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1. Describe the burden of hepatitis C in the United States
and recognize that it is common, deadly and curable

2. ldentify barriers to HCV access and linkage to care,
focusing on underserved populations and baby boomers

3. Outline solutions to improve access to care, highlighting
patient navigation and novel models of care
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Who's participating?

The following best describes my practice/experience:

1. | have very few patients with HCV but want to learn

. | screen for HCV but am not involved in treatment

. | have experience treating HCV

. | am non-clinical but work with clients with HCV
infection
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natitis C is common

natitis Cis deadly

natitis C is curable
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Prevalence of Hepatitis C
High: >3.5%
Moderate: 1.5-3.5%
Low: <1.5%

Hao Data
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Estimated Hepatitis C Antibody Prevalence Rate per 100,000 Persons, 2010
710-1,000 1,001-1,500 1,501-2,000 2,001-2,500 2,501-3,340

* Data ares nok shown to protect privacy. Se= Daota Methods, | ** DATA NOT RELEASED TO HEPWL | * DWATA ROT SHOWN

Hep

www.hepvu.org




HCV Disproportionately Affects Subgroups

Patient Characteristics and Prevalence of HCV: NHANES

NHB HIV pos HIV neg Above Below

NHW: Non-Hispanic White Poverty Index Ratio
NHB: Non-Hispanic Black

H: Hispanic Ditah et al. J Hepatol. 2014;60:691-8.




HCV Disproportionately Affects Subgroups

Patient Characteristics and Prevalence of HCV: NHANES

0-9 10to19 20-49 50+

# lifetime Lifetime drug use
sexual partners

Ditah et al. J Hepatol. 2014;60:691-8.
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Normal Liver 20-25 years 25-30 years

Chronic
Hepatitis

T i Cirrhosis
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CIRRHOSIS | LIVER CANCER

CHRONIC LIVER DISEASE CIRRHOSIS

www.hepvu.org
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infections COMBINED
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Annual number of hepatitis C-related deaths
vs. other nationally notifiable infectious
conditions in the US, 2003-2013

30,000 r

Other nationally notifiable infectious conditions

25,000 |euny,

20,000 | w
15,000 |
Hepatitis C

10,000

Number of deaths

5,000 t

2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013

Source: Centers for Disease Control and Prevention
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Cure Rates for Chronic Hepatitis C Therapy

Direct Acting Antivirals

2ncl Gen

Protease DAAs
inhibitor 2013

2011
Peginterferon >90%
2001

Ribavirin
1998

Standard
Interferon

1991

6%

6 Months 12 Months 6 Months 12 Months 12 Months 6-12 Months 12 weeks

IFN IFN + RBV PeglFN PeglFN+ IFN-Free
+ RBV RBV+PI

Nelson D. Hepatitis C virus, from discovery to cure. 2016
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HCV Screening
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What are your HCV screening practices?

1. | don’t screen for HCV

2. | am aware of the screening guidelines, and screen
when | remember

3. I work in a setting with screening prompts, so | screen
the majority of patients
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HCV Care Cascade

3.5 million persons with
chronic HCV infection

50% of HCV
cases detected

16% treated

7%
achieved
SVR

Yehia BR, et al. PLoS One. 2014;9:e101554.
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HCV Care Cascade

3.5 million persons with
chronic HCV infection

- 50% of HCV

cases detected

16% treated

7%
achieved
SVR

Yehia BR, et al. PLoS One. 2014;9:e101554.
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¢ Pre-2012: CDC recommends risk-based HCV screening

¢ 2012: CDC adds recommendation for HCV screening for
all persons born between 1945-1965

e 50% of those with hep C unaware of diagnosis
¢ 75% hep C patients born 1945-1965
e Screening + treatment=cost effective

ﬁqﬂﬂw ’
HEFEFETE - v

Rein DB et. Al. Ann Intern Med. 2012;156(4):263-270




Annals of Internal Medicine CrLiNicAL GUIDELINE

Screening for Hepatitis C Virus Infection in Adults: U.S. Preventive
Services Task Force Recommendation Statement

Virginla A. Moyer, MD, MPH, on behalf of the U.S. Preventive Services Task Force®

U.S. Preventive Services

Annals of Intemal Medicine TASK FORCE

www, USPreventiveServicesTaskForce,org

SCREENING FOR HEPATITIS C VIRUS INFECTION IN ADULTS
CLINICAL SUMMARY OF U.S. PREVENTIVE SERVICES TASK FORCE RECOMMENDATION

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

Recommendation

Moyer, VA et. al. Ann Intern Med 2013; 159: 349-357
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Persons born between 1945 and 1965

-PLUS-
Current or past IVDU
Persons with HIV
Persons on hemodialysis
Persons with unexplained high AST/ALT
Recipients of transfusions/transplants before 1992
Children born to HCV-infected mothers
Health care workers after needle stick or mucosal exposure
Sexual partners of HCV-infected persons

Ghany et al. Hepatology 2009;49:1335-1374
Centers for Disease Control and Prevention. MMWR 2012;61(No. RR-4):2-31.
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Patient Population
-Majority African American
-Under and uninsured

-High prevalence HCV

infection
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Patient Population
-Majority African American
-Under and uninsured
-Baby boomers+ high risk grou
-High prevalence HCV
infection

=
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Providers
-Academic internal
medicine
-Community-based
family practice
-Internal med residents
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Patient Population

-Majority African American e The Grady Liver Clinic

L | -Primary care-based,

-B.aby boomers+ high risk grou generalist-run

-High prevalence HCV -Access to care for uninsured 4

b infection Providers -Screening to cure onsite
B -Academic internal

medicine
-Community-based
family practice
-Internal med residents
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—meamae  HCV Screening at Grady

.

TILT-C

No Program e« 2012 — 2015
e 30 months

* Pre-2012 « 5,282 tested
« ? Prevalence e 409 HCV Ab+

Grady
FOCUS

e 2015 — 2017
e« 23 months
e 15 341 tested

e 1,159 HCV
Ab+
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[& BestPractice Advisories click to open

Enc Provider I HCV FOCUS

Qutside Records

Chief Complaint

Vital Signs

SBIRT

Fall Risk Assessm.. s This patient has been flagged as needing

PHQ-2/9 wanCO"HE" hepatitis C screenin
P =]

HIV Results
HIV Screening « An HCV antibody order has been automatically
10U GET A BLOOD TEST generated

Travel Screen
+ Please uncheck the box below if patient

Verify Rx Benefits

Reconcile Dispens Fon HEP‘TITISC declines screening
Medications

Add Med Details

History

Progress MNotes

Problem List
Goals I Patient Refused | Clinically not indicated | Already Completed Outside GHS I

Minor Time Out o unsigned orders: HCV AB (2nd Generation)
Major Time Qut h 12/8/2015 at 10-18 AM

ZierZU10 at U o Al
MyChart Sign-up

[ot=Enes Refresh | Lastrefreshed on 12/9/2015 at 2:15 PM o Accept

BestPractice

visit Diagnoses Suggestions

- I EF SmartSets click to open

<= Add
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Provider
orders HCV
Ab test No further
testing

to outpatient

lab HCV Ab + orders HCV
RNA
HCV RNA - No further
HCV Ab low + testing

or
indeterminate

Patient goes g _ g HCV RNA + Patient linked
B Provider " Patient returns to care
to lab
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“l“l\ ‘ ‘! ! | \I LSL! care

e 75% e 66% e 77%
tested viremic linked
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Setting

Population

Number tested

HCV RNA+

Comparing HCV
Screening Outcomes

Primary Care Low Inpatient Safety Net Primary Care
Income

Baby boomers Baby boomers Baby boomers
(93% AA) (58% Hispanic) (86% AA)

2,894 4,582 1,123

Turner BJ et al. Hepatology 2015;62(5):1388-95
Miller LS et al. Public Health Reports 2016; 131(2): 84-90
Geboy et al. Public Health Reports 2016; 131(2): 49-56
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e Logistical challenges with implementation
* Provider time constraints
e Competing priorities for patients

e Stigma
e Cost of confirmatory testing
Lack of linkage options
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3.2 million of U.S. population with chronic
HCV infection

1.6 million (50%) had HCV detected

1.0-1.2 million (32—38%) were referred to care

630,000-750,000 380,000-560,000
(20-239%) had (12—-1896) under-
HCV RNA test went liver biopsy

220,000-360,000 (7-11%6)
were treated

170,000-200,000 (5-69)
were successfully treated

Holmberg SD et al. N Engl J Med 2013;368:1859-1861.
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“All persons with current active HCV infection
should be linked to a practitioner who Is prepared
to provide comprehensive management”

Usual options:
o Gastroenterology and/or hepatology
* Infectious disease

 Primary care?

hcvguidelines.org accessed 12/6/17
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e Lack of access to specialists
 Uninsured population
o Geographic distance

o Lack of availabllity of specialists

 Medical, substance abuse,
psychiatric co-morbidities

e Cost of treatment

hcvguidelines.org accessed 12/6/17
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Strategies for Access to
HCV Care

e Co-localization of services

 Corrections
e Substance abuse treatment settings

 Needle exchanges

* Integrated care
e Multidisciplinary care coordination

e Case management and navigation

 Primary care-based treatment

hcvguidelines.org accessed 12/6/17
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T o by PCPs

* Project ECHO (telemedicine)

« HCV specialty clinic run by generalists
e Grady Liver Clinic
« Mt. Sinal REACH Program

* Advance practice provider-run free clinic
e St. Mary’s Health Center
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Pt comfort with provider and site
Fewer logistical barriers

Less fragmented care

Outcomes as good or better than
specialty care
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Interim Per Protocol SVR12 by Provider Type (n=304)
[94.9% (7579)| 1 96:7% (58/60)

92.1% (152/165)| L93.8% (285/304)|

o~
o
7]
=
=
4
=
S
=
£
o
o

NP PCP Specialist Total

igure 1. Interim Per Protocol SVR12 by Provider Type. Of 304 patients with available SWR12 resulls, 93.8% achieved SWVR12.
There was no significant difference in SVR12 between patients treated by NPs, PCPs, and specialist physicians

Kattakuhzy et. al. CROI abstract 538LB Feb 2016
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Grady Memorial Hospital
e 1,000 bed, urban, safety net hospital
e Largely un-and underinsured, African American

population
 Teaching site for Emory and Morehouse SOM

e Home to Primary Care Center (PCC)
e 60K annual visits
e Medical Home
e Resident and faculty providers
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Provide access to comprehensive care for
underserved patients with hepatitis C

Evaluate co-morbidities and assess readiness for
hepatitis C treatment

Initiate and monitor patients on antiviral therapy
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Structure:

Primary site at Grady
treating hepatitis C

Three half-day sessions per
week

80 new referrals per month
2,500 patient visits annually

Start with group education
session

Staffing:

1-2 attendings per clinic, 6
faculty in pool

2 Clinical Pharmacists and 1
Patient Assistance Analyst
Internal Medicine and
Psychiatry residents, Gl
fellows

CDC volunteers

PCC staff (nursing, CA,
practice manager)

Patient Navigator
Program Coordinator
Nurse Practitioner
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HCV diagnosis

Liver Clinic Education

uolesineN

Liver Clinic Visit 2 /Treatment referral
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HAV Co-
HBV Liver morbidity

Genotype : :
: Fibrosis Assessment
Hesiig HIV Assessment (CKD,

testing Meds)

Medication Choice
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’i' Hepatitis C Online =JSign In X+ Create an Account

.= HCV Course Clinical Slide Core % . Master
Medications > Modules Calculators Lectures Concepts \i' Bibliography

Fibrosis-4 (FIB-4) Calculator

The Fibrosis—4 score helps to estimate the amount of scarring in the liver. Enter the required values to
APRI Calculator calculate the FIB-4 value. It will appear in the oval on the far right thighlighted in yellow).

AUDIT-C Questionnaire

Age (vears) AST Lewvel (USL)
BMI Calculator

CrCl Calculator

Platelet Count (107/L) ALT cUsL)
s

CAGE Quesrtionnaire

CTP Calculator

Interpretation:

Using a lower cutoff value of 1.45, a FIB—4 score <1.45 had a negati

advanced fibrosis {Ishak fibrosis score 4-6 which includes early bridg ibrosis to cirrhosis).

Glasgow Coma Scale a FIB-4 »3.25 uld have a 97% i ; 0 predictive value of 65% for advanced fibrosis. In
the patient cohort in which this formula was first validated, at least 7 patients had values <1.45 or

GFR Calculator =3.25. Authors argued that these individuals could potentially have avoided liver biopsy with an overall

accuracy of 86%.

FIB-4 Calculator

MELD Calculator

SAAG Calculater Ssource: Sterling RK, Lissen E, Clumeck N, et. al. Development of a simple noninvasive index to predict
significant fibrosis patients with HI\

Funded by a grant from the Centers UNIVERSITY

f i ——
for ease Control and Prevention WASH I NGTON i ] \ :\.'— [ h A \
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Ledipasvir/ SVR >90%
sofosbuvir

Elbasvir/ SVR>90%

grazoprevir
~One pill daily

Velapatasvir/ SVR>90%

i ~8-12 week course
sofosbuvir

Well-tolerated

Sofosbuvir/ SVR>90%
Velpatasvir/
Voxilaprevir

Glecaprevir/ SVR>90%
Pibrentasvir
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Week 4
Treatment Start - Week 8
-Lab visit . .
-Lab visit - i -Lab visit
-Office visit -- . L. .

-Office visit &2 Fo  -Office visit °.

ici - DAL IR - -Medication@
-Med|C|ne given
ERE o &+ given -

Week 12
-Phone visit g‘
-Treatment
ends Y

12 weeks after
treatment

-Phone
reminder {Q*
-Lab visit

-Phone call with

results '\.L
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® Annual number treated ®m Number cured

2002-'07 2011-'13 2014
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Reflex RNA testing
Patient navigation
~ast tracking newly diagnosed

Group education
Investing resources into program via 340b
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REACH Program (Respectful & Equitable Access to
Comprehensive Healthcare) launched in 2002
New York City, primarily Hispanic and African American, low

SES patient population

Offers community HCV testing, linkage to care and
treatment and is staffed by:

e Medical providers, Nurse

e Behavioral Health providers

. Patient navigators
Patients recruited from primary care sites and community-

based outreach and testing program

Parrella et al. APHA Poster, November 2017
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Treatment Cascade
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Patients seen Patients treated Eligible for SVR Achieved SVR12

Parrella et al. APHA Poster, November 2017
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Clinic Birth-Cohort (1945-1965) Patients Undergoing HCV Testing

Baseline | 2015 Program 2016
2014 Implementation | Jan-July

Total Age-Cohort Patients

(1945-1965) seen in calendar vear 380 577 437

MNumber and % of Age-Cohort
Patients with one-time
Age-Cohort Testing

5.0% 67.8% 70.7%
asd (391 (305)

HWC+ (RMNA detected following

CDC testing algorithm) #* 19 23

As of 2016, the clinic increased age-cohort one-time
HCYV testing 65.7% from 2014 baseline.
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HCV Management Form

= 7 Grady

Patient Demographics

Wedicad Record &

First Mame

M/F

S | DOB: | Age:

Ethnicity: Hispanic Non-Hispamic

Home Medicatians Adjustments:

Past Medical History:

[Medications:

Date Patient Notified:

Posithee HOW Antibody ¥ N Date:

Social History

|Hc\rnNAFns.inuo. ¥ N Date:

Drug Use fcincke]  History of Curment Use
Sobarity atleact & months (f spplicable] ¥ N

[lcohenl AbusaiCirde)
Histarysd  Currest use
Scberity at least § months (i
seplicable) ¥ N

Earrierz ¥ M
Social Servies Rederal ¥ N

Tramsmizson ¥ N

Secondary Prewvention Education & Interventions

Déet Education: ¥ N

Treaterent Options/ Regimen Discussed ¥ N

Smoking Cessation ¥ W

OTC/Prescription Medications

Education ¥ N

Evakiated for Treatment Readiness ¥ W
Date:

Vacdne: Hepatitk A lmemune / Dose 1 2
Wacdne: HepabitisE Immune [ Dose 1 2 3
Vazdng: Wfluenza ¥ N NA

Vacdne: Prewmococcal ¥ N ONA

MV Megathe — Podiiee
it Positive refer for co-treatment

GFR

Chronic Hepatitis B Negative Fositive  If positive refer
Other:

AST

(ALT

Histary of Prior Treatmest: ¥

ObE3in CBC with Platslets, CMP with hepatic funcation bt
Hepatic Ubrasound: Y N Date:

Findings:

***Compiete the followingn laibs/Ti 12 weeks max prior to treatmend

Flbrosls Evaluation

Grrhosls Evalution

Viral Load

AP Seore B FIB-A Score
APRISzsTE > LS and /o FB-4S20r8 533,25
[

APRI Score is <15 amd for FIB-4 Score s <3.35

|Ascites Fretent: ¥ N
[varices Present: ¥ N

Ercephalopathy Fresest: ¥ M
Hepatocellular Cardnoma: ¥

Compansated: ¥ M
Decompencated: ¥ M
L= o

P
CTPClass & B C
if Caor d

Refer bo Gl and/or Palliathe Care

***See HCV Treatment

S

‘wearer hovguldelines.cog

Consider Hepatk Ultrasound every & manths if high risk of developing HCC

P ———

Carver,

Lewtn Concer i Fasearch Parllon, [rory Unberiiy Schaod of Medicing

T

|psted 51}/2805
















e Systemic Barriers to
Access to HCV Treatment
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 High cost & uninsured patient population
e Patient Assistance programs

 Co-pay assistance
 Dedicated staff for prior authorization & patient
assistance program applications
 Medication restrictions based on:
e Fibrosis stage
e Substance use

* Provider type
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N ew Yo r k State of Hepatitis C Medicaid Access: B Co

LIVER DAMAGE RESTRICTIONS

READ FULL STATE REPORT

https://stateofhepc.org/report/#findstate




Annals of Internal Medicine

ESTARLISHED IN 1927 BY THE AMERICAN COLLEGE OF PHYSICIANS

From: The Changing Burden of Hepatitis C Virus Infection in the United States:
Model-Based Predictions

Ann Intern Med. 2014;161(3):170-180. doi:10.7326/M14-0095

Validation Prediction
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Hepatitis C is common, deadly and curable

All baby boomers need one time screening for HCV
and those with chronic infection should be referred
to care

Barriers to specialty care are common for
underserved populations

Novel models of care, including treatment by PCPs,
address these barriers

We can achieve HCV elimination with a combination
of screening, linkage to care, and treatment
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Thank youl!

Questions?




