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NASTAD’s Prevention and Surveillance
Virtual Learning Collaborative

Leveraging the HIV response for
Hepatitis C: Envisioning Rapid Start
for Hepatitis C

June 12, 2024

4:00—5:00 PMET



Welcome! We're glad you can join us

* Today's session will be moderated by Thaddeus Pham, Hawaii DOH,
and presented by:
* Tim Horn, NASTAD
* Andy Dillehay, NE DHHS
* Rob McGoey, CO DPHE
* Chloe Manchester, ME CDC

* The format will be presentation followed by panel discussion/Q&A

* Feel free to use the chat to introduce yourself and ask questions!
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Components of the National Initiative
on Hepatitis C

Components of the National Initiative on Hepatitis C

1) Point-Of-Care (POC) diagnostic tests =
* Enable hepatitis C single-visit “test and treat” programs %@
* Obtain FDA approval of fingerstick test already in use in Australia and Europe ’ ;"‘"_"i«ﬂ”

* Longer term goal: HCV/HBV/HIV multiplex POC test

2) Provide broad access to curative hepatitis C medications
* National subscription “Netflix” model (successfully piloted in Louisiana)
*  Fixed sum for drug access negotiated by the US Government
*  Drugs then provided for free to Medicaid, uninsured, incarcerated, opioid
treatment programs, Native American reservations

3) Empower health care delivery = .
* Expand screening settings for high-risk populations, including prisons He °|mmumt,yes
*  Employ innovative telehealth methods, mobile units
*  Expand number of community health workers He;:f;;‘g:;“ﬂ‘;ies
* Re-energize vaccine research

VL‘ Source: Collins, MD, PhD - A National Initiative to Eliminate Hepatitis C in the United States, TAGHCV
Elimination among People Living with and at Risk of HIV: Challenges and Possibilities
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Opportunities for CDC and Health
Departments to Work together to
Advance Hepatitis C Elimination

O Prevention
’L@ * Develop a perinatal testing and prevention/treatment program
building from the Perinatal Hepatitis B Prevention Program

Outreach and Clinical Care

% & * Increase core hepatitis C funding to jurisdictions for expanding
testing, linkage, and treatment in high-impact settings

- |] Tracking and Response
\@I * Enhance outbreak detection and response in health departments

and corrections
* Enhance surveillance capacity and translation into dashboards to
monitor elimination progress

HeETAC. | VLC




Analytic and clinical trial studies of a CLIA-waived POC HCV RNA test
are underway.

CDC is working with the Independent Test Assessment Program (ITAP)

Mid-2023: ITAP identified 1 manufacturer to move through the ITAP process

Late 2023: Started independent laboratory testing, analytic studies, and clinical trial prep

Early 2024: Launched clinical trials

Summer 2024: Anticipated completion of analytic and clinical trial studies for FDA review

Source: Federal Register Meeting of the CDC/HRSA Advisory Committee on HIV, Viral Hepatitis and STD
Prevention and Treatment, April 2024
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Envisioning a Same Day Test and Treat Approach for Hepatitis C

POC HCV RNA testing opens the possibility of same-day test and treat.

Remaining Barriers T= =
* Lack of POC HBsAg diagnostics to rule out HCV/HBV co-infection @ O/Q
\\ /’_-

* Several POC HBsAg tests exist outside of the U.S. =
* FDA has signaled HBV downclassification to Class Il eminent One-Stop Shop

* Simplified guidelines still require lots of labs and visits
 The AASLD/IDSA Guidelines Group is working on same-day hepatitis C treatment
guidance

Source: Federal Register Meeting of the CDC/HRSA Advisory Committee on HIV, Viral Hepatitis and STD
Prevention and Treatment, April 2024
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Rapid HIV Treatment Initiation: Considerations
for Viral Hepatitis Programs

Tim Horn

Director, Medication Access
NASTAD
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HIV Rapid Start

* Evidence-based intervention whereby antiretroviral therapy (ART) is
initiated on the day of HIV diagnosis — or as soon as possible —in
association with an individual’s readiness to begin HIV treatment

* Also applies to rapid (re-)initiation of ART in association with relinkage
to care

* HIV systems of testing, linkage, application and enrollment in relevant
programs, and treatment initiation all must be tailored to be low
barrier

1.  Pilcher, et al. J Acquir Immune Defic Syndr. 2017 Jan1;74(1):44-51. Ford, et al. AIDS. 2018 Jan 2;32(1):17-23.

2.  Colasanti, et al. Open Forum Infect Dis. 2018 Jun 28;5(6):0fy104.
VL( 3.  Bacon, et al. Clin Infect Dis. 2021 Jul 1;73(1):e122-e128.
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Rationale

* Inclinic-based studies in U.S. and RCTs in resource-limited settings,
immediate ART initiation has been shown to reduce time to care
linkage and VL suppression

* Improvements in LT care engagement and VL suppression is not
yet known

* Rapid ART initiation may bring earlier benefits in personal health, and
earlier reductions in the risk of onward transmission of HIV (U=U)

* For persons with acute infection, immediate ART may limit the HIV
viral reservoir

* Initiating ART on first clinic visit after diagnosis has become standard
of care in a number of clinics and jurisdictions
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HHS HIV Treatment Guidelines HRSA HAB PCN 21-02

“the Panel ... recommends initiating Recipients encouraged to “...develop
ART immediately (or as soon as protocols to facilitate the rapid
possible) after HIV diagnosis in delivery of RWHAP services, including
order to increase the uptake of ART the provision of antiretrovirals for
and linkage to care, decrease the those newly diagnosed or re-engaged
time to viral suppression for in care.”

individual patients, and improve the
rate of virologic suppression among
persons with HIV.”

1.  Panel on Antiretroviral Guidelines for Adults and Adolescents. Guidelines for the Use of Antiretroviral Agents in

° Adults and Adolescents with HIV. Department of Health and Human Services.
% I A< ° VL( 2. HRSA HAB. Determining Client Eligibility & Payor of Last Resort in the Ryan White HIV/AIDS Program. Policy
Clarification Notice 21-02. 10



Components of HIV Rapid Start

Step 1: HIV testing

Step 2: Linkage from testing program to care and treatment

Step 3: Education/counseling on ART

Step 4: Accelerated access to medical visit

Step 5: Early access to ART

Step 6: Assessment for and linkage to programs and assistance,
including public and private insurance, RWHAP services (including
ADAP) and other supportive services
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NASTAD

SYSTEMS, PARTNERSHIPS,
AND FINANCING STRATEGIES TO

Build and Expand
Rapid Start

OCTOBER 2023

VLC

https://nastad.org/sites/default/files/2023-10/PDF SCP Rapid ART.pdf
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https://nastad.org/sites/default/files/2023-10/PDF_SCP_Rapid_ART.pdf

Funding Source

and non-EHE)
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RWHAP Parts A, B, C, D
(non-EHE; non-ADAP)

RWHAP ADAP (non-EHE)

RWHAP Part A (EHE)
RWHAP Part B/ADAP (EHE)

CDC HIV prevention (EHE

VLC

HIV Rapid Start Funding Sources
Allowable Services
RWHAP service categories: Early intervention
services (EIS), medical and non-medical case
management, outpatient/ambulatory health
services (OAHS), adherence counseling, health
insurance premium and cost-sharing assistance
(HIP-CS)
Full-pay medication for uninsured clients;
insurance assistance for insured clients; “ADAP
flex” can be used for medication adherence and
monitoring services
Initiative Services and RWHAP service categories
above
Initiative Services and RWHAP service categories
above
HIV testing and counseling and linkage to care

Eligibility
HIV diagnosis, low-income, residency

HIV diagnosis, low-income, residency

HIV diagnosis
HIV diagnosis

No eligibility screening beyond service
need
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Funding Source Allowable Services

340B rebates (ADAP) Rebates generated by federal RWHAP funds
must be invested back into the same program
with identical service categories/restrictions

340B program income Allowable services depend on if the program
income is generated from RWHAP funds. Non-
RWHAP 340B entities may have more
flexibility to use program income more
broadly across programs.

State/local funding Allowable services depend on funder
Manufacturer assistance  ART approved for Rapid Start
programs

ART samples Limited number of ART medications

VLC
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HIV Rapid Start Funding Sources — Continued

Eligibility

If ADAP rebates are generated by federal
RWHAP funds, RWHAP eligibility
requirements apply

While program income generated from
RWHAP funding must be invested back into
the program, following the same eligibility
rules, program income generated from
other funding streams may have more
flexibility, including to expand eligibility
criteria beyond RWHAP

Eligibility requirements depends on funder
Income criteria

No eligibility for patients, but some

providers may prohibit acquiring and/or
dispensing samples
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Scope
Funding

Eligibility/
Application Process

Medication
procurement

Goal for time to ART
Provider network

Transition from
Rapid Start
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Las Vegas (RWHAP Part A Transitional Grant Area)

RWHAP Part A EHE funding is being used to fund EIS, OAHS, HIP-CS and Medical
Transportation for Rapid Start. HRSA EHE funding for mental health and psychosocial
services for newly diagnosed individuals. EHE funding also being used to support a Rapid
Start Response Team charged with fielding calls from testing sites, providers, and
pharmacies supporting linkage efforts; and linking newly diagnosed individuals from
testing sites to clinical care and other supportive services. Agencies doing Rapid Start
typically use a blend of funding that may also include 340B program income.

The program operates on an assumption that some clients are not ready to go through
RWHAP application upon initiating care and treatment, and the EHE Rapid Start program
allows those clients to initiate treatment before completing a full application and eligibility
determination. The Rapid Start program uses a two-page truncated application.

RWHAP Part A EHE funding is not being used to cover medication costs. Each clinic is
procuring Rapid Start medication via samples, PAPs, or 340B discount.

Same day or within 7 calendar days of diagnosis

RWHAP Part A subrecipients and expanding to other providers serving underserved
populations in the area. The Rapid Start Response Team is charged with building Rapid
Start provider capacity and expanding the Rapid Start provider network.

The program focuses on transitioning clients to sustainable coverage options within 90
days, using a trauma-informed approach to client readiness.
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Scope
Funding

Eligibility/
Application Process

Medication
procurement

Goal for time to ART
Provider network

Transition from
Rapid Start
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Louisiana Statewide

The ADAP Rapid Start program provides a limited and relatively small safety net payer
source for medication and complements other clinic and/or RWHAP Part A supported
Rapid Start activities in the state. ADAP uses unrestricted program income dollars
generated from the state’s PrEP program for individuals discovered to be ineligible after
dispensation of medicines, and Medicaid back-billing for the subset that is Medicaid
eligible.

The ADAP uses a streamlined rapid eligibility application with expedited review and
approval (the aim is for four hours). The form relies on self-attestation of income and
residency.

RWHAP Part B/ADAP is funding medication access and the state’s PBM flags all Rapid Start
claims so that if manual reassignment is necessary, they may be to be paid with non-
federal funding. Clients are then required to use ADAP’s pharmacy network for access or
mail order or pick-up via the central pharmacy.

Seven days for rural areas, much less for urban centers.

The provider network mirrors the existing RWHAP network. The state hopes to expand

the model to rural areas using a network of parish health units with telemedicine capacity.

The Rapid Start expedited application provides 30 days of eligibility as RWHAP providers
work to link clients to sustainable coverage options.
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Rapid Start Opportunities and
Challenges

Confirmatory diagnostic testing required

Hepatitis B infection marker testing required NO YES
Inclusion in evidence-based practice guidelines YES NO
Inclusion in WH/HHS national strategies YES Proposed
Federal funds can be used to purchase medications HRSA: YES CDC: NO
Manufacturer ART/DAA samples YES NO
Rapid start regimen selection considerations YES NO*
Rapid PAP enrollment YES ?

*Patients with compensated cirrhosis and HCV GT3 require baseline NS5A RAS testing if selecting sofosbuvir/velpatasvir
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ThankYou!

* thorn@NASTAD.org
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What program
iInfrastructure can be leveraged
for HCV rapid start?

* Consider providers, linkage to care, patient
navigation, etc.
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What components from your
HIV program can be leveraged?

* Consider staffing, partnerships, contracts...
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How can challenges for HCV
rapid start be addressed?

* Consider federal partners, health department
leadership and community partners...
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What opportunities and
challenges could come with an
HCV RNA POC test?

* Consider CMS CLIA Certification requirements...
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What are some key settings to
prioritize for HCV rapid start?

* Consider ease of implementation, highest impact...
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*What are opportunities and
considerations related to
hepatitis B?

* Consider vaccines, testing, and co-infection...
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Discussion/Q&A with audience

Feel free to raise your hand or pop your questions
into the chat
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VLCYear 3 Feedback Survey

* Anonymous survey about your
experiences in the VLC since
September 2023

* Can enter a raffle for one of two
$50 Visa gift cards at the end of
the survey

* We truly appreciate your time and
valuable feedback!

https://survey.alchemer.com/s3/78264

82/VLC-Year-3-Feedback-Survey
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