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Introduction

Viral hepatitis is a collective term used to describe liver inflammation or heparitis that can be
caused by a group of several different viruses. Three viruses, Hepatitis A virus (HAV), Hepatitis
B virus (HBV), and Hepattis C virus (HCV) cause the most viral hepatitis in the United States,
All can cause djsease acutely at the time of infection. However, HBV and HCV infections can
persist for years, resulting in ongoing (chronic), but mosuly asymptomatic, liver inflammation,
Chronic viral heparitis caused by infections with HBV and HCV is a major cause of liver cancer,
chronic liver disease, and death in the United States, In 2010, the Institute of Medicine (IOM)
called for an intensified, coordinated national effort to improve prevention of viral hepatitis and
better protect the health of Americans. Their report, entitled Hepatitis and Liver Cancer: A
National Strategy for Prevention and Control of Hepaltitis B and C, recommended evidence-
based prevention sirategies to significantly reduce viral hepatitis transmission and, most
importantly, limit or reduce the adverse health impact and economic costs of viral hepatitis
associated illness and death.

In Senate Report 111-66 on the fiscal year (FY) 2010 budget for the Deparument of Health and

- Human Services, the Senate Commitiee on Appropriations stated: “The Commirtee expects the
CDC 1o put forward a professional judgment budget for viral hepatitis no later than August 13,
2010.” This report responds to this Congressional request about the cost to develop a
comprehensive national program to prevent viral hepatitis transmission and associated Liver
disease and cancer. It addresses JOM recommendations and is provided without regard to the
competng priorities that the agency, the President, and their advisors must consider as budget
submissions to Congress are developed. It takes into account current public health investments
in viral hepatits, including perinatal and adult hepatitis B immunization efforts.

Viral Hepatitis Is an Underappreciated Health Risk for Mauy Americans

Viral hepatitis is a silent epidemiic in this country. The damage that viral hepatitis does to the
Lver is usually asymptomatic until the advanced stages of disease, when it is often too late 10
treat successfully. An estimated 3.5 to 5.3 million Americans have chronic viral hepatitis, the
vast majority (an estimated 70 percent) of whom are unaware of their infection. They are
likewise unaware of the need 1o seek care for their infection, both 1o reduce the risk of exposing

. family members and other close contacts, and to minimize the adverse impact of the infection on
their own health. In the absence of treatment and care, 15-20% of infected persons will progress
10 liver cirthosis. Viral hepatitis is the leading cause of liver transplantation in the U.S, :
Moreover, in contrast to almost all other forms of cancer, liver cancer rates have tripled over the
last several decades, fueled in large part by the population of persons with viral hepatitis who
have progressed to end stage disease.

Approximately 12,000-15,000 Americaus die of viral hepatitis each year, making it the fourth
leading infectious cause of death. - Coinfection with HIV and HCV is common, and end stage
liver disease secondary to HCV isa leading cause of death for those with HIV. Deaths from viral
hepatitis are projected 10 rise substantially in the coming years. Despite the impact of this
disease, healthcare providers, the general public, at-risk populations, and policy makers are
mostly unaware of the significant risk it poses to the nation’s health.
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Babyboomers, African Americans, and Asian Americans have far higher rates of viral hepatitis
than the overall population. More than 1 in 33 “baby boomers,” aged 46 10 64 years, are infected
with viral hepatitis. Rates are even higher among racial and ethnic minorities, representing
significant health disparities in this country. For example, one in seven African-American men
in their 40s is living with HCV. Approximately one in 12 Asian Americans are living with
HBYV, and more than 50 percent of the people in the United States with HBV are Asian
Americans. Liver cancer is twice as common among African Americans as among whites.

New HBV and HCV irifections have declined in recent years, reflecting in part the impact of
successful prevention strategies. However, transmission of these viruses is ongoing and adds to
the burden of chronic viral hepatitis and liver disease. In 2007 there were an estimated 50,000

- new cases of hepatitis B. HBV is spread from mother to child at the time of birth, among-
household contact through incidental blood exposures in the home, through injection drug use,
through healthcare associated infections from exposure to blood, and through sexual contact.
Rates are highest among adults with risks such as injection drug use and multiple sexual partners,
reflecting low hepatitis B vaccination coverage in this age group. Foreign-bom Americans are at
risk due to high levels of hepatitis B transmission in many other countries. Quibreaks of hepatitis
B also occur via healthcare acquired infection, to persons not currently recommended to receive
vaccine, including diabetics, persons in outpatient settings, and residents of eldercare facilities.

Surveillance data suggest that about 20,000 persons are infected with HCV annually in the U.S.
Sources of HCV transmission include sexual contact, injection drug use, and poor infection
control in healthcare settings. There is no vaccine to prevent HCV,

Current weatments can halt or even reverse the liver damage caused by viral hepatitis. In
additiou, new treatments on the immediate horizon hold even greater promise for a definitive
cure. All persons diagnosed with viral hepatitis should be referred to care to assess stage of
disease, identify and manage co-factors (such as alcohol use, diabetes and obesity) that
accelerate disease progression, and initiate treatment for those patients who can benefit from
antiviral treatment. Of persons with hepatitis C who receive standard therapy, about 40 percent
will respond, resulting in virologic cure of their infection. HCV treatment may be less effective
for certain populations: however, the first HCV-specific therapies, expected to be licensed in the
next several years, might eliminate these disparities in treatment. Despite these advances, most
people with viral hepatitis are not aware they are infected until they develop symptoms of severe
liver disease or cancer, at which time it is often too late to control the damage caused by their
infection. Moreover, of those who are aware of their infection, few receive treatment or care.

Because of the high costs of end stage discase treatments (e.g., liver transplants), the lifetime
health care costs for a person with viral hepatitis can easily total hundreds of thousands of
dollars. Published studies estimate that the medical costs related to viral heparitis run in the
billions of dollars per year.* Numerous studies rcveal the cost-effectiveness of screening and

! JB Wong, GM McQuillan, JG McHutchison and T Poynard Department of Medicine, New England Medica! Center, Tupper Research Institute,
Tufts University School of Medicine, Boston, Mass.. USA. Estimaring fiture heparitis C morbidity. mortality. and costs in the United Srates,
American Journal of Public Health, Vol 90, Issuce }0 1562+1569.

? Milliman Study for Vertex Pharmaceuticals. Consequences of Hepatitis C Virus — Costs of a Baby Boomer

Epidemic of Liver Disease. 2008




care for populations at risk for viral hepatitis. ’+** Computer models indicate that the cases of
life threatening liver disease due to viral hepatitis infections will increase as infected persomns age
and their disease progresses. As a result, more people in this country will die from liver cancer
or end stage liver disease associated with HBV and HCV, raising medical expenditures and
reducing productivity.

Health Impact

The human and economic costs of viral hepatitis are projected to accelerate as chronically
infected persons develop liver cancer and chronic liver disease. To prevent this from occurring,
the Centers for Disease Control and Prevention (CDC) could undertake a phased plan 1o
implement specific actions. These actions are broadly grouped under four programmaric
priorities which are, in order of precedence (see table 1):

1) Identify Persons With Viral Hepatitis Early and Refer Them to Care;
2) Improve Monitoring of Viral Hepatitis;

3) Eliminate HBV Transmission; and

4) Develop, Test, and Translate into Action New HCV Prevention Tools

The actions are detailed in the appendix. Phase one describes the activities that could be
accomplished in the next 3 years, Phase two activities could be accomplished in years 4-7, and
phase three activities could be accomplished in years 8-10.

With full implementation of such a plan, by 2020 the nation could—

* Increase the number of individuals who know their hepatitis B status from 33% to 75%:
* Increase the number of individuals who know their hepatitis C status from 45% to 80%;
* Eliminate the transmission of HBV in the United States; and

* Reduce the number of new cases of hepatitis C by 50%.

* A Rajendra, JB Wong Economics of chronic hepatitis B and hepatitis C Journal of Hepatology, 2007 Oct; 47
(4):608-17. Epub 2007 Jul 30

*Kanwsl F, et al., Treatment alternatives for hepatits B cirrhosis; a cost-effectjveness analysis. The American
Joumnal of Gasiroenterology, 2006;101(9):2067-2089.

5 Spackman DE, Veenstra D, A cost-effectiveness analysis of currently approved treatments for HBeAg-positive
chronic hepatitis B. PharmacoEconomics, 2008:26(11):937-949,

¢ Wong IB, et al., Cost-cffectiveness of imterferon-alpha 2b treatment for hepatitis B e antigen-positive chronic
hepatitis B. Ann Intern Med, 1995;122(9):664-675 '
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Appendix: Overview of Priorities and Funding

Priority 1: Identify Persons with Viral Hepatitis Early and Refer Them to Care

Health services related 1o viral hepatitis prevention, screening, and medical
management are both limited and fragmented among entities at the federal, state and
local levels.... Because there is no coordimated federal strategy for HBV and HCV
prevention and control, those efforts are uneven in their application and funding.
—IOM, 2010

Goal: Identify and treat persons with viral hepatitis infections

Key Strategies: (1) Wide access to testing; (2) screening and referral to care for

persons living with viral hepatitis; (3) increased education and awareness; (4) case
management for infected persons

Base Funding: $7.7 million

Costs: $25 million per year for phase one; final cost $100 million per year (over base) (See¢
Table for a comprehensive picture of needed resources by year.)

Impact: Reduce the public health and economic burdens of chronic liver disease

Because the vast majority of persons with virel hepatitis are unaware of their infection and
because effective treatments and care can delay or halt disease progression, identifying those
who are infected and referring them to appropriate care can greatly reduce the public health and
economic consequences of viral hepatitis. For this reason, screening and referral are the highest
priority actions for reducing illness and death related to viral hepatitis.

However, aside from support for vaccine purchase provided in the immunization program,
current CDC support for adult viral hepatitis prevention is limited to the personnel cost of an
adult prevention coordinator for 49 states and a few large cities. These coordinators are tasked
with integrating viral hepatitis services with other public health efforts to reach populations at~
risk. However, funding for this program is limited and does not support direct service provision
(¢.g., counseling, testing and referral to care). Additional resources are needed 10 provide
prevention services 1o reach infected and at-risk persons.

With such resources, CDC and state and local health departments could implement a national
program which, in collaboration with other programs and community partners, deliver viral
hepatitis prevention, detection, outreach, education, vaccination, screening, and referral for care
services 1o persons at risk for viral hepatitis. This program could actively scek and bring high-
risk persons in for screening and care, and increase public awareness and education to reduce
ignorance, stigma and other barriers to accessing viral hepatitis services. It could also provide
¢ase management to ensure that persons with viral hepatilis receive services to protect their
health as well as that of others. These services include referral to care for the early detection of
liver cancer and for care and treatment of chronic HCV infection. F mally, professional
educauon activities would ensure that clinicians are trained to effectively deliver screening and
care services.

At the state and local level, this comprehensive national program to prevent viral hepatitis and
associated liver disease and cancer could be integrated with other community and public health
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programs serving populations at risk for viral hepatitis. These include settings already supported -
by CDC, such as STD and HIV prevention programs, and the federally qualified health centers
supported by the Health Resources and Services Administration. Similar integration
opportunities could be extended 1o American Indians/Alaska Natives who are eligible for health
services provided by the Indian Health Service or by a tribal organization. CDC could conduct
prevention effectiveness research to guide prevention policy development for the agency and
other Department of Health and Human Services operating divisions, including the Agency for
Healthcare Research and Quality, and the Centers for Medicare and Medicaid Services.

Specific Actions

CDC, working through state and local health departments, would provide direction and technical
and financial assistance to comprehensive Viral Hepatitis Intervention Programs (VHIPs).
VHIP services must be planned using state and Jocal epidemiologic profiles that assemble case
tracking, vital statistics, and health care wtilization data to document health disparities caused by
viral hepatitis and subsequent liver disease and cancer to inform prevention planning. Key
VHIP services include the following:

e Culturally competent public education about the risks of viral hepatitis, opportunities and
benefits of testing, and barriers to testing (e.g., stigma); ,

e Outreach, recruitment, and public awareness activities to inform ai-risk communities of the
need for screening and bring at-risk persons into screening and evaluation programs;
Screening of persons through public health and clinical care delivery systems;

» Case management of persons screened to ensure they receive timely services to stop
Transmission, and appropriate care and referrals to stop progression of disease; and

* Professional education to ensure the use of science-based, clinically appropriate, and high-

- quality counseling, screening, and follow-up.

FY 2010 spending: $7.7 million

Total increase needed (over base): $100 million per year

* Phase 1 Increased need: $25 million/year
10 states: Provide funding to implement a VHIP udlizing a comprehensive public health
approach for the delivery of viral hepatitis public health services

* Phase 2 Increased need over phase 1: $25 million/year
25 states: Provide funding to implement 2 VHIP utilizing a comprehensive public health
approach for the delivery of viral hepatitis public health services

* Phase 3 Increased need over phase 2: $50 million/year
30 states, the District of Columbia, and Puerto Rico; Provide funding to implement a
VHIP utilizing a comprehensive public health approach for the delivery of viral hepatitis
public health services

Health Impact

» Given no change in ciurent practice, approximatcly 20 percent of HCV-infected persons
would learn their status before developing end stage liver disease or death. Preliminary data
from a CDC-developed Markov-type model reveal thar by identifying and referring for
appropriate care (using current infrastructure), all HCV-infected persons who have at least
one primary care visit per year, approximately 87,000 cases of end-stage liver disease and
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11,000 liver transplants could be prevented; 840,000 undiscounted life years would be gained
with an estimated cost per discounted QALY of $43,000."

* Similarly, these preliminary estimates reveal that expanded HBV screening and care could
avert approximately 140,000 cases of end stage liver disease and gain 3.3 million QALYs. or
3.3 million years of potential life gained ;

¢ While funding has not been available to extend the model to estimate cost per discounted
QALY for HBV, published literature provides information on the cost-effectiveness of
hepatitis B screening. One study estimated $40,000 per incremental QALY gained (2009
dollars) by systematically screening and treating Asian Americans with HBsAg as comparcd
10 no screening* For HCV mreatment only, three U.S. studies found a range of $8,000 to
$67,000 per QALY gained depending on antiviral medications administered and the presence
of HBeAg and elevared ALTs, !0/

:CDC preliminary estimates from an ongoing study,
[bid.

° Hutton DW, Tan D. So SK, ct al. Cost-effectiveness of screening and vaccinating Asian and Pacific Islander adults
for hepatitis B. 4nn Intern Med, 2007;147 (7):460-469.

** Kanwal F. et al., Treatment alternatives for hepatitis B cirrhosis: a cose-effectivencss analysis, The American
Journal of Gastroenterology, 2006;101 (9):2067-2089.

"' Spackman DE, Veenstra D. A cost-effectiveness analysis of currently approved weamments for HBeAg-positive
chronic hepatitis B, PharmacoEconomics, 2008;26(11):937-949.

* Wong B, et al., Cost-cffectiveness of interferon-alpha 2b treatment for hepatitis B e antigen-positive chronic
hepatitis B. Ann Intern Med, 1995;122 (9):664-675.




Priority 2: Improve the Monitoring of Viral Hepatitis

Public health surveillance is un essential tool in rhe prevenrion and control of
infectious and chronmic diseases and the medical management of people who have the
diseases. The viral hepatitis surveillance system in the United States is highly
Jragmented and poorly developed. The federal government has provided few
resources 10 local and state health departments to perform surveillance for viral
hepatitis. —IOM, 2010

Goal: Monitor viral hepatitis at the national, state, and local levels

Key Strategies: (1) Report all new infections; (2) detect disease outbreaks; and (3)
refer chronically infected persons for care and treatment :

Base Funding: $9.8 million

Costs: $15 million per year for phase one; final cost $65 million per year (over base)
(See Table for a comprehensive picture of needed resources by year.)

Impact: Provide the information needed 1o guide and evaluate prevention efforts

Effective prevention would entail a national

During fiscal year 2009 alone, the CDC responded
25 times ro state requests about outbreaks of HBV
or HCV infection in healtheare and other settings.
A recer, highly publicized ourbreak of viral
hepatitis associated with poor infecrion control
practices was detecied through surveillance for
acute cuses of HCV. Detection of the outbreak
allowed the state and CDC to investigate and
confirm the source of transmission, norify thousands
of persons served by the clinic of their rivk of
exposure, and intervene to stop the poor infection
control practices thet led to the transmission. This
outbreak would not have been detected absent an
effective surveillance system in thot siate,

network of stale and local systems that provides
consistent and reliable reporting of new
infections, rapid detection of disease outbreaks.
and the identification and referral of persons
with chronjc infection for appropriate care and
treatment. Such a system is critical to identify
and address health disparities affecting
racial/ethnic minorities (e.g., Asian/Pacific
Islanders, African Americans), and
marginalized populations (e.g., homeless,
immigraats, injection drug users, incarcerated
persons) at risk for chronic viral hepatitis and to

plan education, outreach, screening and referral
10 care.

However, current systems to monitor viral hepatitis at the narional, state, and local levels are
inadequate o guide and support prevention and control activities. Cases of acute HBV and HCV
infection, as well as cases of hepatitis A. are reported in all states and are published anmually by
CDC. In addition, some states have policies in place to support surveillance of chronic hepatitis
B and hepatitis C infection. However, such surveillance is under-resourced, and both acute and
chronic infections are vastly under-reported. Although CDC does provide funding for viral
hepatitis surveillance 1o a limited number of jurisdictions, CDC estimates that only 10 percent of
new cases of viral hepatitis are reported through that system each year. Further, only two-thirds
of states report cases of chronic HCV, and those that do have such large backlogs of cases that it
1s not possible to articulate a clear picture of chronic HCV infection.

To provide a more accurate national estimate of those living with chronic hepatitis infection,
-CDC relies on surveys, particularly the National Health and Nutrition Examination Survey
(NHANES). However, national surveys under-represent key risk populations and do not provide
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data needed for state and local planning. Support for state and local systems is needed to reliably
identfy modes of transmission and detect disease outbreaks, and inform planning and execution
for outbreak investigations and prevention programs. :

Specific Actions '

Additional resources are needed to monitor the occurrence of viral hepatitis to—

* Quide and evaluate prevention programs providing outreach, education, vaccination,
screening and referral 10 care;

® Assess health dispariries related 10 viral hepatitis for racial/ethnic minorities (e.g.
Asian/Pacific Islanders, African Americans, American Indians and Alaska Natives) and
marginalized populations (e.g., homeless, immigrants, persons who inject drugs, incarcerated
persons); and

* Identify new or previously unrecognized forms of viral hepatitis, and the emergence of viral
mutations that compromise vaccination, diagnosis, and therapy.

Key components of such a system include the following:

* Expanding state/local epidemiologic and laboratory capacity to improve detection and
investigation of viral transmission and outbreaks of viral hepatitis;

* Eliminaring the state backlog of chronic viral hepatitis cases awaiting data entry for
transmission to CDC;

* Implementing data standards for uniform reporting to the national viral hepatitis system;

» Identifying murant viruses resistant to vaccination, diagnosis, or therapy, and rare or new
forms of vira] hepatitis; :

» Linking data to monitor HIV/HCV and HIV/HBV co-infection and other co-factors that
increase the risk of end stage liver disease and cancer for persons with chronic viral hepatitis;
Meeting the information needs of state and Jocal prevention programs;

Developing disease registries 1o support referrals of infected persons to care and treatment;
Conducting surveys of viral hepatitis among underrepresented racial/ethnic minorities and
at-risk marginalized populations including the homeless, refugee. and immigrant populations
who are affected disproportionately by viral hepatitis; and

* Monitoring persons in care to evaluate receipt of recommended prevention and treatment.

FY 2010 spending: $9.8 million
Total increased need (over base): $65 million per year
* Phase 1 Increased need over base: $15 million per year
Support data collection for acate and chronic viral hepatitis in 10 states
* Phase 2 Increased need over phase 1: $20 million per year
Support data collection for acute and chronic viral hepatitis in 25 states
* Phase 3 Increased need over phase 2: $30 million per year
- Support data collection for acute and chronic viral hepatitis in 50 states, the District of
Columbia, and Puerto Rico
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Health Impact

Uldmately, improved monitoring of viral hepatitis will better inform planning and execution of

prevention and care efforts, thereby increasing the proportion of infected persons referred to care

and increasing vaccination and harm reduction for at-risk persons. Such as system would:

¢ Obrain complere and accurate demographic and risk information on 75 percent of new
infections in order to target future prevention activities;

* Increase the capacity at state and local levels to detect outbreaks so that new infections are
averted by the outbreak response; and _

» Achieve early detection of mutam viruses that threaten prevention efforts.

Priority 3; Commit the Nation to Eliminate HBV Transmission

Hepatitis B is a vaccine preventable disease for which a safe and effective
vaccine has been available for nearly three decades. The longstanding
availability of effective hepatitis B vaccine makes the elimination of new HBV
infections possible. —JOM, 2010

Goal: Eliminate HBV transmission in the United States

Key Strategies: (1) Case management for HBV-infecled pregnant women and their
families; and (2) immunize adults at public health and health care venues serving
those at-risk for infection

Base Funding: $4.7 million

Costs: 318 million for phase one; final cost $90 million per year (over basc) (See
Table for a comprehensive picture of needed resources by year.)

Impact: Prevent disease and death resulting from HBV infections

Vaccination is the most effective method of preventing HBV infection and is the basis for the
national strategy to eliminate HBV transmission. In 1992, CDC and the Advisory commitiee for
Immunization Practices (ACIP) established a vaccine-based strategy for the elimination of HBV
transmission in the U.S. Two expert panels, most recently the IOM, both found that elimination
of HBV transmission in the United States is feasible. The ACIP strategy involves vaccinating
children beginning at birth adolescents, and at-risk adults. While hepatitis B incidence has
declined significantly, particularly among children, new infections continue to occur. Barriers to
vaccination include cost and the acceptability of a three dose vaccine series. Missed
opportunities to vaccinate allow continued disease transmission. In addition, transmission of
HBYV has emerged in new populations.

While vaccine purchase is supported through other programs in the public and private sector, a
successful strategy involves not only provision of vaccine itself, but services and programs that
reach at-risk persons o encourage them to be immunized. These include case managerment
programs 1o provide preventions services to HBV-exposed newborns, refer mothers for
appropriate care for chronic HBV infection, and provide household members with hepatitis B
vaccination and screening. This effort would build upon CDC’s existing network of perinatal.
hepatitis coordinators. CDC would also expand efforts to immunize other at-risk adults using a
venue based approach.




Prevention and Control for HBV-Infected Mothers, Their Infants, and Their Family Contacts
Vaccination of infants has successfully driven down rates of HBV transmission and acute cases
of disease. However, much more should be done. In the United States, 24,000 HBV-infected
women give birth each year. These women are at risk of transmiting HBV 1o their infants and 10
other household members, as HBYV is readily transmitted in household settings. Of infants
infected at birth, 90 percent will remain infected and one in four will die prematurely of HBV-
related liver disease or cancer.

Since the early 1990s, CDC has supported state/local efforts to prevent mother-child
transmission of HBV as part of its childhood immunization efforts. This effort included ensuring
screening of pregnant women, vaccination at birth, follow-up with infants to ensure completion
of the three dose series, and testing of infants to ensure the development of antibodies. However,
the number of HBV-infected women giving birth has greatly increased since that time and
current prevention program resources are inadequate to care for all HBV infected mothers,
infants and household comtacts. States currently do not have the capacity to manage all of the
newboms estimated to be exposed 1o HBV, resulting in avoidable perinatal transmission and
new, chronic HBV infections.

CDC also recommends that HB V-infected women identified at the time of pregnancy be referred
for medical management of their infection, because they are at risk for chronic liver disease and
liver cancer later in life. However, few states have resources to provide such referrals. Family
contacts of HBV infected persons are at high risk for HBV infection. Many such contacts are
members of racial/ethnic minorities. Although hepatitis B vaccination of such persons has been
recommended since 1982, few states have the capacity to provide culturally appropriate hepatitis
B screening and vaccination services.

Comprehensive case management program can refer HBV-infected pregnant wormen to care,
prevent infection among their infants through vaccination and monitoring from birth through 18 -
months of age, and prevent HBV infection and its sequelae among other household members
through screening, vaccination, and referral to care. Studies have shown that such an approach is
cost-effective. One dollar spent on perinatal hepatitis B vaccine saves about three dollars in
medical and work-loss costs and vaccinating 15 infants of HBsAg-positive mothers prevents one
death. Studies also have established the cost-cffectiveness of screening and immunization for
household contacts of persons infected with HBV »

Hepatitis B Prevention Among, at-risk Adults

Although childhood hepatitis B vaccination coverage has remained above the national goals of
90% for the past 10 years, it has remained Jow among high risk adults. As a result, most new
HBYV infections occur among persons engaged in risky sex and injection drug-related behaviors.
Hepatitis B immunization is routinely recommended for men who have sex with men, persons
with multiple sex partners, and injection drug users (IDUs). Emerging populations of concern
include persons with diabetes and others at risk for exposures associated with health care or in
residential care facilities, persons vaccinated as infants who may require a booster dose, and
persons born in other countries where HBV is prevalent, who represent an ongoing source of

" Hutton DW, Tan D, So SK; etal. Cost-effectiveness of sereening and vaccinating Asian and Pacific Islander
adulvs for heparitis B. Anna fntern Med, 2007;147(7):460-469.
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transmission. All of these groups need access to and attention services from an HBV elimination
program.

Multiple studies have established the cost-effectiveness of immunizing against hepatitis B at
STD/HIV testing/counseling sites, correctional institutions, and drug-abuse treatment centers.
= However, the lack of resources for adult vaccination programs has limited vaccination for
these persons, allowing continued disease transmission. For example, although CDC has
recommended that persons with STDs receive hepatitis B vaccination, 30 percent of people
diagnosed with acute hepatitis B had previously been teated for an STD. A similar proportion
had been imprisoned. Sexual health clinics and correctional facilities are important sertings for
education, testing, and vaccination. In fact, an adult hepatitis B vaccination program based on
routine immunization at these and other public health clinics serving adults at increased risk of
infection would eliminate HBV wransmission among adults in the United States by 2020.

Through its Adult Hepatits B Vaccination Initiative, CDC has begun to close the gapin
vaccination of at-risk adults. Since the beginning of the Initiative in FY 2007, CDC has made

- approximately $42 million in Section 317 funds available for the purchase of hepatitis B vaccine
for use in more than 2600 venues. However, fonding of this initiative in future years 1 not
assured. '

But much work remains to be done. An cstimated 6 million persons are eligible for vaccination
through this program, which has barely scratched the surface in addressing their needs.
Furthermore, an effective vaccination program requires much more than Just vaccine jself.
Increased capacity is needed at the federal, state, and local levels to establish and implement
vaccination plans and procedures, to educate patients at risk for infection, to train providers, and
to momnitor both the efficiency and efficacy of efforts to insure that vaccine gets to the venues
where iris needed and is administered to individuals at risk for infection. The IOM estimated
that it would cost $80 million per year for vaccine purchase alone to reach 75 percent of at-risk
persons seen in STD/HIV testing/treatment sites and drug treatment centers.

Specific Actions

A comprehensive approach 1o the elimination of transmission of HBV will—

* Facilitate identification of HBV-infected pregnant women by developing methods to assurc
positive HBsAg test results are reported directly to local and state health departments;

* Facilitate accurate assessment of hepatitis B infection status of women in labor and for
management of their infants; '

* Improve access to laboratory testing for HBV infection among cases managed exposed
infants and houschold contacts;

* Miriti MK, Billah K. Weinbaum C. et al. Economic benefits of hepatitis B vaccination at sexvally transmitted disease clinics in
the U.S. Pudlic Heaith Rep. 2008;123(4):504-13

" Hu Y, Grau LE, Scott G, <t al. Economic cvaluation of delivering hepatitis B vaccing 1o injection drug users. Am J Prev Afed,
2008;35(1):25-32, :

*® Pisu M. Meltzer ML, Lyerla R, Cost-effectivencss of hepatitis B vaccination of prison inmates. Joccire. 2002:21(3-4):312-2)
""Kim SY, Billzh K, Licu TA. et al. Cost eflectivencss of hepatitis B vaccination at HIV counseling and testing sites. 4m J/ Prev
AMed, 2006:30(6):498-506.
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* Assure that women infccted with HBV, their infants, and their household contacts receive
services that they need to prevent ransmission and prevent or delay disease progression;

* Test and validate a system to monitor the effectiveness of prevention programs for pregnant

- women with chronic HBV infection; _ :

* Develop culwrally-sensitive educational materials about perinatal HBV and chronic HBV for
care providers and families; '

¢ Evaluare the efficacy of hepatitis B vaccine and the need for a booster dose in adolescents;
Collaborate with WHO and others to support HBV prevention programs in countries where
HBV is endemic; :

* Assure capacity to administer hepatitis B vaccines in public health settings canng for adults
at risk for infection; support sufficient headquarters staff 1o provide technical assistance and
oversight;

* Develop and disseminate community education and provider training to improve acceptance
of hepatitis B vaccination; and

* Integrate HBV screening and vaccination in correctional, HIV, and STD treatment settings.

FY 2010 spending: $4,7 million
Total increased need (all phases): $90 million per year
» Phase ] Increased need: $18 million per year.
Support comprehensive case management for mothers and families ($6 million), as well as
programs for at-risk adults ($12 million) in 10 states.
» Phase 2 Increased need over phase 1: $26 million per year.
- Support comprehensive case management for mothers and families (increase of $6 million),
as well as programs for at-risk adults (increase of $20 million), in 25 states. ‘
* Phase 3 Increased need over phase 2: $46 million per year.

Health Ympact
» Provide prevention services 1o 25,000 families, including HBV-infected pregnant women,
‘newborns, and other household members.
* Increase hepatitis B vaccination coverage in high-risk adult populations to 75 percent by
2020.

Priority 4: Develop, Test, and Translate into Action New HCYV Prevention Tools

Hepatitis C became a global epidemic in the 20" century as blood transfusions,
hemodialysis, and the use of injection needles 1o administer licit and illicit drugs
increased throughous the world. Because HCV prevention is a function of multiple
Jactors- safe injection, education, testing, and drug treatment, an integrated
programs thar includes all these essential elements is more likely to be effective in
preventing hepatiris C. —10M, 2010

Goal: Prevent new HCV infections
Key Strategies: Develop, test, and wtilize new tools to prevent transmission
Base Funding: $3.6 million '
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Costs: $7 millioh for phase one; final cost $25.5 million per year (over base) (See
Table for a comprehensive picture of needed resources by year,)
Impact: Prevent disease and death resulting from HCV infection

The identification of the hepatitis C virus and the development of screening tests have led 1o a
significant decline in HCV transmission. However, surveillance data suggest that about 20,000
persons are infected annually. HCV is efficiently transmitted via direct percutaneous exposure to
infected blood. Injecting drug use is the cause of most new HCV infections, and incidence
remains high in most U.S. cohorts. However, numerous outbreaks of HCV infection also
contnue to occur in health carc settings, linked to inadequate infection control practices. Other
populations have emerged as priorities for viral hepatitis prevention. For example, while often
considered an urban phenomenon, HCV wansmission among injecting drug users recently has
been detected among youth in suburban communities and small towns. A trend seen in Europe
for several years is now evident in the United States with sexual transmission of HCV being
_detected among U.S. cohorts of HIV-infected MSM.

CDC currently conducts surveillance of HCV infection and has initiated a pilot cohort study of
chronic HBV and HCV. CDC has responded to numerous suspected outbreaks of HCV
transmission and is currently developing guidelines for HCV screening. The agency also
provides assistance to efforts to prevent HIV among injecting drug users and aims to release
guidance later this year regarding the use of syringe services programs.

Although there is not yet a vaccine to protect against hepartis C, HCV can be prevented by
avoiding factors that lead to its wansmission. Effective HCV prevention among [DUs is a
function of multiple factors—drug treatment, safe-injection intervention strategies, education,
and testing. Drug treatment can help to reduce injection frequency and help injectors 10 quit.
Safe-injection interventions have been shown 1o reduce HIV transmission, but have not been
systematically studied or adapted for use in preventing HCV infection. '

Studies of strategies tailored to prevent HCV can promote the development of integrated
programs equally effective in preventing HIV and HCV. Prevention programs also need to have
the tools 1o prevent the at-risk individual’s transition from non-injection drug user who snorts
heroin, cocaine, and other drugs to injecting drug user. Critical 1o HCV prevention is the
development of evidence-based education strategies that focus not only on the messages about
hiow behavior change can or should be made, but also on the context in which those tnessages are
delivered.

Similarly, changes in policies and technologies, along with wraining of personnel, can reduce
transmission in healthcare settings; rapid assays can improve access to screening, and new assays
may improve detection of recent HCV infection; studies of sexual mansmission will form the
evidence basis for new interventions. Lastly, studies suggest that, if detected early, many HCV
infections could be cured. As new and improved therapies are introduced, research should be
conducted to guide how best to use them to preserve the health of those infected and prevent
transmission among networks of IDUs.
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Specific Actions

1.
2.

Develop novel laboratory tests to improve screening for acute or recent HCV infection;

Test new technology and model laws and policies to reduce infections among drug users and
improve infection control in outpatient and congregant living facilities (e.g., nursing homes,
assisted living facilities, residential care settings);

Conduct epidemiologic and laboratory research to assess provider behavior, equipment
design, and viral factors associated with transmission of HCV in health care settings;

Study social networks of young drug users and tailor new interventions to identify emerging
wends of HCV wansmission in suburban and rural communities;

Develop and test innovative strategies to achieve declines in HCV mansmission among IDUs
comparable to the reductions attained for HIV infection;

Monitor and assess the emergence of sexual wansmission of HCV among persons with

HIV infection in the United States;

Evaluate and implement science-based educational tools and strategies 1o increase knowledge
of HCV among healthcare staff and staff of drug treatment and correctional facilities; and
Evaluate and disseminate science-based education and counseling messages that lead to drug
cessation or safer injection practices.

FY 2010 spending: $3.6 million
Increased necd (all phases): $25.5 million

Phase 1 Increased need over base: $7 million per year
Develop and implement actions one, two, and three

Phase 2 Increased need over phase 1: $8.5 million per year
Develop and implement actions one through six

Phase 3 Increased need over phase 2: $10 million

Develop and implement actions one through eight

Health Impact
Reduce the number of new cases of hepatitis C by 50 percent by 2020.
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