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Estimated Incidence of Acute Hepatitis C in the
United States, 1982 - 2009
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Persons Who Inject Drugs Are at
Highest Risk for HCV Infection

e Accounts for 60-70% of new infections in U.S.

* IDU incidence is highest among new injectors. %3

e HCV transmission has declined but remains substantial .
— In Baltimore, HCV incidence 7.8% (2005-2008).4

— In Seattle, HCV + prevalence 32% (2004).°

* Prevention requires a combination of strategies.®

e Reinfection incidence after HCV clearance: 1.8-47/100 PYs.”-1>

Hagan, et al, Int J Drug Policy 2007; 2 Hagan et al, Amer J Public Health 2001.; 3 Lucidarme, et al, Epid and Infect
2004; 5 Mehta, J Infect Dis, 2011; 5Burt et al, J Urban Health 2007. 6 Burt, et al Drug Alcohol Dependence 2009.); 7

Division of Mehta SH. Lancet; 8 Grebely J Hepatology 2006; 9 Micallef JM J Viral Hepat 2007; 10Aitken CK. Hepatology 2008;
Viral Hepatitis 11Van de Laar TJ. J Hepatol 2009; 12Page K. J Infect Dis 2009; 130sborn WO. Gasttroenterology 2009; 14 Currie SL.

Drig.Alcohol Depend. 2008;.15 Grebely J Hepatology. 2012



HCV Screening &Testing at Venues Serving PWID

CDC Demonstration Projects*
January--June 2013

One-Year # of Testsin6
Locations Testing Goals month period % anti-HCV+

Wisconsin 2000 362 15
Maine 1000 50 24
New York City 5000 500 26
Los Angeles 3000 816 10
Seattle, WA 1000 76 52
Oakland, CA 1000 146 40
Chicago 1000 221 25
Virginia 1400 87 28

*Preliminary Data



Increases in Reports of New HCV Infection
HCV Case Reports- 2007-2011

44% increase in 2011 | — [\
~17,000 cases/ yr.
~70% IDU

Young (18-29 years)
Predominantly white
Equally female: male

Non-urban, suburban
areas

Previous prescription
narcotic users

(4
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>50% increase
M 1-50% increase

B Insufficient or missing data
B No change or declines
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Healthcare-associated HCV Transmission

- Alargerriskin past
« Before screening of blood/plasma donations in 1992
- Before universal precautions for infection control pre-1990s
« Disease outbreaks continue to occur
« 16 reported to CDC (1998-2008) ¢’
« Diverse settings associated with transmission
« Poor infection control (e.g.,dialysis, anesthesia, chemotherapy)
« lllicit drug diversion

1 Ezzati M et al. Lancet. 2002; 2 Guerra J et al. J Viral Hepat 2012; 3 Miller FD, Abu-Raddad LJ. Proc Natl Acad Sci USA 2010
< Aug 17 4 Bosan A et al. J Pak Med Assoc 2010; 5 Baatarkhuu O. et al. Liver Int 2008. 6Thompson ND et al. Ann Int Med
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HCV Sexual Transmission among HIV+ MSM

* First reported from multiple European, Australian cities

e Rising HCV seroconversions among 4295 EuroSIDA
participants

— 0.47 in 2002

— 2.34 in 2010

— 63% were MSM only

e In New York City, HCV incidence associated with unprotected
rectal intercourse, non-IDU (ketamine, meth)

e In Boston, HCV incidence 1.63/100 person years ; 70% reported
only sexually transmitted infections
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J Rockstroh Int AIDS Soc, 2012; CDC MMWR, 2011, Garg S, Clin Infect Dis 2013


http://lib.bioinfo.pl/auth:Rockstroh,J

Persons Living With
Viral Hepatitis- United States

% Unaware

of Infection Deaths

(2010)

Virus Prevalence

2.7 — 3.9 million 45%-60% 16,600
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~ *National Vital Statistics System



Estimated HCV Prevalence -Adjusted for Limitations
of National Health Surveys — United States

Population Antibody Chronically
Population Size Prevalence Positive Infected

Homeless 643,000 35.0% 225,050 168,788
Incarcerated 1,614,000 30.0% 484,200
Veterans 22,916,000 7.5% 1,718,700
Active Military 1,418,000 0.5% 7,090
Healthcare Workers 7,201,000 2.0% 144,020
Nursing home residents 1,414,000 4.5% 63,630
Chronic hemodialysis 263,820 7.8% 20,578

Haemophiliacs with transfusions
<1992 17,000 85.0% 14,450

Remainder of US population.
(Adjusted NHANES) 214,513,180 1.5% 3,217,698

§Total 250,000,000 5,895,416 4,421,562




Most Americans Living with HCV
Were Born During 1945-1965

81% of 2.7 M (2.2-3.2m) HCV+
adults

75% of HCV related mortality

Prevalence five fold higher
than others (3.29% vs 0.55%) 12

39% report previous IDU 1 Age at Time o Survey,
. ' 9 96
49% do not report a risk RO e

Proportion Anti-HCV-Positive, %

Proportion Anti-HCV-Positive, %
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HCV-related Mortality On the Rise
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Future Burden of Hepatitis C Related Morbidity and
Mortality in the US

— Markov model of health outcomes

e Of 2.7 M HCV infected persons in primary care
0 1.47 M will develop cirrhosis
0 350,000 will develop liver cancer
o0 897,000 will die from HCV-related complications

40000

—+—Deaths
35000

30000 DG
= 25000 HCC
€
€ 20000
2

15000

10000

5000

0

2010
2012
2014
2016
2018
2020
2022
2024
2026
2028
2030
2032
2034
2036
2038
2040
2042
2044
2046
2048
2050
2052
2054
2056
2058
2060

Viral Hepatitis Year

Rein D, et al. Dig Liver Dis 2010.



Monitor Case Reporting and HCV Mortality
Years to Death from the Date of HCV Diagnosis
Massachusetts: 1992-2009

Median interval: 3

ears
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Years to death from date of HCV diagnosis

*A total of 76,122 HCV diagnoses were reported to the MDPH between 1992 and 2009, 8,499 of these reported HCV cases
died and are represented in the figure
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Trends in Hepatitis C Disease and Costs

HCV is a major cause of liver disease.’
40,000 (36%) of persons on liver transplant waitlist
50% of persons with liver cancer; 2.5% annual increase?

Substantial HCV-related costs
Three-fold higher disability days (1.36 vs.0.34) than others®
$21,000 in annual health costs vs. $5500 for others

From 2002-2010, HCV + patients age 50-59 yrs had largest
increases in hospital admissions (164%) and charges (341%)

Successful hepatitis C treatment reduces health costs ($900 vs.

~ $1378 per patient per month)

Division of Kim WR, et al. Gastroenterol. 2009. Simard EP, et al. Ca Cancer J Clin. 2012. . Kanwal F et al. Gastroenterol. 2011.. Ly K, et al.
Viral Hé;mﬁ"s Ann Int Med. 2012. . Rein et al. Dig Liver Dis. 2010. Gordon SG, Aliment Pharmacol Ther 2013.




Limited Effectiveness of Risk-based
HCV Testing Strategies

e CDCrecommendations since 1998 included:
— Injection drug use

— Blood transfusion before 1992 and other blood
exposures

— HIV
 Many clinicians are not aware of HCV testing guidelines.
e Clinicians may be reluctant to ask about risks.
« Patients may be reluctant to disclose or may not recall risks.
At least 45-60% are unaware of their HCV infection.

Shehab TM. J Viral Hepat, 2001. Shehab TM, et al. Am J Gastroenterol, 2003. Serrante JM, et al. Fam Med, 2008.
, Shehab TM, et al. Hepatology, 1999. Roblin, et al. Am J Man Care 2011. Spradling, et al., Hepatology, 2012.
Divisionof Zapata et al, Ann Hepatology, 2010; Napper et al, AIDS Behav, 2010; Haley et al, Preven Med, 2002; Torrone et al,
Viral Hepatifis AIDS Pat Care, 2010; Volk et al, 2009




NEW CDC Recommendation

— Adults born during 1945

Centers for Disease Control and Prevention

through 1965 should receive MMWR
One'time teSting for HCV Morbidity and Mortality Weekly Report

without prior ascertainment

of HCV risk factor Recommendations for the Identification of

Chronic Hepatitis C Virus Infection Among
Persons Born During 1945-1965

Recommendations and Reports /Vol. 61 /No. 4 August 17,2012

— Benefits of therapy

. Reduces risk of liver
cancer by 70%

. Reduces risk of all-cause
mortality by 50%

Division of
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CDC Recommendations for HCV Testing Based
on Birth Cohort, Risk, and Medical Indications

O 0000 D0 OO

One Time testing for persons born 1945-1965
Past or present injection drug use

Signs of liver disease (persistently elevated ALT)
Received blood/organs prior to June 1992
Received blood products made prior to 1987
Ever on chronic hemodialysis

Infants of HCV-infected mothers

HIV infection

‘bivision of
Viral Hepatitis

MMWR 2012
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NEW CDC Algorithm to Detect
Current HCV Infection

Recommended Testing Sequence for Identifying | Us.Deparmeneot
Current Hepatitis C Virus (HCV) Infection 2

Centers for Disease
‘Control and Prevention

HCV
antibody

A 4

Not Detected Detected

 J
{ No HCV antibody detected

{ No current HCV infection } { Current HCV infection

Y Y

{ Additional testing as appropriate T ‘ Link to care

* For persons who might have been exposed to HCV within the past 6 months, testing for HCV RNA or follow-up testing for HCV antibody is recommended. For persons who are
immunocompromised, testing for HCV RNA can be considered.

! To differentiate past, resolved HCV infection from biologic false positivity for HCV antibody, testing with another HCV antibody assay can be considered. Repeat HCV RNA testing if the person tested
is suspected to have had HCV exposure within the past 6 months or has clinical evidence of HCV disease, or if there is concern regarding the handling or storage of the test specimen.

Sotrce: COC, Testing for HCV infection: An dpdate of gindance for diniclans and laboratorians. MMWR 2013,62(18).




Screening for HCV infection in Adults:
USPSTF Recommendations

Population

Recommendation

Risk Assessment

Screening tests

Screening interval

Implementation

Persons at high risk for infection and adults born
between 1945 and 1965

Screen for HCV infection. Grade: B
(Moderate net benefit)

Most important risks: IDU;

Additional risks: blood transfusion< before 1992, long-
term hemodialysis, born to an HCV-infected mother,
incarceration, intranasal drug use, unregulated tattoo,
and other percutaneous exposures.

Anti-HCV antibody testing followed by confirmatory
polymerase chain reaction testing

Periodic: Ongoing risks
One-time: persons born 1945-1965

Voluntary; patient knowledge and understanding;
receive information about HCV and testing;
Can decline (opt-out) screening




Medicare Coverage

Determination

e Process to formalize
support for HCV testing as

a preventive service in
Medicare

e Based on USPSTF
recommendations

e Birth cohort
e Risks
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CENTERS FOR MEDICARE & MEDICAID SERVICES
CENTER FOR CLINICAL STANDARDS & QUALITY

Mr. Ryan Clary

Director of Public Policy and Programs
National Viral Hepatitis Roundtable
P.0.Box 1

Medicare coverage for preventive
mammography, and colorectal can re program

ection 1861(ddd) of the

rrqulremenls are met, including if the Secretary deienmnu: lhmueh the national
determination process that the service is all of the followina:

(1) Reasonable and necessa r the prevention early detection of illn
Recnmmendgd with a grade of A or B by the United States Preventiv
STF).

(3) Appropriate for individuals entitled to benefits under Part A or enrolled under Part B.

The current USPSTF recommen s for this topic are:

* The USPSTF recommends screening for hepatitis C vi infection in persons at high
risk for infection

* The USPSTF also re ends offering 1-time screening for HCV infection to adults bom
between 1945 ( ommendation)

We thank you for bringing this important issue to our attention and we intend to open an NCD on
this topic.

edical Officer
, Centers for Clinical Standards & ( Juality




Governor Cuomo signs bill to promote
Hepatitis C testing in New York state
October 2013

« Mandates HCV testing of persons
born 1945-1965
e On hospital admission
e In primary care settings



http://blog.timesunion.com/capitol/archives/197572/cuomo-signs-bill-to-promote-hepatitis-c-testing/
http://blog.timesunion.com/capitol/archives/197572/cuomo-signs-bill-to-promote-hepatitis-c-testing/

Ehe New YJork Tinmes

Hepatitis C, a Silent Killer, Meets Its Match
November 5,2013




Improving the HCV
Test and Cure Continuum

120%
~ 3 million persons living with HCV
100% -
80% -
1.6 M
o (50%) 1.2mMm
40% - (38%) ;50,000
230/
0% - (23%) 360,:/)00 200,000
0% - . , -

All HCV anti-HCV HCV HCV Treated SVR
infected tested care RNA
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Holmberg S, et al, NEJM, 2013



Improving the HCV

Test and Cure Continuum ”
-~

Educate the public and providers KNOW

Guide best practice

— Demonstration projects for testing MORE

— Care models (e.g., Project ECHO) HEPATITIS

— Performance measures and clinical decision tools

Monitor implementation and impact

Create partnerships (public health, clinical, community)



TILT-C testing and linkage to care: October 201 2-
August 2013- Grady Hospital, Atlanta GA

2,634 - HCV Ab ordered

1,762 - HCV Ab drawn

HCV RNA positive
Scheduled for linkage visit (82%)

Attended linkage visit to date (72%)

- HCV Ab Positive (7.0%)
v
—
-wr

Data: Courtesy of Lesley Miller, MD. Principal investigator



HCV Antibody Results for Persons born 1945-1965
University of Alabama- Birmingham
JETARER(VAVIAE

I
164 (14.3%)
Anti-HCV Tests

Not Performed

20
Not Offered Test

117 (9.2%)
Declined

HCV RNA
Not Yet Performed




Summary

Requires comprehensive primary and secondary
prevention strategies

Risk-based prevention strategies to detect and prevent
new HCV infections

One time HCV testing of persons born 1945-1965 to
reduce HCV morbidity and mortality

HCV testing and linkages to care and treatment must
improve to realize health gains from anticipated from new
therapies

Collaborations are essential among public health, clinical
care providers, and payers to improve HCV testing, care
~and treatment

Division of
Viral Hepatitis
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