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Hepatitis Cis chronically QV/
undiagnosed & untreated RAIDS 2024

Estimates in Ukraine (2017) before the project

start
1368 300
83 000 35 000
I —
Estimated number of people Number of people registered in Number of people fully
living with hepatitis C care for hepatitis C diagnosed and on the waiting
list at regional health
authorities
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People who use drugs D
need integrated services RAIDS 2024

» High burden of HCV (nearly 83%) of people receiving opioid agonist therapy
(OAT) are also living with hepatitis C

» Stigmatization, low awareness of recent guidelines s majority are not included
In the direct-acting antiviral (DAA) waiting lists

» DAA is non-affordable from pharmacies

s Growing availability of DAA % Ongoing healthcare reform context in
medications Ukraine

. 4

Opportunity to build and evaluate a simplified integrated HCV care model at
OAT clinics.
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D Study objectives

R AIDS 2024
Stage 1 — completed in 2021 Stage 2 — ongoing since 2022
 Develop a simplified HCV care and  To examine the client, clinician and
treatment model (SHIM) integrated organizational factors that contribute to
into OAT programs in Ukraine and SHIM adoption and clinical outcomes
demonstrate its feasibility - To evaluate the effectiveness of SHIM in
(Pilot with 20 patients in one OAT clinic) iImproving the HCV treatment cascade

outcomes using a cluster-randomized
three-arm trial design

(480 participants at 12 OAT clinics)

SHIM implementation is strengthened by Project ECHO (Extension for Community

Healthcare Outcomes)
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Simplified HCV diagnosis and treatment algorithm
| Medical record contains a documented anti-HCV test record |

[ | yes ‘L no
| Hep C antibody test |———————»{ Re-testin 12 months
algorithm
| Preanancy assessment I »] Wai unil resolved
¥ N0 yes
| TE screening {questionnaire); diagnoss if exhibiting symptoms i : =! Refer for TB treatment
positive
#no —
| Previous HCV treatment experience i > Referto specialzed care
e yes
- —r— Spontanegus elimination or remission -
HCW RNAtest (FCR) — qualitat titative; or HCV
| [PCR) — qualtative or quantiative; or HCV cAg RN - ioist vl
l positive negative
Key featu res. Assess lver involvement: ALT, AST, thrombocyte count, CEC, APRI Uttrasound of lver
score or FIB4 index advanced fibrosis T
S . I -f- d d . . . MC SN Of advanced AFRI=1.5, FIB4>3.25 Sigﬂﬁ of
« Simplified diagnosis (no genotypin icnd cithoss
- p ) g g yp g ’ APRI<1.5, FIB4<3.25 l' no signs of crrhosis v
¥
fibrosis assessment by APRI/FI B) [ Assess the kidney funciion: creatinine evel, crealinine cearance |
l' no severe damage " severe functional damage
GFR <30mbmin/1.73m? jali
] ] [ Screenina for Hep B: HBsAq, ant-HBc — Referto spedialzed care
 Pan-genotypic DAA regimens §_negatie posive
Rz Sofosbuvin'Daclatasvir or Sofosbuvir/Velpatasvir for 12 weeks ry
First day of treatment: adherence counsaling, dispense 4 wesks of
- . medication
 Referral of patients with more l

complicated conditions (HBV,
advanced fibrosis, kidney

When visiting CATP: assessment of Hep C treatment adherence

iImpairment) to specialized facilities AT 57 & wesis Tlowng Teaimenttaton” sssessrent o
treatment adherence and counseling, discuss side effects, TS
administer 4 wesks of medicines sde &
# presaent

12 weeks following treatment inftiation: complete treatment

12 weeks following completion of treatment:
SVR azsessment -- HCW RNAtest (PCR) — qualitative or quantitative no

v res

. . . 12 months following completion of treatment:
22 — 26 July - Munich, Germany and virtual aids2024.org assessment of the risk of reinfection — HCV RNA test (PCR) - quaitative or quantitative
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'*Y Stage 1 Results
R AIDS 2024

Lviv OAT clinic (completed in 2021)

Clinical cascade
35 33 32
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5 Sustained viroloqgic response (SVR) =
0 0596 treatment effectiveness
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Stage 2: design D K

RAIDS 2024

Hybrid type 2 implementation study
» mixed methods (quantitative + qualitative)
» cluster-randomized three-arm clinical trial, with 12 OAT sites randomized to:
o standard of care (N=160)
o SHIM with ECHO facilitation (N=160)
o SHIM with ECHO facilitation + P4P (N=160)
Total 480 participants living with HCV

Monthly online ECHO sessions

o facilitated by a national HCV expert

0 guest speakers from related disciplines like gastroenterology, infectious diseases
0 combines didactic sessions + case presentations & discussions
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Methods 2

RAIDS 2024

Quantitative data collection

@ Structured questionnaires for participants (on the REDCAP platform)

e Paper-based questionnaire to assess adherence to treatment and side
effects - every 4 weeks

L4 <
[N

Qualitative data collection
Focus group interviews with study participants

In-depth interviews with clinicians and clinic administration
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Stage 2: Progress D K

RAIDS 2024

v All 12 sites have been included into the study

v'Re-distribution of medications was made

» Enrolling participants from March 2023

» Monthly ECHO sessions are being conducted
from April 2023
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Stage 2: Current status b-d
(as of July 10, 2024) QAIDS 2024

500
400
300

200

Sustained viroloqgic
response (SVR) = 96.6%

100

Started Tx Started Tx 3m Completed Tx Completed Tx Assessed for Cured
ago 3m ago SVR
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D Participants feedback
RAIDS 2024 and experience

" R1: 1 am very happy! My condition became much better. My
to get liver is not bulging as it was before. My skin has lightened. |

cured and really feel much better.

to be

healthy”. R2: And | feel myself better. Now | have energy. And the face

is not so yellow. Even some people noticed... (FG 2, Lviv)

xxx

I: If people knew that hepatitis C can be treated at the OAT
site, would that increase interest in the OAT program?

R1: Yes, of course! And if they learn about the prices of the
medicines...

P2: Yes, yes, yes.

R3: That would be a motivation for many people to start OAT,
one hundred percent! (FG 2)
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cCurrent context

Daily shelling of Ukraine brings more and more destruction and
complicates the functioning of the healthcare system

ai

aids2024.org




Funding and partners A
RAIDS 2024

Funding:
The Western-Eastern European Partnership Initiative on HIV, Viral

Hepatitis and TB (Project ID 472020). No pharmaceutical grants
were received in the development of this study.

WESTERN-EASTERN EUROPEAN
PARTNERSHIP INITIATIVE
ON HIV, VIRAL HEPATITIS AND TB
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att ® Sy HEALTH Public Health Center of the Ministry of Health of Ukraine
°.s.° | CENTER
®

22 — 26 July - Munich, Germany and virtual aids2024.org



:;V/

R AIDS 2024

Thank youl!

Myroslava Filippovych filippovych@uiphp.org.ua
Tetiana Kiriazova kiriazova@uiphp.org.ua
Kostyantyn Dumchev dumchev@uiphp.org.ua
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