Public Health Nursing Webinar:
Hepatitis C

Dia J Obonyo, DrPH
Viral Hepatitis Program Lead

August 15, 2024
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Learn about:

@ the hepatitis C virus and rates in Kentucky
@ risk factors and testing recommendations
© testing options and path to diagnosis

© what to do after diagnosing an individual
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Hepatitis C

e Liver infection caused by the
hepatitis C virus (HCV)

Normal Liver

Chronic Hepatitis

e Spread through contact with
blood from an infected i e

person 55-85%

e 7
* Most common bloodborne
infection; causes more e

Cirrhosis

s

HCC & ESLD

e
Lo

20-30%

HCC: 1-4% per year
deaths than any other ESLD: 2-5% per year

infectious disease in the US

Natural History Following Initial Infection with HCV

* Most people become _ , ,
ESLD: end-stage liver disease; HCC: hepatocellular carcinoma

infected by sharing needles
or other equipment used to

. , QL0 _ .
prepare and inject drugs Approximately 55-85% will develop chronic infection

https://www.cdc.gov/hepatitis/hcv/index.htm;
Jorzar{/etal.zozog /hep /hev/ https://www.hepatitis.va.gov/hcv/background/natural-history.asp
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Rates of Acute Hepatitis C per 100,000
Kentucky and United States, 2015-2022

2015 2016 2017 2018 2019 2020 2021 2022

s K cntucky United States
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Acute Hepatitis C Rates by Appalachian Designation, Kentucky,
2012 - 2022

2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022*

—Appalachian Rate Nonappalachian Rate Kentucky Rate

Kentucky Department for Public Health, Viral Hepatitis Program
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Hepatitis C Cure

© Highly-effective, well
tolerated oral medications

@ 8-12 week treatment

@ Cure rate: >95%

© However, few are linked to
care

@ High cost

Too Few People Treated for Hepatitis C | VitalSigns | CDC
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https://www.cdc.gov/vitalsigns/hepc-treatment/index.html#:%7E:text=Hepatitis%20C%20is%20curable%20in,acting%20antiviral%20(DAA)%20medication.

Cost-Effectiveness

Treatment for HCV saves patients PBSO
money despite high up-front costs
Projected reduction in HCV-related medical costs, per patient
Total costs vs. Savings over 10 years
2821

Non-Cirrhotic

Disease (NCD) $12,739

Compensated . X
Cirrhosis cC)  $ 13,354 ($23,201)

End-Stage Liver
Disease (ESLD)

d U.S. national
eduction to medic

Hepatitis C is ‘not something you wish on anybody.’| PBS News

$250,000

200,000

$150,000

$100,000

$50,000

Not Treating HCV is Costly

$205,760

$19,051

Cost to Cure™ Avg Cost wi/o Cure *®

Fact Sheet MAY 2021 (aidsinstitute.net)
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https://aidsinstitute.net/documents/Fact-Sheet---Treating-Hepatitis-C-Saves-Lives-and-Money.pdf
https://www.pbs.org/newshour/health/biden-wants-to-cure-hepatitis-c-by-2030-these-barriers-have-been-standing-in-the-way

Importance of Testing

Treatment & cure cannot happen without testing and diagnosis

» Around half of people with HCV do not know they have it
» 75-85% of people with HCV don’t have symptoms

Clinical Screening and Diagnosis for Hepatitis C | Hepatitis C | CDC
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https://www.cdc.gov/hepatitis-c/hcp/diagnosis-testing/index.html

CDC Testing Recommendations

* Old recommendations centered on baby boomers
» After decades of decline in acute hepatitis C incidence, rates began increasing in 2010.

* National surveillance data in 2010s showed new populations; Same for Kentucky

HCV-nfected Population by Age Group — Kentucky, 2018 ‘ | o
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BurdenFinalReportCDAF.pdf (ky.gov)
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https://www.chfs.ky.gov/agencies/dph/dehp/idb/Documents/BurdenFinalReportCDAF.pdf

CDC Testing Recommendations

e 2020: Universal testing for WHO SHOULD GET TESTED FOR HEPATITIS C7

everyone 18 vears and older (at -
Y Y ( EVERY ADULT EVERY PREGNANT EVERYONE WITH

WOMAN

=

least once), all pregnant RISK FACTORS

individuals during every
pregnancy, plus regular testing for
those with ongoing risk

SOURCES: CDC Recommendations for Hepatitis C Screening, MMWR, April 2020
CDC Vital Signs, April 2020

Ang,person who requests hepatitis C testing should receive it, regardless
of disclosure of risk, because many persons might be reluctant to
disclose stigmatizing risks

Testing for Hepatitis C | Hepatitis C | CDC
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https://www.cdc.gov/hepatitis-c/testing/index.html

New Perinatal Testing Guidance

November 2023:

Perinatal
Earlier testing hepatitis C is

recommended due to increasing
‘loss to follow-up’

* Prior guidance:
18 months

* New guidance:
2-6 months

CDC recommends:

SCREENING patients for hepatitis C during each pregnancy

TESTING all babies exposed during pregnancy with an HCV RNA at age 2-6 months
MAMAGING infants with an HCV RNA+ test result alongside a provider with pediatric

hepatitis C expertise m

bit.ly/rr72041a1
Nowvember 1, J003

CDC Recommendations for Hepatitis C Testing Among Perinatally Exposed Infants and Children — United States, 2023 | MMWR
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https://www.cdc.gov/mmwr/volumes/72/rr/rr7204a1.htm

Laboratory Markers of HCV

HCV Antibodies

Symptoms +/-

HCV RNA

ALT

Concentration

Normal

F i
| | | 1 | I 75 1 | | |
0 2 4 6 1 2 3 4
Months Years

Time After Exposure

Figure 2 - Laboratory Markers with Acute HCV Infection
Naote the temporal appearance of laboratory markers typically observed with acute hepatitis C infection: HCV RNA levels first

become detectable, followed by increases in ALT levels, and then detectable HCV antibody.

- Disease Control and Prevention (CDC).
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Heahh and Human Services

Recommended Testing Sequence for Identifying | —

Current Hepatitis C Virus (HCV) Infection

HCv
=3 antibody
L 4§
Mot Detected Detected
v
No HCV antibody detected [ No current HCV infection ] [ Current HCV infection J
v '
[ Additional testing as appropriateT ] Link o care

* For persons who might have been exposed to HCV within the past & months, 1esting for HCV RNA or Tollow-up testing for HOV antibody is recommended. For persons wha are
immunocompromised, testing for HCV ANA can be considerned.

' To differentiate past, resobsed HCV infection from biologic false positivity for HCV antlbody, testing with another HCV antibody assay can be considered. Repeat HCV RNA testing il the person lesied
i suspectad bo have had HCY exposure within the past & months or has clinical evidence of HCV diseass, or if there s concern regarding the handling or storage of the lest spacimen.

Sowrce: COC. Testng for HCY infaction: An update of guidance fior clinicians and laborsfonans. MWIVR 201.362(18)

Clinical Screening and Diagnosis for Hepatitis C | Hepatitis C | CDC
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https://www.cdc.gov/hepatitis-c/hcp/diagnosis-testing/index.html

Rapid Tests

@ Detect HCV antibodies
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Laboratory and Confirmatory Tests

Clinicians should use an FDA-approved HCV antibody test followed by a NAT for
HCV RNA test when antibody is positive/reactive. Tests include:

HCV antibody test (anti-HCV) (e.g., enzyme immunoassay [EIA]).

Nucleic acid test (NAT) to detect presence of HCV RNA (qualitative RNA test).
NAT to detect levels of HCV RNA (quantitative RNA test).

A reactive HCV antibody test result indicates a history of past or current HCV
infection. A detectable HCV RNA test result indicates current infection.

NAT for detection of HCV RNA should be used among people with suspected HCV
exposure within the past 6 months.

Clinical Screening and Diagnosis for Hepatitis C | Hepatitis C | CDC
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https://www.cdc.gov/hepatitis-c/hcp/diagnosis-testing/index.html

Potentially available soon...

Point of Care (POC)
Confirmatory Testing FDA NEWS RELEASE

FDA Permits Marketing of First Point-of-Care Hepatitis C RNA Test

éce?..’lf:‘i‘?; Test Enables Single-Visit Testing and Treatment for Hepatitis C

\ g':';l‘::i_";in_‘:""."ﬁ L
For Immediate Release:
June 27, 2024

Today, the U.S. Food and Drug Administration granted marketing authorization to Cepheid for the Xpert HCV test and
GeneXpert Xpress System, the first hepatitis C virus (HCV) test that can be used to bring diagnosis to appropriately certified
point-of-care settings for individuals at risk for hepatitis C. The test may be performed in setlings operating under a CLIA
(Clinical Laboratory Improvement Amendments) Certificate of Waiver, such as certain substance use disorder treatment
facilities, correctional facilities, syringe service programs, doctor’s offices, emergency departments and urgent care clinics.

Rather than requiring a sample to be sent to a central lab for testing, the test detects HCV RNA and delivers results in about
an hour using a blood sample from the fingertip.

FDA Permits Marketing of First Point-of-Care Hepatitis C RNA Test | FDA
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https://www.fda.gov/news-events/press-announcements/fda-permits-marketing-first-point-care-hepatitis-c-rna-test

What to do after diagnosing...

© Educate
@ Treat/Refer to treatment
© Report

Kentucky Department for Public Health 17




Patient Education

" Transmission & Risk factors
= Where did this come from? How to avoid giving it to others..
= (Can survive on dry surfaces and equipment for up to 6 weeks
"= Treatment- it’s curable! (don’t assume everyone knows this now)
" Long-term consequences of not treating
= Re-infection risk and prevention: important!!
= Re-treatment restrictions
= Harm reduction

Viral Hepatitis Surveillance and Case Management - Hepatitis C | CDC
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https://www.cdc.gov/hepatitis/statistics/surveillanceguidance/HepatitisC.htm

Treatment

= Minimal Medicaid restrictions
= Simplified treatment and minimal monitoring for many patients

= Who can treat? Any provider!

= |n fact, some studies show better cures
rates for APPs rather than MDs and 89% 87%
specialists

" Encourage local providers to get
trained, especially primary care and
safety net providers (FQHCs)

SVR Rates Among Provider Types

84%

Response Rate (%)

fod
o
1

D -
NPs PCPs Specialists

Kattakuzhy. Ann Intern Med. 2017;167:311 Clinicalcareoptions.com
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Provider Resources

Kentucky Hepatitis Academic Mentorship Program

https://kyrha.org/khamp

Goal: Increase the number of people with hepatitis C infection linked to care

and CURED in high-risk, low resource settings

H E P c: Free training and mentoring program
for healthcare providers:

KN ow Education on Hepatitis C Virus,
epidemiology, diagnosis,
M o R E management, treatment, prevention
and after cure planning

’ s e
Kentucky’s Training Program Kentucky Rural Health Association - KHAMP (kyrha.org)
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https://kyrha.org/KHAMP/

CDC Hepatitis C Treatment Finder

Hepatitis C can be cured.

Enter your zip code below to find a hepatitis C treatment
provider.

Search within 25+ miles of

Your ability to receive treatment for hepatitis C may depend on where you live and what insurance you have.

Please contact organizations directly for information on services and costs.

(4=] NPN

Treatment of Hepatitis C | Hepatitis C | CDC

https://www.cdc.gov/hepatitis-c/treatment/index.html

Kentucky Department for Public Health
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https://www.cdc.gov/hepatitis-c/treatment/index.html
https://www.cdc.gov/hepatitis-c/treatment/index.html

Reporting Requirements

902 KAR 2:020
Acute cases
Perinatal: Newborns & children <5 years old**

People who are confirmed to be pregnant
Chronic or acute cases

**changing to align with CDC definition (36 months of age)

Title 902 Chapter 2 Regulation 020 ¢ Kentucky Administrative Regulations e Legislative Research Commission
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https://apps.legislature.ky.gov/law/kar/titles/902/002/020/

Transition to Electronic Reporting

* Instead of paper or PDF (EPID) forms for reporting: shift to online
reporting (Direct Data Entry (DDE) - KHIE)

e Part of Data Modernization Initiative

 Thisis to increase efficiency, minimize time and effort needed by
multiple parties for manual data entry, and decrease errors made
during data entry.

* Transition is happening for many reportable diseases. If you
haven’t seen it yet, you will soon.

 EPID forms are not obsolete, and there is currently no timeline
and when and if they will be.
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https://khie.ky.gov/Public-Health/Pages/Direct-Lab.aspx

Transition to Electronic Reporting

Kentueky Reportable Disease Form
Department for Public Health

° ° Division of Epidemiology and Health Planning g
5 275 East Main Si., Mailstop HS2E-A L e
e a I I S l l ‘ u e Frankfort, KY 40621-0001
) ) EPID 200 - 272021 Disease Name
Fax or Mail the Completed Form to the Local Health Department

© Currently paper or PDF Form: EPID 200 —

Phone Mumber Ethnic Origin Race
[(Hisp. (Mon-Hisp. W [JB Clasian [CINHPT [CJAm. Ind Alaska Native [JOther

. . ex Assigned at Bt | Current Gender Identity: [IMale [Female T ransgender Male-to-Female CTransgender Female-to-Male
© NEW: DDE (Direct Data Entry) Form via KHIE S A it o
. ) ) o

Diisease/Organism Date of Onset Date of Diagnosis

List SymptomsiComments ighesi Tempersiure

Days of Diarrhes

Hospitalized? Admissicn Date Discharge Date Died? Date of Death
[ ¥Yes CNe Cves [N Clunk
Hospital Name: Is Patient Pregnant? [ [Yes | No  If yes, Due Date (EDC):
R choolDaycare Afiendes” | Jves [ JNo Outbreak Associated? | Jves [No Food Handler? Clves [Ne
School/Dayeare Worker? [J¥es [JNo Healthcare Worker? [J¥es [No
. Marne of School Daycanc: Employer Name:
Person or Agency Completing Form Attending Physician
Marme: Agency: Mame:
L] L] L] L]
DDE if facility d not ntl t
If your tacility does not currently use it.

Wame or Type of Test Results

See website for more information: Direct Data
Entry (DDE) - KHIE

Discase: Resistance:

(I L lGonorthea Ogibahalmic O
[lSyphilis [ s IChlamydia | PD Acute Salpingitis | |

|_ccagenital |_IChancroid

Laboratory Name | Type of Test Results Treatment Date Medication Daose

If syphilis, was previous treatment given for this infection? |:| Yes D No

If yes, give approximate date and place:
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Transition to Electronic Reporting

EPID 394 Risvtiod Dacombar H003

Kentucky Reportable Disease Form
Department for Public Health, Division of Epidemislogy and Health Flanming
175 East Main St, Mailstop HSZE-A

Reporting pregnant women and infants born to
HCV p O Sitive Women Mepet akeom i Fgaan Womsenar Chib (g v yeseso o

@ Currently paper or PDF Form: EPID 394

© NEW: DDE (Direct Data Entry) Form via KHIE
Positive Pregnant Female =

Dt Fgpuret Suthes

REmy’ Child: Las

Adileess City

R

InfamlChild Mol Rocoed 8 Ethme Orgin - it Musther's Curren Legal Lt Name: Farst ML

Hop  NomHig

Pestum®
daie o delivery

Cursent Leggal Last Marsee

Viiral Lesad

Perinatal Hepatitis C (child) m e s

Pos  Meg  Uskmiun
Poi Moy Linkmown
Fui  Neg Unlo

Email KHIEsupport@ky.gov to be onboarded for = =t

Muother: Hepaititis Risk Faclor:

DDE if your facility does not currently use it.

Child: Hepatiin Risk

Talliss Yes Mo Unkaown

No  Unkrosn Intrimasal Driig Use
HIV Forcgn Buoen? Countey

Ko Unkrown
g Unitnewn  HOV Comlsel Exposgre Yoo Mo Unknown

See website for more information: Direct Data e o

He

Entry (DDE) - KHIE

= HICW AN ComBerrmtion is e
weell chald visal

nfa s o B ersstbees with BOW infeetion. KY DPH recommends OV BN A Confinmation s 2 suomth or 4 monih
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https://khie.ky.gov/Public-Health/Pages/Direct-Lab.aspx

Case Definitions

© Acute Hepatitis C
>36 months of age, not exposed perinatally
Positive Nucleic Acid Test (NAT) for HCV RNA
Reportable in Kentucky & CDC.

@ Chronic Hepatitis C
2 positive RNA or genotype labs >365 days apart with no negative in between.
Patient considered ‘chronic’ in the year in which their second test takes place.
To be considered ‘cleared/cured’, negative result must take place 12 weeks after second positive.
Not reportable in Kentucky.

@ Perinatal Hepatitis C
Infant/ Child exposed during the perinatal period or at birth.
Confirmatory Positive Nucleic Acid Test (NAT) for HCV RNA
Reportable in Kentucky & CDC.
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Thank You!!

@ Program Staff:
Program Lead: Dia Obonyo dia.obonyo@Kky.gov
Epidemiologist Ill: Claire Holladay claire.holladay@ky.gov
Epidemiologist Il: Christina D’Agostino christina.dagostino@ky.gov
Perinatal Coordinator/Epidemiologist: Jordan Murphy Jordan.murphy@ky.gov

@ Program Email: VHP@Kky.gov

@ Program Website:
https://www.chfs.ky.gov/agencies/dph/dehp/idb/Pages/vhp.aspx
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