RAPID HEPATITIS C TREATMENT ACCESS
WITH PEER SUPPORT AT OPIOID
TREATMENT PROGRAMS IN NORTH
AMERICA: A MULTICENTER, TYPE 1 HYBRID
EFFECTIVENESS IMPLEMENTATION
RANDOMIZED CONTROL TRIAL

Falade-Nwulia O, Price J2, Feld J3 Franco R*, Ellen E4, Barnaba B!, Brown D',
Hussain ST, Wren C1, Karimi-Sari H', Annice Brown1,Hirose K2, Cavacuiti C?,
O’rear S#%, Capraru C3, Tobin K®, Schwartz S°, Sulkowski M’

1Johns Hopkins University School of Medicine, Baltimore, MD 2 School of Medicine, University of California
San Francisco, California 3 Toronto Centre for Liver Disease, University Health Network, University of Toronto
4 Division of Infectious Diseases, University of Alabama at Birmingham, Birmingham, Alabama, ® True North
Medical Toronto, Johns Hopkins University School of Public Health, Baltimore, MD

1
LY

EEEEEEE

OOOOOOOOOOOOOOOO



Disclosures

* This work is supported by funding from AbbVie Inc

1
LY

EEEEEEE

OOOOOOOOOOOOOOOO




Background

* Treatment and cure of hepatitis C virus (HCV) infection prevents

HCYV related morbidity and mortality and prevents transmission to
others

« HCV treatment uptake among people who use drugs (PWUD), the
core of the HCV epidemic remains low due to multilevel

iInterrelated barriers including a disconnect between where PWUD
access services and where HCV treatment is provided
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Opioid treatment Programs (OTPs)

 OTPs in North America are government-regulated and provide
outpatient evaluation and treatment for opioid use disorder (OUD)

 HCV treatment integration into OTP settings has potential to
iIncrease HCV treatment uptake among PWUD

* The optimal approach to HCV care among PWUD enrolled in
North American OTPs is unknown
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RAPID HCV study

* Open label, phase |V trial * |Implementation outcomes
« Hvbrid tvpe 1 effectiveness- — Qualitative in-depth interviews
mf'plemeyr?tation oo with OTP leadership, OTP staff,
. RAPID HCV peers, RAPID HCV
controlled design and SOC arm participants
— HCV treatment with
glecaprevir/pibrentasvir at « Sites
OTPs with peer support versus — Baltimore, MD, USA
standard of care offsite referral — Birmingham, AL, USA
for specialist care — San Francisco, CA, USA O
35 OTPs across 4 cities — Toronto, Canada
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Methods

* |nclusion criteria
— Age 18-70
— HCV antibody
positive/detectable HCV RNA

— Direct acting antiviral HCV
treatment naive

— Non-pregnant

— If living with HIV, on stable
ART or CD4 count >500
cells/mm?
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« Exclusion Criteria
— Pregnancy

— Decompensated liver disease
 Platelet count <150,000/mm?3

— History of hepatocellular cancer

— Unable or unwilling to
discontinue or switch
medications contraindicated
with glecaprevir/pibrentasvir

« E.g HMG-CoA
reductase inhibitors

9,




Methods: Intervention Groups
Onsite treatment with peer support

Immediate linkage to trained peer (OTP client with lived experience of HCV) for HCV treatment initiation

and adherence support
Onsite HCV treatment at OTP provided by designated OTP staff member

Access to study drug (glecaprevir/pibrentasvir)

Offsite specialist referral

Standard of care linkage to local specialist center for HCV treatment
Access to study drug (glecaprevir/pibrentasvir) O
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Onsite-HCV treatment

Pregnant or BHcG positive

HEV viremia

e OTP clinician evaluation and treatment of e e € e e

Was HCV RNA detected?

H CV HCV Treatment Determina;ion Tool

» Provision of tools to support confidence in
assessment and prescription — e

Medication reconciliation completed? @
* must provide value

— Provider HCV treatment determination o

tool completed?
t00| Please review:

https://www.hep-

— 1 page AASLD/IDSA simplified treatment druginteracions s
a Igo rit h m Education on adherence and re-infection @

» Access to technical assistance from ®
specialist at academic center | |

» Peer support to patients to facilitate HCV ——
treatment linkage and engagement

1 - .
Iy HCV treatment determination tool
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Peer Mentor Training

« Standardized training with 6 modules

— Recorded videos
e Didactic

First check-in Pre-initiation 8 weeks taking Post-treatment
* Role plays = = ::, adl o fud

— Site research staff supervision — revenorso

Check-in Schedule

. * Introductions * Reminding mentee about + Identifying strategies to + Reminding
° 1 1 * Setup weekly picking up the medication remember to take medication  mentee about
ReVIeW Of Weekly taSk com pletlon - check-in * Reminding mentee about + Reminding mentee about clinic visits.
schedule harm reduction practices to harm reduction practices to
H HPa avoid re-infection. id re-i i
* Trouble shoot issues arising avoid evinfection.

* Reinforce training

Q

— Intervention fidelity assessment

1
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Methods: Study Design

Clinical Visits

12 weeks 8 weeks 12 weeks
| 1 f 1 | 1
Day 1 Week 4 Week 8 Week 20
RAPID HCV : inical Visi : inical Visi | ,
OTP clinical Visit (c():-:;':,s::/i:x::) End of\';:'seizt-)tment SVR — 12 Visit

arm (Clinician/Nurse)

HCV * Informed Consent

. L, & ° Blood Draw
Reactive » Randomization

ini isi Clinical Visit End of Treatment
SOC arm — Clinical Visit — — Vistt — SVR - 12 Visit

(Clinician/Nurse) (Clinician/Nurse)

Research Visits

Informed Blood Randomization End of Post-Treatment Post-Treatment Post-Treatment
consent draw Treatment Week 12 Week 24 Week 36
1
P 4
L))
J M E DI C 1 N E

SCHOOL OF MEDICINE



Study Flow

Randomized
N=182

'

Enrolled
N=124

L ]

Not enrolled (N = 58)

.~ = Undetectable HCV RNA (38)
" = Platelets < 150,000 /mm? (14)

* Unable to provide blood (6)

Excluded from analysis (M = 2)
Randomization error

|

Intervention
N =66
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Table 1: Participants’ sociodemographic characteristics

Res u Its Characteristic, n (%) RI?ZIBGI;)C ¥ m
0.36

Biological sex

Male 73 (60%) 37 (56%) 36 (64%)
Female 49 (40%) 29 (44%) 20 (36%)

Age, years, median (IQR) 49 (38-58) 50(38-60) 46(36-57) 0.63
Race 0.67
Black 45 (37%) 25 (38%) 20 (36%)

White 71 (58%) 37 (56%) 34 (61%)

Other 6 (5%) 4 (8%) 2 (4%)
High school or higher education 71 (58%) 41(62%) 30 (54%) 0.37
Time since HCV diagnosis, years, median (IQR) 10 (3-17) 6(3-17) 10(3-16) 0.69
Homeless 38 (31%) 21 (32%) 17 (30%) 0.65
Food Insecure 76 (62%) 41 (62%) 35(63%) 0.97
Type of MOUD receiving

Suboxone/Subutex (Buprenorphine) 6 (5%) 3 (5%) 3 (5%) 0.84

Methadone 94 (77%) 52 (79%) 42 (75%) 0.52

Other 6 (5%) 3 (5%) 3 (5%) 0.82
Depression symptoms (PHQ 8 > 10) 55 (45%) 29 (44%) 26 (46%) 0.78
Anxiety symptoms (GAD 7 > 10) 50 (41%) 24 (36%) 26 (46%) 0.26
Urine drug screen detection

Amphetamine/Ecstasy 19 (16%) 10 (15%) 9 (16%) 0.28

Cocaine Metabolite 55 (45%) 28 (42%) 27 (48%)  0.50

'%‘ Benzodiazepine 15 (12%) 11 (17%) 4 (7%) 0.20
Fentanyl 63 (52%) 36 (55%) 27 (48%) 0.85
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Outcomes: HCV treatment initiation and Time to
treatment initiation

P<0.001
100

90

Time to HCV treatment initiation

80

70
60

Time to HCV Median

50

treatment [IQR]
initiation days

40

Proportion of participants

30

21 RAPID HCV 19 [11-34]

- 50C 50 [32-57] <0.001

RAPID HCV SOC

M Initiated HCV treatment
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Outcomes: SVR among randomized, treatment
initiation and SVR evaluation groups

B RAPID HCV l SOC P> 0.05
* Evaluation for SVR
P <0.001 unavailable
— « RAPID HCV (8/59)

61

-5 LTFU
-2 Poor venous access
-1 SVR pending
« SOCarm (3/12)
-2 LTFU
-1 SVR pending

Proportion of Participants with SVR

Q
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Appropriateness of on-site HCV treatment with
peer support

* “I was already here... because |

come here to get my methadone » :

| thought it (peer support) was
2 stuff as We{l cvery d ay. SO_SO.I wonderful because she had already
thougit itwas just easier just aoing been through it, she knew exactly what

It hpre andttlvhey t’;?d th; P ;ot_zram ht ...what | was going through. She was
going on at that time. 5o, f thoug able to answer all of my questions and it

it was just convenient. It was ’ :
perfect timing” (IDI 25 OTP client) was great.” (IDI 28, OTP client)

“I think it’s, like, absolutely preferable...that "..it made this process a lot
should be the standard of care...way more easier for both me as a
patients get connected to care, way more counselor and the patient. |
patients get treated, and also it just leads to feel ongoing regular Hep C
less fragmented care...it doesn't make sense care should be a part of our
to have patients travelling all over the city for program, that’s my 2 cents on
different things, when it can all be done in one that." (IDI 15, OTP counselor)

i: place."” (IDI 14, OTP Operations director)
)Y
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Acceptability of peer support

“it made a big difference. It’s not just some

little thing it’s definitely like noteworthy. And “| wasn’t a huge fan of the peer reach out
it’s stuff like .. literally just like a single text My peer guy was fabulous, | loved him he
exchange could settle some uneasiness in me was a great guy, but it st a;‘t ed to seem
..getting that reassurance coming from a very redunda nt, about halfway through
place where I feel it’s genuine and not just like because | didn’t have any side effects
some text b 2L response AT C./? ange my they didn’t have anything to report. | was
energy mglde and it give me the ability to taking my medicine on time. | didn’t have
progress instead of stagnating.” (IDI 09, OTP any issues” (IDI 12, OTP client)

client) ’

“the peer mentor | think was a really, really good strategy... as much as we tried to make it
as destigmatized as possible there is still like a hierarchical like setup there where it’s like
the doctor talking to a patient the nurse talking to a patient. But we aren’t folks who
actually had Hepatitis C...| feel like they’re not able to open up as easy to us but with the
peer mentor, someone who has been through it, you know like knows how it actually feels,
) side effects, | think that was a huge help we saw...I think all of our patients — most of our
Y patients said it was — it helped them a lot. (IDI 12, program manager/clinician)
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Feasibility and Sustainability

““I mean the tools that are part of the Hep C intervention are the treatment determination tool,
the liverpool Hep C drug interaction thing, those tools are amazing and they actually make it
very easy.” (IDI 07, OTP nurse)

“We have to think in a business perspective and there is no real way to implement a peer support
program if we’re not a government-funded facility because we are not. We’re privately owned so that’s
— that’s our personal struggle...we do have a non-profit sector but we’re not publicly funded so it would
have to just be based on grants...it would be difficult but hopefully we can get there.” (IDI 12, program

manager)
“As a provider it actually adds a lot more complexity, to be honest. | think it definitely makes
the job more difficult. There’s a lot more administrative work required for, like, Hep-C [work up]
and compared to addiction medicine. And more expensive. We have to pay a lot more staff to do
that.” (IDI 14, OTP operations director)
d

JOHNS HOPKINS

M E D1 CI N E

SCHOOL OF MEDICINE



Conclusion

 Among PWUD enrolled in OTPs in North America, rates of HCV
treatment and SVR were higher among those randomized to on site

test and treat with peer support compared to those randomized to SOC
specialist referral

* The test and treat approach was considered acceptable and
appropriate by OTP clients and staff

* Peer support may not be needed for HCV treatment support for all
people with HCV enrolled at OTPs

« Successful implementation of HCV treatment at OTPs by OTP staff will

require additional funding for staffing and administrative aspects of
HCV treatment. O
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OTP Context

_ Alabama Baltimore Baltimore San Francisco Toronto

Setting
OUD treatment (tx)

Other SUD tx provided at
site

Other services
Client volume/month

HCV prevalence
Clinical staffing
Phlebotomy onsite

OTP funding
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Suburban

Urban

Urban

Urban

Methadone/buprenorphine maintenance, individual and group counselling

Mental health

380

40%
1 MD, 5RN
No

Private funding
and grants

Intensive outpatient tx

Health care
coordination

800

30%
2MD, 2 nurses,
Yes

Grants, bundled
insurance payments

Health care
coordination

544

43%
1MD, 1 NP, 2 RN
Yes

Fee for service
insurance payments

Family addiction
services

Primary care, Mental
health

450

11%
1 MD, 6 RN
No

Insurance payments,
health department

Urban

Alcohol use disorder tx

Benzodiazepine taper
tx

290

40%
7 MD, 1 RN
Yes

Ministry of health
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