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Background INHSU2024

* Achieving HCV Elimination will require broad harm reduction coverage and higher
rates of screening, linkage, and treatment in people who inject drugs (PWID).
Despite current efforts, HCV incidence in this population continues to rise in many
locations.

* FHCSD has a well-developed clinic-based HCV treatment program
* Support from CDC, CDPH, Gilead FOCUS
* 11 primary care HCV treaters across 5 clinics
 Support from HCV navigators, Transplant Hepatologist, ID provider, Sonographer
* One Shear-Wave Elastography and two portable fibroscan mini devices available
* >2,500 individuals cured of HCV but large unmet need among unhoused CSEP clients

« Community trust from CSEP program since 2001: clean syringe exchange, Narcan
distribution, referrals to medical care, mental health, housing, other social services.
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Aim INHSU2024

* To determine the effectiveness of using a simplified HCV algorithm coupled
with integrated care for PWID, delivered in a mobile medical clinic, to increase
the number of patients who initiate treatment compared to a concurrent
control group receiving usual care
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Methods INHSU2024
* A pragmatic randomized comparative effectiveness trial

* N=200 HCV Ab+ (100 randomized to simplified MMU care, 100 usual care)

* Inclusion: 18 years or older; willing to undergo HCV treatment; and plan to
stay in the area for at least six months

* Exclusion: undetectable HCV RNA,; life expectancy of less than six months;
pregnant women; known clinical or laboratory characteristics indicating
decompensated cirrhosis; and known Hepatocellular carcinoma

* Setting: pop-up clean-syringe exchange program (CSEP) serving homeless
population in urban East Village neighborhood of San Diego

* Clinician’s choice for treatment decisions, follow-up schedule, labs

* Ancillary support team of case managers, harm reductionists, navigators
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Measures INHSU2024

* Primary outcome
1) HCV treatment initiation, defined as initiating treatment with a Direct-Acting
Antiviral (DAA) during 6 months of follow-up
* Secondary outcomes

1) HCV therapy completion, defined as completing a full treatment course of 8 or 12
weeks of DAA therapy within a period of 16 weeks after treatment initiation

2) SVR12rates, defined as an undetectable HCV RNA on or after the SVR12 time point
(at least 12 weeks following DAA completion)

3) Initiation rates for MAT for Opioid Use Disorder, defined as attendance of at least
one visit to an FHCSD clinic for treatment of Opioid Use Disorder during the first 3
months of follow-up
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Results — HCV Testing INHSU2024
HCV Ab (N = 426) HCV RNA (N = 150)
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Results - Patient Demographics
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Results — Patient Demographics (cont)

Ethnicity
Latino/Hispanic
Non-Latino/Hispanic

Employment Status
Employed
Unemployed/Student

10 (10.6%)
68 (72.3%)
16 (17.0%)

64 (68.1%)
7 (7.4%)
11 (11.7%)
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15 (31.3%)

7 (15.2%)
35 (76.1%)
4 (8.7%)

28 (60.9%)
4 (8.7%)
8 (17.4%)
6 (13.0%)

3 (6.5%)
23 (50.0%)
20 (43.5%)
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Results - MAT INHSU2024

* 19/201 patients (9.5%) initiated Buprenorphine-based Medication-
Assisted Treatment (MAT) within 3 months of first study visit

* 9 of these 19 (47%) maintained persistence on MAT, defined as at least
4 MAT refill visits within 6 months of initiating buprenorphine.
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Conclusions INHSU2024

* Deployment of a mobile medical unit (MMU) to a syringe exchange site
serving unhoused individuals and offering a suite of drug-user health services
may increase HCV treatment initiation.

* Significant challenges remain in achieving curative therapy in this unhoused
PWID population.

 Despite faster pathway towards prescription of DAA, persistence and completion of
therapy was low in both groups due loss to follow-up

* External factors (police sweeps, COVID-19 pandemic, nearby paid research studies not
offering treatment) and existing barriers (lab-based HCV RNA testing, 1-2 week delay to
start DAAs) persist and undermine elimination efforts

 Additional steps are urgently needed to more closely approximate a test and
treat model to improve treatment initiation and completion rates and achieve

elimination goals
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HCV Patients by Outcome
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Table 2: Analysis

Usual Care MMU

Characteristic N =48 N = 46
HCV Tx Initiated 23% (n=11) 35% (n =16)
HCV Tx Completed 15% (n=7) NM% (n=25)
SVR12 10% (n=5) 4.3% (n=2)
SVR24 6.3% (n=3) 4.3% (n=2)
Initiate MAT (within 3m) 13% (n=6) 1% (n=25)
Persistent MAT (within 6m) 6.3% (n=3) 65% (n=23)
# Encounters (within 6m}), median (25th, 75th) 3(1,6) 3 (2, 5)

"Two sample test for equality of proportions; Welch Two Sample t-test

“ €I = Confidence Interval

Difference’

-12%
3.7%
6.1%
1.9%

1.6%

-0.27%

0.30

95% CI'"”
-32%, 8.5%
-12%, 19%
-6.5%, 19%
-9.0%, 13%
-13%, 16%
-10%, 9.9%

-2.8,3.4

INHSU2024

p-"ul'all..IET
0.3
0.8
0.5
=0.9
=0.9
=0.9

0.9

Results for SYR12 and SVR24 may be inaccurate due to inadequate sample size for such small differences, though neither result
provides adequate evidence of a difference between groups, so the conclusion would be the same.

One patient (1189924) initiated treatment three times. They completed treatment the first two times and never achieved SVR12. This
patient was only counted once in the analysis, as having initiated and completed treatment, and completed SVR12 and SVR24 labs.
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