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’ HCV among key populations:
PWID/PWUD and MSM

Among PWID, global HCV antibody
prevalence reported at 52.3%
(95% Cl 42.4-62.1%). Recent WHO

estimates for PWID in Thailand are near
60%.
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PWID account for 50-60% of all HIV/HCV
coinfections worldwide

Incidence Density Rate
per 1000 PYFU

o

MSM identified as emerging KP for HCV 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019
infection with multiple outbreaks and Year
increasing incidence noted globally.

Methamphetamine use, group sex,
syphilis co-infection identified as key
risk factors for HCV acquisition.



© C-FREE Primary Objectives

Among people who use drugs and their sexual/life
partners:

Evaluate prevalence of HIV, HBV, and HCV through
community-based testing

For people living with HIV (PLHIV), measure
engagement in care and rates of viral suppression

Assess effectiveness of community-based HCV .
treatment using direct acting antivirals (DAAs)

Emphasis on delivering one-stop shop diagnosis
and treatment within community drop-in centers
offering harm reduction services



C-FREE: Study Design

First study in Thailand to offer community-based integrated HCV treatment to active and former
drug users and their partners.

Currently conducted at seven clinical sites in five Thai cities embedded in community centers
run by partner organizations that provide outreach and harm reduction services.

Those who are 18 and over, provide informed consent, and have a past/current history of drug use
or are sexual/life partners of former/current drug users are eligible to participate.




HIV, HCV AND HBV TESTING FOR ALL PARTICIPANTS CONSENTING TO PARTICIPATE IN THE COHORT STUDY

l 1 1

HIV Ab testing* HCV Ab testing* HBs Ag/Ab testing*

SN\ RN i

Positive Negative Negative Positive HBs Ag Neg & HBs Ag Pos & HBs Ag Neg &
HBs Ab Neg HBs Ab Neg HBs Ab Pos

l l

Confirmation HIV Ab testing HCV Ab testing HCV RNA HBV HBV DNA testing. Subject

test. every 6 months every-6 months testing vaccination Referral to study immune.
Care and 1

reference center No further
treatment as

or national HBV

per national Negative Positive health insurance procedure
treatment

plan for care and
guideline / treatment.
L

HCV RNA test
every 6 months

Propose enrollment

into

HCV treatment study

if eligible

* Participants with prior evidence of results for these tests may not need to repeat them. For details, refer to narrative of section 6.




« Eligibility criteria for HCV treatment

Inclusion criteria: Cohort participants with detectable HCV RNA

Cirrhosis assessed by APRI score (AST to platelet ratio)
 If 2.0 and above, referred for abdominal ultrasound to rule out hepatocellular carcinoma (HCC)
* Specialty labs: AFP, PT/INR, albumin, bilirubin

Key exclusion criteria

* Prior history of treatment failure with sofosbuvir-containing regimen
 Decompensated liver cirrhosis (Child Pugh B and above)

* Hepatocellular carcinoma (HCC)

e eGFR<30 ml/min

* Preghancy

Sofosbuvir/velpatasvir cannot be taken concomitantly with:

e Efavirenz (HIV therapy)

» Rifampin/rifampicin (TB therapy)

* |If patients on these meds, asked to switch or wait until therapy completed prior to HCV treatment






C-Free Cohort Results: May 1, 2022

Cohort Study:

W 2,210
ﬁ R participants

*  34% from Southern
provinces

*  51% enrolled at Bangkok
sites

* Approximately 15% travel
from other provinces

*  13% from Chiang Mai (site
initiated in Nov 2020)

* 3% from Tak (site initiated in
Jan 2022)

— 78% are referred by
community outreach
workers

Chiangmai
Thai Drug Users
Network

Tak
Give Hope

Bangkok
Raks Thai
Ozone
APASS

Narathiwat:
Together



Key Cohort Demographics

Baseline Characteristic Cohort Study (n=2,210)
Median age in years (range) 40.4 (18-77)

Female sex at birth, n (%) 319 (14.4%)

Transgender 19 (0.9%)
Men who have sex with men 309 (14%)
Highest education level completed

Primary school 650 (29.4%)
Secondary school 495 (22.4%)
High school 318 (14.4%)

Injecting drug use

Age at first injection (median, IQR)
Alcohol use

475 (21.5%)

664 (30.0%)

History of incarceration 936 (42.3%)



HIV, HBV, and HCV

Cohort Study
HIV (n=2,210)

HIV infection, N (%) 708 (32.0%)

On ART 643 (90.8%)

Hepatitis B

Hepatitis C

*Percentage of HCV Ab positive
§ Percentage of chronic HCV
*Percentage of HIV infected
Coinfection

HIV/HBV/HCV
HBV/HCV




Excellent HCV Cure (SVR) Rate

C-Free HCV Treatment Cascade

Per-protocol SVR - Study is ongoing.

- 12 weeks is the time of

rate:
1200 94.7% the treatmer)t course.
- SVR (cure) is measured at
1000 least 12 weeks after
IGEENTORESE completion of treatment.
SVR rate: - The majority of
800 92.6%

participants in between
these visits are in the
600 process of completing

1029 treatment or awaiting SVR.
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400 S84 826

644 610

200
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Diagnosed with HCV Eligible to receive Started sof/vel Completed Attended SVR visit  Achieved SVR
sof /vel treatment



Overall
Age group
<30 years
30-40 years
>40 years
Drug use status
Not used
Past
Current
Drug injection
Never
Past
Current
Taking Methadone at entry
Yes
No
ART
On ART
Not on ART
HIV RNA
Undetectable HIV RNA (<40 copies/ml)
Detectable HIV RNA (240 copies/ml)
HBV
Chronic HBV (HBsAg)
Positive
Negative
Hepatitis B immune (HbsAb)
Positive
Negative
Cirrhosis (APRI 2.0 and above)
<20
>20
Cirrhosis (APRI)
0-1.5
>1.5-2.0
>2.0
Coinfection
HIV/IHCV
HBV/HCV
HIV/HBV/HCV
HCV (monoinfected)

SVR
responders/
Analysis
sample

610/660

63/73
115127
432/460

313N
283/299
296/330

93/96
304/321
213/243

230/249
380/411

304/323
2/6

280/294

Estimate (95% Cl)
92.42 (90.13-94.33)

86.30 (76.25-93.23)
90.55 (84.08-95.02)
93.91 (91.32-95.92)

100 (88.78-100)
94.65 (91.46-96.91)
89.70 (85.90-92.76)

96.88 (91.14-99.35)
94.70 (91.66-96.89)
87.65 (82.85-91.51)

92.37 (88.34-95.34)
92.46 (89.46-94.82)

94.12 (90.97-96.42)
33.33 (4.33-77.72)

95.24 (92.14-97.37)
70.83 (48.91-87.38)

86.67 (69.28-96.24)
92.98 (90.62-94.89)

93.81 (90.94-96.00)
90.15 (85.90-93.47)

93.36 (91.03-95.23)
84.93 (74.64-92.23)

93.84 (91.46-95.72)
88.24 (76.13-95.56)
84.93 (74.64-92.23)

93.25 (89.86-95.77)
87.50 (61.65-98.45)
85.71 (57.19-98.22)
92.16 (88.65-94.86)

Predictors of SVR

0

10

20 30 40 50 60 70 80 90

100

Age, drug use status, coinfection
status, APRI score were

NOT SIGNIFICANTLY associated
with SVR, although some
differences seen in younger age
groups, higher APRI scores.

Only predictor was
being on ART and/or undetectable
HIV RNA (p=0.005) in those who
were coinfected with HIV/HCV



Excellent cure rates
among traditionally
difficult-to-reach
population

No SAE (serious
adverse events)
considered related
to study medicine

The model of care can be
expanded to offer
comprehensive services for
PWID/PWUD, partners and
other high-risk groups.

Non specialist doctors can
effectively treat HCV

Those who are HIV+
and/or HBV+ are re-
engaged in care or start
therapy.

Increased access to
curative treatment

Hospitals and others
refer their patients to C-
FREE



© Engagement and Advocacy

Education and training of community outreach workers

Knowledge sharing within province and regions

Integration within informal and formal referral processes for HCV care

Fostering relationships with ARV clinic nurses for HIV coinfected
participants

Support for medication dispensation, necessary study
procedures for incarcerated participants through Department of
Corrections

Advocacy for national policy changes to support
reimbursement of community-based testing, care
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