veterans to identify if they
should be mapped to Black, White, and Other. The “Other” group includes “American Indian or Alaskan Native”
and “Asian or Pacific Islander”.

3. Deaths. Dates of death were obtained from both Veterans Health Administration and the Veterans Benefits
Administration files.

References:

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):14

2. CDC. Surveillance for Acute Viral Hepatitis — United States, 2007. MMWR May 22, 2009;58 (No. SS-3).
Available at http://www.cdc.gov/immwr/PDF/ss/ss5803.pdf.

3. The data on the entire Veteran population can be found at http://www1.va.gov/vetdata. Data was last accessed
on March 23, 2010.

4. CDC Division of Viral Hepatitis. Statistics and Surveillance. Available at:
http://www.cdc.gov/hepatitis/HCV/HCVfag.htm#sectionl . Last updated June 9, 2009

5. Wise M, et al. Changing trends in hepatitis C-related mortality in the United States, 1995-2004. Hepatology 2008;
10.1002/hep.22165.
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Chapter 3 — Services Provided to Veterans with Chronic HCV

The 147,352 Veterans with chronic HCV in VHA care in 2008 generated over 60,000
inpatient stays, over 5 million outpatient visits and over 5.3 million prescription fills. Compared to
data from fiscal year 2008 for the overall VHA population, Veterans with chronic HCV had

higher use of some VHA services including hospitalizations and outpatient visits (Table 1).

Table 1. Healthcare Utilization for Veterans with Chronic HCV and All Veterans

Vetera_ns Bl All Veterans in Care
Chronic HCV FY 2008
CY 2008
Number of Veterans 147,352 5.6 million
Inpatient Discharges (#/1000 Veterans)* 410 115
Outpatient Visits (#/1000 Veterans) 33,932 11,982
Prescription Fills (#/1000 Veterans) 35,968 43,661

* Includes acute and non-acute discharges. Abbreviations: CY calendar year; FY, federal fiscal year

Over twenty thousand (23,762) Veterans with chronic HCV had one or more of the
60,359 inpatient discharges in 2008. Their average length of stay was 17.9 days with a median
of 5 days. Mental health diagnoses were the most common primary inpatient diagnosis at 19.5%
for Veterans with chronic HCV and 14% for the general VHA population (Table 2). Compared
with the overall VHA population, Veterans with chronic HCV had a higher percent of discharges
for diseases of the digestive system (11.9% vs. 8.4%) and substance use disorders (14% vs.
6.1%). The general VHA population had a higher percentage of hospitalizations for diseases of
the circulatory system than Veterans with chronic HCV at 18.7% versus 9.7%, respectively. The
percentage of discharges with a primary diagnosis of cirrhosis was 4.4% in Veterans with
chronic HCV compared to 0.9% of the general population of Veterans nationwide. With one
exception, there was little difference in incidence of primary discharge diagnosis between 2005
and 2008 for Veterans with chronic HCV. The exception is that substance use disorder among
Veterans with chronic HCV decreased from 18% of all primary discharges in 2005 to 14% in
2008.
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Table 2. Percent of Primary Discharge Diagnosis by VHA Major Diagnostic Group

Veterans with | Veterans with All Veterans
Major Diagnostic Group Chronic HCV | Chronic HCV FY 2008*
CY 2005* CY 2008*
Mental Disorders 20.8% 19.5% 14.1%
Substance Use and Disorders 18.0% 14.0% 6.1%
Diseases of the Digestive System 11.3% 11.9% 8.4%
Diseases of the Circulatory System 9.2% 9.7% 18.7%
Signs and Symptoms** 6.9% 6.7% 7.0%
Diseases of the Respiratory System 4.9% 5.6% 8.4%
Health Status Factors*** 3.2% 4.9% 5.2%
Injury, Poisoning, Drug Toxicity 5.2% 4.9% 4.9%
Neoplasms 3.6% 4.6% 6.4%
Diseases of t_he M.usculoskeletal System 2 8% 3.20% 4.2%
and Connective Tissue
Endocrlne, Nutritional _and 'Metabollc 3.3% 3.9% 3.50
Diseases, and Immunity Disorders
D_|seases of the Skin and Subcutaneous 3.20% 2 8% 2 506
Tissue
Kidney and Urinary Tract 2.2% 2.8% 4.2%
Infectious and Parasitic Diseases 2.2% 2.6% 1.6%
Diseases of the Nervous System and 1.3% 1.7% 2 4%
Sense Organs
Diseases of the Blood and Blood-Forming 0.9% 1.3% 1.4%
Organs

* Percent of all discharges in that year. Subgroups with at least 1% in any year are presented and ranked by
Veterans with chronic HCV in CY 2008

** Includes discharges for signs and symptoms including fever, shortness of breath, fainting and other symptoms
requiring evaluation and observation.

*** |Includes discharges related to prosthetic or orthopedic aftercare and rehabilitation.

Abbreviations: CY, calendar year; FY, fiscal year

With regard to outpatient care, depending on the local healthcare system, Veterans with
chronic HCV may be seen for their HCV infection in Gastrointestinal (Gl), Hepatology, Primary
Care, or a combination of these clinics. Veterans with chronic HCV were actively engaged in
VHA care; in 2008; 52% of Veterans had between 2 and 6 visits to Gl clinic, Hepatology, or
Primary Care, 20% had between 7 and 12 visits, 8% had 13 visits or more, while 20% had one

visit or less (Figure 7).
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Figure 7. Percent of Veterans with Chronic HCV by Number of GI, Hepatology or Primary Clinic

Visits in 2008

Percent of Veterans with Chronic HCV by
Number of Gl, Hepatology or Primary Clinic
Visits in 2008
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The numbers of prescription fills for Veterans with chronic HCV were lower than those without

chronic HCV. The cost of antiviral therapy and the management of associated toxicities likely

results in higher overall prescription costs per Veteran with chronic HCV. This increased cost is

contrasted with the potential for cost avoidance associated with prevention of progression of

liver disease and early death. With new, more effective treatments for chronic HCV on the near

horizon, it will be important for healthcare administrators to understand the overall cost impact of

chronic HCV care over the next two decades.

Methods:

1. VHA data. The data on the entire Veteran population can be found at http://www1.va.gov/vetdata.

2. Major Diagnostic Group. The distribution of admissions by major diagnostic group was determined using the
primary discharge code for each hospitalization categorized by the 17 groups created by the Classification of
Diseases and Injuries version ICD-9-CM. Distribution of discharges for the National VA population is based on
data from the VA'’s Decision Support System.

3. Outpatient Visits. Only one visit is counted for a Veteran for each clinic and date of visit even if multiple

practitioners (i.e. nurse practitioner and physician) saw a given patient.
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Chapter 4 — Other Diseases and Conditions

4.1  Other Diseases and Conditions Seen in Veterans with Chronic HCV

Concurrent health issues, or co-morbidities, add to the complex health needs of
Veterans with chronic HCV. PHSHG compiles information on the rates of co-morbid conditions
in Veterans with chronic HCV in VHA care both for those who have ever had the co-morbid
condition and those who have a new diagnosis in the year. Understanding the number of
existing and new cases of various co-morbid conditions is important for administrators preparing
workload and budget projections and for providers who must assess how these conditions affect
the management of HCV. For example, the level of healthcare utilization for an otherwise
healthy Veteran with chronic HCV may be very different than for someone with diabetes, a
substance use disorder, and depression as well as chronic HCV.

In 2008, several co-morbid conditions requiring chronic medical management were
present in approximately 25% or more of the population with chronic HCV in VHA care at VHA:
hypertension (63%), dyslipidemias (34%), esophageal disease (30%) and diabetes (26%).
Mental illness, another important clinical condition impacting HCV care was also highly
prevalent in Veterans with chronic HCV; depression (56%), neuroses or anxiety disorders
(33%), and Post Traumatic Stress Disorder (PTSD) (26%). Substance use was also quite
prevalent in the HCV infected Veteran population with 55% reporting a history of alcohol abuse,
39% with a history of illicit drug use and almost 62% reporting a history of tobacco use. Tobacco
use will be addressed in greater detail in Section 6.5. The substantial percentage of Veterans
with chronic HCV affected by co-morbid conditions highlights the need for consistent preventive
care and routine monitoring. Several of these conditions can be exacerbated or caused by HCV
itself and/or by HCV antiviral medications. That may be the case for the 21% of Veterans with
chronic HCV with anemia and the 26% with diabetes. It may also be the case for more than half
of Veterans with chronic HCV who were affected by mental illness and substance use. Of the
co-morbid conditions first diagnosed for Veterans with chronic HCV in 2008, anemia and
depression were among the most common. Table 3 presents the rates of co-morbid conditions
first diagnosed or ever diagnosed by VHA among Veterans with chronic HCV in VHA care in
2008.

Hepatitis B co-infection was present in approximately 8% of Veterans with chronic HCV
while 3.8% were known to be co-infected with HIV. The prevalence of chronic hepatitis B and

HIV infection and screening rates for HIV infection are discussed in more detail in Chapter 6.
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Table 3. Rates of Co-morbid Conditions for Veterans with Chronic HCV in VHA Care in 2008

Co-morbid _ N Percent with I_:irst Percent wit_h VHA
Condition Group Co-morbid Condition VHA [_)l_agn_05|s of Dlagr_l05|s of
Condition in 2008 | Condition Ever*
Cardiovascular Cardiomyopathy 0.3% 2.2%
Cerebral Vascular Conditions 0.4% 2.5%
g;gg}‘iy‘t?ﬂﬁ]’}a?smders ! 1.2% 10.3%
Congestive Heart Failure 0.8% 5.1%
Hypertension 4.1% 63.0%
Ischemic Heart Disease 1.2% 15.0%
Gastrointestinal Esophageal Disease 2.6% 30.4%
Pancreatic Disease 0.5% 4.4%
Ulcers 0.4% 5.9%
Hematologic Anemia 3.0% 20.5%
Liver Disease Cirrhosis 1.9% 12.0%
giesce%rggensated Liver 1.29% 5306
Malignancy Colon / Rectum 0.2% 0.9%
Hepatocellular Carcinoma 0.6% 1.5%
Kidney / Renal Pelvis 0.1% 0.6%
Leukemia 0.0% 0.3%
Lung / Bronchus 0.3% 1.0%
Lymphoma 0.1% 0.7%
Melanoma of the Skin 0.0% 0.4%
Oral Cavity / Pharynx 0.1% 0.8%
Pancreatic 0.1% 0.1%
Prostate 0.0% 1.1%
Urinary Bladder 0.1% 0.5%
Mental lliness Bipolar Disorder 0.7% 11.7%
Depression 3.1% 56.0%
Neuroses and Anxiety States 1.7% 33.3%
PTSD 1.5% 25.8%
Schizophrenia 0.3% 10.1%
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Co-morbid
Condition Group

Co-morbid Condition

Percent with First
VHA Diagnosis of
Condition in 2008

Percent with VHA
Diagnosis of
Condition Ever*

Metabolic Diabetes, Type | 0.1% 5.2%
Dlabete.s. Type Il and 2 1% 25 5%
Unspecified
Dyslipidemias 3.3% 34.3%
Male Hypogonadism 0.2% 1.0%
Pulmonary Asthma 0.4% 6.5%
COPD 1.8% 18.4%
Emphysema 0.2% 2.6%
Renal Renal Failure, Acute 1.6% 5.4%
Renal Failure, Chronic 1.2% 6.1%
Substance Use Alcohol Use 2.5% 54.5%
Illicit Drug Use 1.7% 39.3%
S;P;er and Unspecified Drug 15% 31.6%
Tobacco Use 4.3% 61.5%
Viral Diseases Hepatitis B 0.5% 7.7%
HIV Infection 0.1% 3.8%

* Refers to the percent of those Veterans with chronic HCV in care in 2008.

4.2 Cirrhosis and Associated Complications

According to the CDC, 5-20% of those infected with chronic HCV will develop cirrhosis

over a period of 20 to 30 years and 1-5% will die from liver cancer or cirrhosis.* The risk of

cirrhosis is further increased by alcohol use. Based on the epidemiology of HCV in the US and

age of Veterans with chronic HCV, the majority of Veterans with chronic HCV in VHA care in

recent years were likely infected during the Vietham War era (1964 — 1975). Given the natural

history of chronic HCV, one would expect to see increasing numbers of conditions related to

progression of liver disease including cirrhosis.

Cirrhosis is an important cause of morbidity and mortality in HCV disease and

represents the end stage of chronic liver disease. The main complications of cirrhosis are

related to the development of liver insufficiency and portal hypertension and include ascites,

variceal hemorrhage, jaundice, hepatic encephalopathy, and hepatorenal and hepatopulmonary

syndromes. Once a patient with cirrhosis develops signs of decompensation, duration of
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survival is significantly reduced.?® Given that many patients with liver disease are asymptomatic
for a long period of time, it is very difficult to accurately establish its prevalence and incidence
both in the general population and among Veterans. Nevertheless, in 2006, chronic liver
disease and cirrhosis was the 12" leading cause of death in the U.S.* To understand the
prevalence and impact of cirrhosis and its associated complications, PHSHG reports on
Veterans with new diagnoses of cirrhosis (first VHA diagnosis in the year) and Veterans with
existing diagnoses of cirrhosis (ever had a diagnosis of cirrhosis) (Figure 8).

Figure 8. Number and Percent of Veterans with Chronic HCV with First and Existing Diagnosis
of Cirrhosis in VHA care
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In 2008, there were over 19,000 Veterans with chronic HCV in VHA care who also had a
diagnosis of cirrhosis ever, representing 13% of Veterans with chronic HCV in care. At the VISN
level, the caseload of Veterans with chronic HCV and cirrhosis ever ranged from 364 to 1,950
(Table 4) and percentage of Veterans with chronic HCV and cirrhosis ever ranged from 9% to
19%. At the local healthcare system level, the comparable caseload ranged from 1 to 683 cases

and the comparable percentage ranged from 4% to 30%.
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Table 4. Diagnoses of Cirrhosis in Veterans with Chronic HCV in VHA Care in 2008

Number : I\?vi\t/t:-'éi rCSI?re # I Mol
in Care Diagnosis of W't.h Dlag_n03|s of
Cirrhosis Cirrhosis Ever

Nation 147,352 3,061 19,012
VISN (number)
VA New England Healthcare System (1) 5,126 107 778
VA Healthcare Network Upstate New York (2) 2,480 42 364
VA NY/NJ Veterans Healthcare Network (3) 6,952 128 808
VA Healthcare (4) 7,745 177 1,136
VA Capitol Health Care Network (5) 6,281 87 539
VA Mid-Atlantic Health Care Network (6) 8,164 176 1,164
VA Southeast Network (7) 9,583 205 1,231
VA Sunshine Healthcare Network (8) 13,392 304 1,950
VA Mid South Healthcare Network (9) 6,933 136 903
VA Healthcare System of Ohio (10) 5,170 111 689
Veterans in Partnership (11) 7,003 141 812
VA Great Lakes Health Care System (12) 5,913 108 751
VA Heartland Network (15) 5,384 100 700
South Central VA Health Care Network (16) 14,019 264 1,565
VA Heart of Texas Health Care Network(17) 6,313 218 1,207
VA Southwest Health Care Network (18) 6,703 153 999
Rocky Mountain Network (19) 4,046 82 490
Northwest Network (20) 8,607 196 1,282
Sierra Pacific Network (21) 8,670 173 1,194
Desert Pacific Healthcare Network (22) 10,899 240 1,296
VA Midwest Health Care Network (23) 5,126 107 608

The percentage of cases of cirrhosis in Veterans with chronic HCV has increased by one
to two percentage points per year over the past 8 years. Work by the PHSHG to prepare VHA
for this increasing caseload of Veterans with cirrhosis is underway. Resources for these

Veterans, ranging from materials on screening for hepatocellular carcinoma (see Section 4.3) to
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pre- and post- liver transplant care will need to be increased to meet future demand. Materials

for both clinicians and Veterans can be found at http://www.hepatitis.va.gov .

4.3 Hepatocellular Carcinoma
Hepatocellular carcinoma (HCC) accounts for 80-90% of all liver cancers, is more

common in men than women and currently is generally seen in those between the ages of 50
and 60. Annually, approximately 1% to 2% of persons with chronic HCV and cirrhosis develop
HCC. The incidence of HCC in the US as well as in the VHA has been increasing and this is
likely due to the large pool of people with longstanding HCV infection.®> Over 4,824 cases of
HCC were diagnosed in Veterans with chronic HCV between 2000 through 2008. The number
of new diagnoses, the number receiving ongoing care, and the cumulative number of cases

recorded in VHA are presented in Figure 9.

Figure 9. HCC Cases in Veterans with Chronic HCV in VHA Care
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The cumulative number of new HCC diagnoses continues to increase at a rate that
exceeds the increase in patients receiving ongoing care for their chronic HCV and HCC. The
divergence of these trends is mainly due to limited treatment options for HCC, resulting in a
one-year survival rate of less than 50%.° Additional information on screening for HCC can be
found in Section 6.6.

In 2008, new cases of HCC among Veterans with chronic HCV were diagnosed in all

VISNs and in all but 10 of the 128 local healthcare systems. One and a half percent (1.5%) of all
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Veterans with chronic HCV in VHA care in 2008 had been diagnhosed with HCC (see table 3).

PHSHG is working on a number of initiatives to assist VHA clinicians in screening, diagnosing

and treating HCC. One particular area of future quality assessment for the PHSHG is to

understand access to HCC treatment given the need to coordinate Hepatology, Diagnostic

Radiology, Interventional Radiology, Oncology, Surgery, Liver Transplant, and Palliative care

activities.

Methods:

1.

Diagnosis. For the analysis of co-morbid conditions, cirrhosis, and HCC, a Veteran is considered to have a
diagnosis if he or she had at least one diagnosis (ICD-9) from an admission (of any rank) or from two outpatient
encounters occurring on separate dates. For more information, contact the PHSHG. In the case of outpatient
coding, if the two dates were in different years, then the condition is recorded as first ever in the earlier year.

2. Cirrhosis. Includes ICD-9 codes for cirrhosis and complications associated with this chronic condition
(esophageal varices, spontaneous bacterial peritonitis, hepatic coma, portal hypertension, hepatorenal
syndrome).
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Chapter 5 — Antiviral Therapy for Chronic HCV

The current standard of pharmacologic treatment of chronic HCV, which received Food
and Drug Administration (FDA) approval in 2001, consists of weekly subcutaneous pegylated
interferon injections in combination with daily oral ribavirin. This therapy is typically completed in
24 to 48 weeks, although shorter or longer durations are sometimes indicated. The duration of
therapy is determined by the HCV genotype and, increasingly, by the patient’s virologic
response during therapy. Infections due to genotype 1 HCV strains (the most common genotype
among Veterans with chronic HCV in VHA care) require longer durations of therapy and are
associated with lower response rates. In cases where poor adherence, lack of tolerance, or
early treatment failure is detected, Veterans may not complete a full treatment course. Therapy
may need to be repeated in cases of virologic failure after treatment discontinuation or in the
rare occurrence of re-infection with HCV.

Historically, the FDA-approved treatment options for chronic HCV have included
interferon monotherapy, interferon plus ribavirin, pegylated interferon monotherapy, consensus
interferon, and the current combination of pegylated interferon plus ribavirin. All FDA-approved
alfa-interferon products, including pegylated interferon products, and ribavirin have been
included on the national VHA formulary and are currently available to Veterans with chronic
HCV. Figure 10 shows the cumulative use of these agents between 2000 and 2008.

Figure 10. Cumulative Number of Veterans with Chronic HCV with HCV Antivirals
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Through the end of 2008, over 31,500 Veterans with chronic HCV had received at least one
course of HCV treatment at VHA, including 21% of those in VHA care in 2008 (Figure 11). The
number of those in VHA care who received their first ever HCV antiviral treatment regimen
increased 2.5-fold from 1,367 in 2000 to 3,393 in 2008. The same magnitude of increase was
seen in overall caseload on therapy, which increased from 2,402 in 2000 to 6,325 in 2008.

Figure 11. Number and Percent of Veterans with Chronic HCV in VHA Care Treated with HCV
Antivirals
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Across VISNSs, the percentage of Veterans with chronic HCV who ever received HCV
antiviral therapy ranged from 16% to 31% (Table 