Georgia HCV Elimination Spring Workshop
7 & 9 March 2018
Venue: National Center for Disease Control and Public Health (NCDC), Thilisi, Georgia
Participants: Approx. 100
SUMMARY

Organized by: The Georgia Ministry of Labour, Health, and Social Affairs (MoLHSA) and the Georgia NCDC.
Objective: To bring local stakeholders and program implementers together to discuss program progress,
successes, and challenges and to review TAG recommendations and how best to implement the
recommendations.
Challenges remain to reach the 2020 HCV elimination goals. Decentralization of screening, care, and
treatment services will play a key role in achieving the goals and Georgia is investing greatly in this strategy.
Diversity of services is critical: Although decentralization will play a key role in reaching the goals, other
service models, i.e. the existing treatment centers will continue to play an important role in guiding care and
treatment services nationally and in providing care to more severely ill patients.
Decentralization workgroups: Overall, Primary Care/Hospital, and Harm Reduction will play a critical role.
Key tasks include:

o Workgroups meet monthly and urgently develop implementation plans

o Ensure quality monitoring and evaluation/data collection

o Ensure lessons learned from the model/pilot programs are considered when developing National

implementation plans
o Simplified care and treatment regimens are critical. Pangenotypic regimens will play a major role in
simplification

o Partnerships will be critical to successful National implementation
Infection prevention and control in healthcare settings is making progress and there may be opportunities to
collaborate with other efforts.
Research efforts will continue to inform the National Program, both in primary care and in harm reduction
A need to develop policies for testing for re-infection in harm reduction settings. This requires viral core
antigen or PCR testing and is not currently covered by the program. It was recommended that a free of
charge annual test could be included for beneficiaries.
Decreasing time from screening to confirmation to returning results could improve linkage to care. Efforts
should be made to decrease this timeframe. Making services available to all who are confirmed with
infection without committee review was recommended as a solution.
It was recognized that drug security can be deemphasized, as drug prices have dropped greatly throughout
the world.
Information technology needs to be responsive to the program and incorporate decentralized services.
Laboratory services need to be expanded to accommodate decentralized services.
Decentralization of services needs to be sensitive to potential unanticipated costs such as the need for
doctors in harm reduction sites.
Decentralization to harm reduction sites could lead to more accurate data regarding numbers of PWID
receiving services; however, ensuring confidentiality remains a significant barrier.
To the degree possible, co-locating or coordinating care and treatment services between harm reduction
and primary healthcare could alleviate costs and other barriers.



The 5" National Hepatitis C Elimination Workshop

Day 1-March 7

Time Topic Speaker
09:30-10:00 | Welcome/Introduction David Sergeenko, Minister of
Labour, Health and Social affairs
Elisabeth Rood, Deputy Chief of
Mission, Embassy of the US in
Georgia
Dr. Beth Skaggs, CDC
10:00-10:15 | Media Coverage
10:15-10:40 | Review Progress of Elimination Program Amiran Gamkrelidze, NCDC
10:40-11:00 | Brief overview of agenda and purpose of the meeting Francisco Averhoff, CDC
11:00-11:30 Coffee Break
Decentralization = HCV  treatment access through
decentralization of screening, care and treatment services
11:30-11:50 e Protocol of implementation Eka Adamia, MoLHSA
11:50-12:00 e Lessons learned from HIV scale up Philippa Easterbrook, WHO
12:00-13:00 e Guided Discussion to develop plan for way forward | MOLHSA
timeline for activities Francisco Averhoff, CDC
13:00-14:00 Lunch
Introduction and progress update from Primary Care and
Hospitals Decentralization Workgroup
14:00-14:20 e Introduction and progress update from Primary | Tengiz Tsertsvadze, Infectious
care and Hospitals W/G Diseases, AIDS and Clinical
Immunology Research Center
Updates on projects (IDACIRC)
14:20-14:35 e Integrating HCV screening and simplified treatment | Tengiz Tsertsvadze, IDACIRC
services in primary healthcare
14:35-14:50 e Simplification of  pretreatment diagnostic | Jaba Zarqua, Mrcheveli
evaluation and on-treatment monitoring
procedures within HCV Elimination Project
(Mrcheveli)
14:50-15:05 e HIV, TB, and HCV at primary healthcare settings—A | Irma Khonelidze, NCDC
pilot project in Samegrelo-Zemo Stvaneti
15:05-16:05 | Guided Discussion to develop plan for way forward timeline | Tengiz Tsertsvadze, IDACIRC
for activities
16:05-16:20 Coffee break
Infection Control
Improving IPC in Georgia, Future activities, gaps
16:20-16:30 e MOLHSA Activities Marina Darakhvelidze, MoLHSA
16:30-16:40 e NCDC Activities Giorgi Chakhunashvili, NCDC
16:40-16:50 e CDC Activities Meghan Lyman, CDC
16:50-17:30 | Guided Discussion to develop plan for way forward timeline | Marina Darakhvelidze, MoLHSA
for activities Paata Imnadze, NCDC
17:30-18:00 e WHO guidance on viral hepatitis surveillance Antons Mozalevskis, WHO
18:00-18:15 e Closing Remarks Francisco Averhoff, CDC




Day 2 - March 9

Time Topic Speaker
09:30-09:45 Opening/Welcome remarks Francisco Averhoff, CDC
Integration of HCV treatment Services in Harm
reduction Centers
09:45-10:05 e Introduction and progress update from Harm | Maia Butsashvili, HRU
Reduction Decentralization Workgroup
Updates on projects
10:05-10:20 e Implementing HCV treatment in harm | Maia Butsashvili HRU
reduction centers in Georgia (HRU Project)
10:20-10:35 e FIND "HEAD-Start project in Georgia” Francois Lamoury, FIND
10:35-10:50 e Barrier Study in HR Centers Maka Gogia, Harm Reduction
10:50-11:10 Coffee Break
11:10-12:20 Guided Discussion to develop plan for way forward | Francisco Averhoff, CDC
timeline for activities Irma Khonelidze, NCDC
12:20-13:20 Lunch
HCV Laboratory Diagnostics
13:20-13:40 e Quality of HCV testing in Georgia through | Dr. Beth Skaggs, CDC
National External Quality Assurance Program
13:40-14:00 e Confirmation of HCV infection by Core Ag using | Dr. Nazi Chitadze, NCDC
a centralized laboratory approach
14:00-14:25 e Simplified diagnostics and  treatment | Karla Thornton, Project ECHO
monitoring of HCV infected patients
14:25-15:25 e Guided Discussion to develop plan for way | Beth Skaggs, CDC
forward timeline for activities Maia Alkhazashvili, NCDC
15:25-15:40 Coffee Break
15:40-16:00 e Scientific Committee Progress Tatia Kuchuloria, CDC
16:00-16:15 e Introduction of Cured Hepatitis C Patients’ | Temur Radiani, Cured Hepatitis C
Association Patients’ Association
Blood Safety
16:15-16:40 e Status of blood safety program in blood banks, | Eter Kipiani, NCDC
successes, challenges, and plans to address
challenges
16:40-17:30 e Guided Discussion to develop plan for way | Marina Darakhvelidze, MoLHSA
forward timeline for activities Khvicha Getia, NCDC
17:30-18:00 e Closing Remarks David Sergeenko

Francisco Averhoff
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treatment:

Lessons learned from HIV
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Qutline of presentation

HIV and HCV: Similarities and differences
— Common barriers to increasing treatment access

— Common features and differences - epidemiology and
treatment approach

Progress in global hepatitis C and HIV response

Key lessons learnt from HIV/ART scale-up
— Testing
— Linkage to Care
— Treatment and Service Delivery

What is next?



Common initial barriers to increasing
testing and treatment access

Barrier ---

Limited data on epidemiological situation v v

High stigma and discrimination v v v
Lack of political and financial commitment v v v
Complexity of drug regimens, high pill burden v v

Side effects that complicate adherence

Complexity of screening, treatment and follow-up v v v
monitoring

High cost of drugs and tests v v v
Patenting of drugs approved and in pipeline v v v
Highly specialized vertical services v v v
Limited patient and community engagement v v v



Similar, yet different....
Epidemiology and Treatment

2016/2015 HIV HCV

Main transmission routes Sexual Unsafe healthcare injections
IDU IDU

Burden of infection 36.7 million (HIV Ab) 71 m (HCV RNA)

Deaths per year 1 million 399,000

New infections per year 1.8 million 1.75 million

% infected requiring Treat All Treat All

treatment All HIV Ab positive All HCV RNA positive

Treatment duration Lifelong 12 weeks

Treatment response

70-80% HIV RNA
undetectable (1yr)

>95% Cure HCV RNA
undetectable (SVR12)

Numbers treated 19.5 million 3 million
% diagnosed/%treated 70%/53% 20%/7%
Funding Global Fund/PEPFAR Domestic

$19 billion per year




Progress in ART and DAA scale-up

Millions
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W African Region

le up over the last decade

The last decade of scale up:
Price reductions

*  Major investments

* New service models

19.5 million

9.7 million

The next phase:
Early initiation
Innovation
Strategic use

_——4
2003 2004 2005 2006 2007 2008 2009 2010 20Mm 2012 2013 2014 2015

Year

W Region of the Americas South-East Asia Reglon W European Region

W Estern Medaemanean Region W Westorn Pacific Region

Persons starting curative HCV
treatment with DAAs

® 2014: <200000
® 2015: 1.1 million

® 2016: 1.7 million

® TOTAL: ~ 3 million

Source: WHO, work conducted by CDA/Polaris



Eliminate viral hepatitis as a major public
health threat by 2030, as defined by:.
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Global elimination 2030 targets and Where are we
at now?

HBW- Vaccination
HBV- PMTCT

Blood safety

Prevention

Injection safety
Harm reduction
HBV - Dia

ent

CV - Diagnosis
HBV- Treatment
HCV- Treatment

Testing &

40 60 80 100

® 2015 baseline Coverage (%)

2030 targets
Global Hepatitis Report, WHO 2017



Key lessons learnt from HIV/ART scale-up

|.  The “Public health approach” to HIV care and treatment
Il. Strategies to reduce drug costs and increase access
lIl. Success is possible: increasing HIV testing access/uptake

I\VV. Where to test? Learning from evolution in HIV testing
approaches

V. Simplified diagnostic and management algorithms

VI. Linkage to Care is key

VIl. Simplified drug regimens and WHO treatment guidelines
VIIl. Evolution in “when to start” ART to “treat all” in HIV care

IX. Service delivery: Decentralization of testing + treatment and
Task shifting to support decentralization

X. Differentiated care
XI. Integration
XIl. Tracking progress: the cascade of care




Lessons on Expanded Access to Testing

Viral hepatitis testing is at core of entry to
treatment and prevention cascade



TESTING SITES

| TESTING APPROACHES

HEALTHCARE FACILITY
TESTING

Primary care settings

Antenatal dinics

HIV clinics
T8 chnics

STi clinics

o) | 2 | e

Drug treatment and harm
reduction services

Inpationt and cutpatient hospital
ettings

Paedintrc sod sdolescent tinicy

COMMUNITY-BASED

Mobide/outreach testing for
prioeity populstion

Mobie/outreach for the gereal
poputation {for example young
people|

National testing
campaigns/camps

Testing of famiy mernbers
Partner testing | for all partners
of people with viral hepatitis)

o

Mass media and social media

Home-based/ door-to-door
stng

“Workplace testing

School/educational institution
tsting

| | %

LESSON 4
Where to test? Learning from evolution in HIV testing approaches

Health provider Focussed testing in health

facilities/outreach

* High acceptance (HIV, antenatal & TB)

e But still many missed opportunities for testing
* Partner testing "

i
§ee

Moving Testing Out of Health Center intc§ - [ |

community . ‘ | “ n

* Home-based (house to house), Campaigns, =~ = zun e o
Outreach (mobile), partner, workplace

Lay provider testing (already policy in 64%

of SSA countries)
General pop testing: Egypt
(village based programme),

Self-testing Mongolia and Georgia (PHC)



LESSON 5
Simplified testing and management algorithm

and monitoein chronic HCV infectia
_< 1. Single quality assured RDT
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Lessons on promoting Linkage to Care

High rate of loss to follow up after
positive serology, and low uptake of HCV
RNA and access to treatment



LESSON 6
Linkage to care is key (HIV

"
o

Strategies to consider for improving linkage

Evidence is limited, but promising

Integration of services (testing/treatment) at a
single facility, especially within mental
health/drug treatment services

- =0 L A ey e

On-site or immediate RDT testing with same day -» '

results e =
Trained Peer and lay health worker support to ; =
identify and reach people lost to follow-up oo o i

Clinician reminders to prompt provider initiated,

facility-based testing plus reflex NAT For the future...
Decentralised viraemic testing

DBS specimens for NAT tserology in some settings
and treatment



Lessons on Expanded Access to Treatment



LESSON 8a: - Evidence for clinical impact
Starting earlier reduces mortality and morbidity

The NEW ENGLAND
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LESSON 8b: - Evidence for public health impact
HIV viral suppression reduces incidence

Community viral load, antiretroviral therapy coverage, and
HIV Incidence in Indla: a cross-sectional, comparative study

oces M N5 o, Ao K e mnben, Sheremy g Sarcana, Ol L arperia «,

Semi 1 Sk, S FV
ottt Bk b, Dind D Caf et v, St Sk vvmeny Grar y M L i

Summary
Sacdgroond HIV modence s the best meassm of
i and exponsive. Th

B Lo ek 3 wiirge
e
[Pr—p—

=

. bun s
dt6iable driver of Bow HIV mibosons hias a=rced
sshsaamital aneouon. We sx 05t 10 COmpaT? Soveral muRsaires of commmuDlsy viral oad nd anumTOVinl terapy
JART) coverage 2s cormebaes of HIV Incidonce tn high risk poputaions.

Somd w3 nodoa 4

umv:a&nddmnnmampkapnpmmmm?ndnn-»n-nm-mm-u.-mm
n progmes scross 23 chies mn Indta |

By use of

T T T
* 15 W 4 " " N "

!mOv

assissmine mmrm-nom-awnm—nsmpmple
mmxmwnmnﬂmvm.-m:mhm lgoctesm and cakubind fre communisy- tased
mmsures of HIV comml: meam log, HIV RNA In janiipanes with HIV In 3 commsney ssher ongaged In cam  evemetiey
{In.caro viral Jcad). ware of thos S1ass 16 B0t DecEsrly 15 % (aw 260 viral 103, of 3 HI: postiv e Individasts
bdj. HIVIn wh HIV ENA

Irv-conrm viewt Wandl (100, o per mit) Tvwwwloncy at vireurnia (%)

of
Anwmmm-«emmuw-mm
ceTeiatons besween the measures and HIV incdence wad
10+ 1

Ficings Reswown Oc 1, 2612 and Dec 19, 2013, we rocrutsd 26503 12622 men and
14451 people who Sajec mmulofllwwﬁoN(!Qlow—lmmm-ﬁnho-w-m
and 1.43% @-654.00) & who Sojecy drugs. Provaloncn of v irammia was more seongy comeed wah HIV
nddemce nﬂmoslﬁn&aou,o!lMm;nﬂmrmmwm-vn

with aware viral kad 1959, 0-27-0.79, p-2-081), viral boad {051, 0- 160 74; p~0-007), nART
COVETaZE {0-54,~0-76 1010 37; ped-004). L1 v iral 4o2d w2s mow corTEiased with | lvnmmnp 29,-0-30 0.0 -e;
PE-14). WS rgession analysis, we csetmased i1 10 dsce HIV Dodence by 1 perconcgs polne In 3 commmsiey,
Frovalonce of virsmts woskd need 10 be reduced by 4-34%, and ART use tn HIV-posithe Ind il wrdd noed 1o
Increase by 19-5%

darvde i mobenr )

>

“ LS " 20 40
Pwapmesetivres ooy AT (90)

Pove v il Vsl (Ve €

dars prowr 1ol )

who strongse

kh HIV incidence m et sample aod mighe be 3 o
o€ 3 mmamem E

147

waful

Fending US Nastonal Instunes of Haakth, Fhon john AIDS Foundaon.

Introduction

Compelling sviioncs of HIV cmumem 33 provemso
from dimicl smdes' and agonding tus inghly varttle
ol aneeenovival therapy (ART) owmage™ o damad  daa darvad fiom admmtmmtve dautows do noe
amonoon @ e @ Tomer communtwlord  Topresens mdividadi who are o of GTe or .n)-mm
efdaivnes of ART. HIV inodence = sho bow posstbie  shatr suws—3 3 thae tos been

moasers of the A0 ouEs of MOMOT.3Sfrvennon accoune for 3 Large propongmn of HIV mien

wa HIV tnodonce or now HIV dagnoses jfrom admes.
mnovwe daubises) m ccbgcl sadies’' Howed
thase meases fave mtaxms. Communtsy vical fod

Somude 447 mobenr

. H0wiv T, mamen: of HIV modeno =

commmumey viral lcad and populaton ART cwemgy 35

Communty viral ded mesursd = tho cmmen of =
cohom smdy mmagh repeesen indsvaduals o of G, bus
1 ts wnitely w xior:u:mh x’eu..r £ mdvidmls who
AT ImEware cflﬂ s, bocrese saronagasve cohon
nsmily musmaly wsead 27 HIV 3 sedy

cpwinng 3 Gsal Soewnen © vl

ofbtvensms of HIV seasmen: and HIV wmsmmssice.
Communty viral i03d. 3 Exutly of muzwres denved

from HIV RNA moasumomames I miguumps of

miwvidusls wih HIV. h2s been wemporally corrolased

visk= sm:m resoarchars Eave argood™ dhar comamad
wndmcy mezmoes of cmmmmey virs kad smong
poople with HIV do mot 3ccoum for HIV proraionca,
which Gn vaty widaly by commmaTey.

16 Soloman et al Lancet HIV




LESSON 8c:

Evidence for programmatic impact

High rate of loss to follow up if not treated
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gl
High rates of patient attrition from care between HIV testing and antiretroviral therapy (ART)
initiation have been documented in sub-Saharan Africa, contributing to persistently low
CD4 cell counts at treatment initiation. One reason for this is that starting ART in many coun-
g long waits and multiple clinic visits on
patients. We estimated the effect on uptake of ART and viral suppression of an accelerated

tries is a lengthy and burdensome process, impo:

initiation algorithm that allowed treatment-eligible patients to be dispensed their first supply
of antiretroviral medications on the day of their first HIV-related clinic visit

Methods and Fin gs

RapIT (Rapid Initiation of Treatment) was an unblinded randomized controlled trial of sin-
gle-visit ART initiation in two public sector clinics in South Africa, a primary health clinic
(PHC) and a hospital-based HIV clinic. Adult (=18 y old), non-pregnant patients receiving a
positive HIV test o first treatment-eligible CD4 count were randomized to standard or rapid
initiation. Patients in the rapid-initiation arm of the study (“rapid arm") received a point-of-
care (POC) CD4 count if needed; those who were ART-eligible received a POC tuberculosis
(TB) test if symptomatic, POC blood tests, physical exam, education, counseling, and anti-
retroviral (ARV) dispensing. Patients in the standard-initiation arm of the study (“standard
arm”) followed standard clinic procedures (three to five additional clinic visits over 2—4 wk
prior to ARV dispensing). Follow up was by record review only. The primary outcome was
viral suppression, defined as initiated, retained in care, and suppressed (=400 copies/ml)
within 10 mo of study enroliment. Secondary outcomes included initiation of ART =90 d of
study enroliment, retention in care, time to ART initiation, patient-level predictors of primary

PLOS Medicine | DOI:10.1371/ournal.pmed. 1002015 May 10,2016 1/19

Rosen et al, Plos Med 2016

New studies show that ART can be started on
same day as HIV diagnosis
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WHO recommendation (July 2017)
Start within 7 days of an HIV diagnosis
Consider same day start



Lessons on Service Delivery
approaches to expand access to
testing and treatment



Simplified HCV Service Delivery for
a Public Health Approach

Good service delivery health practice Service delivery in specific

principles populations

Simplified and standardized algorithms B Persons who inject drugs

. Strengthen Linkage from testing to care, treatment and B People in prisons and other closed
adherence settings

Integrated testing, care and treatment | Tl et S2nBiieEs

Decentralisation of care to promote access | (ACElESEEES Bl Sl e

Differentiated care to address diverse health care I WgEEIne(gRels el

needs of those with HCV
B Pregnant women

K
il

Engagement with Community and peer support

More efficient nroctirement + stinplvy manaodement



LESSON 9

Decentralization of testing and treatment supported by Task shifting

ART initiation and prescribing by nurses
can be done safely, and improve health

outcomes and quality of care

Articles I

Nurse versus doctor management of HIV-infected patients
receiving antiretroviral therapy (CIPRA-SA): a randomised
non-inferiority trial

>@

Time to ART initiation decreased
from nearly 100 days in 2003 to less
than 3 weeks in 2009

(MN-404)  (N=408)
Cumuiative fallure 197 (48%) WD (44%) . 1-09 (O-#3-1-33)
Allvirciogical fallure 44 (11%) 39 (10%) o 115 (DF5176)
Early virological fallure 7 (2%) 6 [2%) R D 118 (0-40-3-51)
Latevirological Falloret 37 (9%) 3 [@%) i 114 (07 L-1.82)
Toodclty failure BE(17%) 66 (16%) - 1.04 (0-74-1-45)
Alltosst Fo(FE) 63 (5%} .- 113 (081-159)
Withdrew consent 18 (5% 21 [5%) R — O-EF (0-46-1-63)
Defauit clindcschedule 38 (9%) 32 (8%) e 121 (0F6-1.93)
Lost to follow-up 14 (4%) 10 (%) - 142 (0-63-320)
Death 10 (2%} 11 3%) — 092 (039-2-7)
o1 1 10
— —
Faneaurs nurse Fawours doctor
group group

Average monthly initiations

450,
4001
3501
3001
2501
200
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1001

501

2004

Access to ART in hospital and health centre

= Health centre m Hospital

Task shifting to

MAs, decentralising
ART care to

primary care centres

2007

2008

2009

2005 2006

Figure 2 Access to antiretroviral therapy in Thyolo districe;

MA, medical assistant

Bemelmans et al, Trop Med Int Health 2010



LESSON 10: - Differentiated care
(based on evolving HIV care and treatment principles)

* ART Intation and refills
= Omgl romtonng

"’,,,,,.“"_,,', | Who? What? Where? By Whom?
Seery 3 mvnths HCV infected Care needs Site Care-giver
By § meatds

| persons catego.

E S EEINTEETIATE S Standard care package:  Facility-based Physician or ?nurse
and stable Counselling, adherence  including primary

(i /

frequency

* Achorercs npsot

* Lzborstory sty

= Ol yetmemt

* Pachosocal mpgen Service
intensity

support, treatment
initiation and monitoring

care or community-
based settings,

including
mobile/outreach
LG UEL L R [EEE LRI Requiring more intensive  Facility-based - Physician
Jp— or serious co- clinical support and hospital
» Clinic aMfee # morbidities, HCC, follow-up:
e previous treatment Management of liver
Qe e T Al failure related complications (eg.
* Wi Sk of bosp it SR, Pt iy variceal bleed, ascites,
So— encephalopathy, HCC
* bome treatment, genotyping)
Mental health issues, Requiring more intensive  Can be Facility- Physician and
active injecting drug psychosocial/mental based counsellor/peer support
VECTERE G G B TETTEE R health support or Community-
adolescents based, Harm
reduction site
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LESSON 11
Integration

Build on substantial existing
lab and diagnostics capacity:

Integrati i '
ntegration Multiplatform testing

Treatment, care
and monitoring

Target Lab services and
populations instrurments Eacilities

Integration with other Integrated combo serology HCV care at harm
testing settings or (HIV/IHCV RDTSs), including reduction sites
opportunities eg. HIV, self-testing

antenatal or TB
HCV care at HIV, STI, TB

Use of integrated multi- clinics
disease platforms for HCV
RNA (centralised or

decentralised) HCV care in prisons



LESSON 12
Tracking progress: the cascade of care
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- Next steps

*  What more can we learn from HIV?

— Differentiated care, decentralization and task-shifting
approaches

— Self-testing

*  What can HIV learn from hepatitis?

— Demonstration projects and operational research on different
models of care

 How can we integrate better?
— When and how to share technologies
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Georgia H

April 28, 2015 - October 31, 2017

Estimated number of anti-HCV+ persons
Positive anti- HCV Test
HCV RNA tested

HCV RNA Positive

Completed work-up and
await case review

Case reviewed by committee
Authorized to begin treatment
Initiated HCV treatment
Completed treatment

Eligible for SVR

Tested for SVR

Cured

208,800
94,391

49,624
45,225
42,288

41,097

41,045

40,414

36,007
32,830

24,926

24,477

. . . .
50,000 100,000 150,000 200,000

:
250,000

Source: Georgia’s HCV Elimination Program Treatment Database




» Increasing HCV treatment uptake is needed to achieve
ambitious elimination goal

» Integrating screening and simplified treatment services in
primary healthcare offers opportunity to eliminate barriers and
to improve engagement in the entire continuum of HCV care

» Integrated and simplified models of care are effective in
ensuring high diagnosis, treatment and large number of
persons achieving SVR




First Georgié

Primary care /hospitals working group established

Objective

Develop a practical model of care to be implemented for HCV
screening and treatment in primary health care centers and
district hospitals that maximizes HCV screening, enrollment,

and retention in the HCV program of the general population.




Meet as a group as recommended by the oversight committee
Adhere to timeline of task completion
Selection of primary healthcare facilities across the country

Develop an action plan for decentralization at PHCs and district hospitals
that addresses the challenges

Adhere to expectations of meetings, communication, documents/products
set by the oversight workgroup




De
-~ and care at PHCs




» Simplified Treatment and Diagnostics guidelines/algorithms

— Necessary tests for screening; confirmatory testing; simplified pre-treatment; monitoring
and follow-up diagnostics; location of testing; consolidation of testing

— National standardized treatment guidelines; standardized medication supply chain

» Ensure laboratory and diagnostics integration

— screening; confirmation; pre-treatment; monitoring and follow-up diagnostics; standardized
interpretation of results

» Develop and disseminate SOPs
— using simplified diagnostics plans and simplified treatment regimens




» Develop Curriculum for PHC/hospitals

curriculums/training in screening, confirmation, pre-treatment, treatment and monitoring
diagnostics

» Initial and Continued training (CME) for PHC and Hospital staff

areas of potential initial training; continued education/support/mentorship; in-person and
teleconference modules

» Use of ECHO platform to facilitate training

curriculum development; initial training; continued education




» Develop necessary information systems/modules

— method of data collection and storage; integration into national Elim-C database;
standardized data collection

» Elaborate the concept of treatment in rural areas (i.e. 69 districts)

» Incorporate lessons, findings from PHC/hospital related pilot projects into
practical model/action plan




L.I.FE.R.

LIVER INSTITUTE
AND FOUNDRARTION
FOR EDUCATION
AND RESERARCH

Pilot project

Integrating HCV screening and simplified
treatment services in primary healthcare

This model will provide the basis for the decentralization of treatment and
care in PHCs and hospitals nationwide



» A special accredited CME training program and curriculum for PHCs
created initially for the pilot project to support training of primary
care/hospitals providers countrywide

» Simplified HCV diagnostics and treatment protocols developed for the pilot
project to be applied for primary care on national level

» Established ECHO telemedicine model to train and provide primary care
providers and hospital staff with advice and clinical mentoring




Simplified HCV diagnostics and treatment guideline/algorithms developed
by April, 2018

Primary care providers and hospital specialists under accredited CME
training program are trained countrywide by June 2018

ECHO telemedicine platform is expanded as a national model for using
telemedicine for HCV treatment and care in rural areas by June 2018

Laboratory diagnostics SOPs are develop and disseminated by June 2018




The 5" National Hepatitis C Elimination Workshop
Thilisi, Georgia

Integrating HCV screening and simplified
treatment services in primary healthcare

Tengiz Tsertsvadze MD, PhD

Director General, Infectious Diseases, AIDS and Clinical
Immunology Research Center

Professor, Thilisi State University
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LIVER INSTITUTE
AND FOUNDRARTION
FOR EDUCATION
AND RESERARCH

Pilot project

Integrating HCV screening and simplified
treatment services in primary healthcare



To assess effectiveness of integrated HCV screening and
treatment model in primary healthcare settings

Specific aims:
» Quantify engagement in the HCV care continuum (cascade) from screening

through cure

» Assess efficacy and safety of simplified diagnostics and treatment monitoring

procedures in primary healthcare settings

» Conduct cost-analysis of achieving sustained virologic response (SVR) with

simplified approach and current standard of care

» Compare key project monitoring and evaluation indicators with national data




Prospective evaluation of integrated screening and treatment program in
PHCs

Total of 4 PHCs will be selected, including one in Thilisi and three in non-
urban regional locations

HCV screening and care services using “One stop shop” approach

Patients will be offered anti-HCV test using an opt-out model. Same
specimen will be used for confirmatory analysis

Paperwork and registration with the MoLHSA will be completed by case
managers at PHCs.

Registered patients will be treated by primary care providers under the
supervision of IDACIRC and HEPA clinic.




Algorithm for pre-treatment evaluation

Confirmed chronic HCY
infection
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Treatment monitoring approach will be simplified for PHCs

4 8 12
Clinical assessment X X X
HCV RNA quantitative
Complete blood count X* X* xX*
ALT X X X

12 or 24

X

X

* only for patients receiving Ribavirin containing regimens



Guidance

IDACIRC and HEPA clinic together with other partners will provide
guidance and supervision on integrated model implementation,
including:

» Training on PHC personnel on hepatitis C related issues using
» Training on HCV rapid antibody testing
» Training on information system

» Utilizing the ECHO telemedicine model to train and support primary

healthcare providers.

» Establishing M&E framework for assessing program effectiveness.




Selected PHCs




T

———

» A special CME training program for primary care physicians developed and
already approved by MoLHSA

» First training was conducted at the Family Medicine Training center in Thilisi on
March 5%,



» HCV diagnostics, treatment and care protocol specially prepared for
this project.

> Integration of the project activities into national HCV elimination
program will be approved by a Government decree in nearest future.

» |IT unit at MOLHSA has started to create a separate module in
national HCV elimination program database to collect data on
patients receiving diagnostics, treatment and care services at PHCs
within this pilot project.

10



» Training of PHC personnel will continue

» Implementation of integrated model of HCV
diagnostics and simplified treatment in PHC

» Implementation of ECHO telemedicine




! and care at PHCs -




Technical Advisory Group (TAG)

John Ward, Francisco Averhoff, Muazzam Nasrullah
Juliette Morgan, Beth Skaggs, Lia Gvinjilia, Shaun
Shadaker, Tatia Kuchuloria, Archil Kublashuvili
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Nezam Afdhal, Stefan Zeuzem, Geoffrey Dusheiko

Sanjeev Arora, Karla Thornton

David Sergeenko, Valeri Kvaratskhelia, Multisectoral
Commission on Hepatitis C

Amiran Gamkrelidze

All HCV Clinical Care Provider Clinics



Simplification of pretreatment diagnostic
and on-treatment monitoring procedures
within HCV Elimination Project

The 5th National Hepatitis C Elimination Workshop
Tbilisi, Georgia, 2018

Dr. Jaba Zarkua, Medical Center Mrcheveli

%, MRCHEVEL




Background

* From June 2016 — Treatment for all HCV infected patients!
* Main type of patients — w/o advance liver disease.
e Drugs available — Sofosbuvir/Ledipasvir (Harvoni) +/- Ribavirin.
* Treatment duration — 12 or 24 weeks.

* Main problem — decreasing number of patients.

e Screening activities (challenge for 2017, activities are on-going)
 Linkage to care (challenge for 2018)

* Costs

* Low motivation of patients

* Low level of awareness

e Disinformation about new drugs

 Many mandatory procedures within project, discomfort



Standard of care procedures

e 1 Step: anti-HCV(+) patient’s visit to Hub, perform confirmatory test
(HCV RNA PCR/HCV core AG).

* 2 Step: Patient’s first appointment to physician for diagnostics. Fasting
state mandatory for lab. Investigations (glucose, ALP).

e 3 Step: Second visit to physician with lab. and imaging results. Final
consultation before treatment. Complete clinical records and referral
to service center.

* 4 Step: Start of treatment. Visit in every 2 weeks for drug control.
Monthly for lab. tests.

* 5 Step: Follow up visit after 12 weeks from completing the treatment.



12 week regimens - schedule
i e O

Drug Control
Consultation
HCV RNA PCR X X X

HCV Genotype X
X*

X
AT B X X X
AST B
 Creatinine X

Bil (tot., dir.) X X

pas
>

>

GEERST I if needed

* RBV containing regimens only



24 week regimens - schedule

Drug Control X X X X X X X X X X X X

Physicians XX X X X X X
Consultation

HCV RNA PCR X X X

HCV Genotype X

CBC

ALT

AST
Creatinine
Bil (tot., dir.)

X X X XH* X** X

PT, INR

0

AL

GGT
Glucose (f.)

HBsAg, anti-HBc
(tot)

X X X X X X X X X X X

>

=

If needed

* RBV containing regimens only
** RBV free regiments only



Pilot study by Mrcheveli/Neolab

Jan, 2018 Feb, 2018 Mar, 2018

eSatisfaction
questionnaire

eBristol University
*HRU IRB approval

eWorking with
ministry for final
approval

e|nterviewing of

control group

*Work up new algorithm,
CDC, ECHO

ePreparation of
first draft by
Mrcheveli/Neolab

eReceiving
CDC/LIFER
approval

eStarting new
patients inclusion




Aims of the project

* Primary aims:
* Reduce the patient’s unnecessary clinical visits.
Reduce the patient’s unnecessary visits to HCV Elimination Service Center.
Remove the unnecessary laboratory investigations.
Reduce the financial expanses per patient.
Reduce the budget of the Project.

* Secondary aims:
* Simplified algorithm should not influence on the treatment outcome.
* Decrease the lost to follow up rates.
* Make participation in HCV Elimination Project more comfortable.



12 week regimens - Simplified

Drug Control

Physicians
Consultation

HCV RNA PCR/HCVcAg B x X
X
X x § x
X X

LI X
[ X
Creatnine |
CICER X

Abumin
AL

HBsAg, anti-HBc (tot)

X
X
If needed



24 week regimens - Simplified

Drug Control

Physicians
Consultation

<
x

HCV RNA
PCR/HCVcAg

HCV Genotype

>

X

= i € s ¢ ¥
AST X
Creatinine X x x §
X
—

i

HBsAg, anti-HBc
(tot)

>

P

=

needed



Where are we now?

* From 1%t march, 2018 — started inclusion of new patients.
* No preliminary data available for today.
* First results of project will be available for TAG-2018.



Thanks for Attention!
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HIV, TB, and HCV at
Primary Healthcare Settings
Pilot Project in Samegrelo-Zemo Stvaneti

Irma Khonelidze
NCDC
7 March, 2018

National Center for Disease Control and Public Health www.ncdc.ge



Objective: To improve case detection of Hepatitis C,
Tuberculosis and HIV infection at the primary healthcare
settings

= Pilot Project

=  Samegrelo-Zemo Stvaneti Region B

HEP
= Program Launching - 25 November, 2017 Hly/AIDS

(@m National Center for Disease Control and Public Health www.ncdc.ge




» HCV Prevalence — 10.9% (Anti-HCV+) 7,27% Population - 330,761
(HCV RNA+) > 18 Population - 213,194

[Georgia: 7,7 Anti-HCV+: 5,4 HCV RNA+]

— Estimated number of HCV RNA+ 15,458 (23,238
Anti-HCV+)

» TB Prevalence* - 113 (100,000 population)
[Georgia 77,9 (100,000 population)]

— Number of notified cases — 373 (estimated
undetected cases 75(20%))

» HIV/AIDS Prevalence** — 208 (100,000
population, estimated)
[Georgia:145 (100,000 population)]

— Number of cases - 868

*Database, National Center for Tuberculosis and Lung Diseases, 2017
**Database, IDACIRC

@E National Center for Disease Control and Public Health www.ncdc.ge



Challenges

Opportunities

=  Significant burden of three diseases TB, Universal Health Care Program

HIV, HCV . _  Universal coverage of all three diseases
] tg\\ﬁve?:ég detection rate and screening e High political commitment to Hep C Eliminatior
= Weak linkage to care and retention on e Available resources to support innovations
treatment

= Fragmentation of services and lack of
coordination

Strateqies

e Integration of Services

e Create demand — educate people, rise awareness,
spread information on services

e Supply side interventions — strengthening capacity of
PHC service providers, community organizations to
respond to challenges

e Putting right incentives for better performance

National Center for Disease Control and Public Health www.ncdc.ge
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| | HIV/AIDS

* Disease Interactions-infection with “one” makes a person more
susceptible to “other”

« Transition roots, common behavioral risk factors

« Social and economic conditions - poverty, unemployment,
substance use, mental iliness, incarceration, social stigma, level
of education

« Shared services at local level — the same providers, PH, PHC,
treatment sites, shared capacity

 Program Collaboration and Service Integration

CDC, National Center for HIV/AIDS, Viral Hepatitis, STD, and TB Prevention: Strategic Plan through 2020.

National Center for Disease Control and Public Health www.ncdc.ge



A people-centred approach to care WHO

PEOPLE SERVICES SYSTEM «People-centred care is
Y, i T focused on and organized
TR iiaainke e around the health needs and

Prapering 8 competent worktron

AT il P s et expectations of people and

Inmovatirg hoalth lechrologes

R A e communities rather than on

CHANGE patients or diseases»

Stralsgizing with people at ne cante Implemorting tarsirmatons

National Center for Disease Control and Public Health www.ncdc.ge



A people-centred model of TB care

A people-centred model
of tuberculosis care

B bt e smba s Pirmpaas ol cendial Abtes

“An efficient and integrated set of affordable, accessible and
acceptable health services, provided in a supportive environment to
prevent, diagnose and treat TB”

HIV differentiated service delivery models

A client-centered approach that simplifies and adapts HIV services

“A differentiated care, is an approach that simplifies and adapts HIV services to better
serve the needs of people living with and at risk of acquiring HIV and reduce
unnecessary burdens on the health system”

National Center for Disease Control and Public Health www.ncdc.ge



VIRAL HEPATITIS
20162021

Global health sector strategy on viral hepatitis 2016-2021

®—\ World Hepatitis
<o Summit 2(

Sé&o Paulo Declaration on Hepatitis World Hepatitis Summit 2017

Emphasize the importance of a comprehensive, integrated and multisectoral approach

that includes implementation of high-impact viral hepatitis prevention and control
measures as outlined in the Global health sector strategy on viral hepatitis 2016-2021;

Need to strengthen health systems, new models of people-centered service delivery,
integrated collaborative approaches and synergies between prevention and control
measures for : viral hepatitis, HIV, STIs,

National Center for Disease Control and Public Health

www.ncdc.ge



= To Develop the sustainable
local public-private partnership
for effective Integration of
TB/HIC/HCV screening and
early disease detection

National Center for Disease Control and Public Health www.ncdc.ge



= To raise awareness among all stakeholders including
general public on all thee diseases in the region
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= To strengthen PHC through development of integrated
TB/HIC/HCV screening model with detailed protocol
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= To map the service providers at the regional level and establish effective
referral systems to specialized clinics

= 200 doctors and 200 nurses, local health managers
= MoUs with private service providers
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National Center for Disease Control and Public Health www.ncdc.ge



Ongoing activities

= Building the providers’ capacity and increase the stakeholders’
engagement in service quality monitoring;

= Meeting individually with established groups and initiate active
Implementation of integrated screening protocol;

= Visiting sites (including village level) for supportive supervision,
Individual needs assessment and additional training;

= Training of 200 doctors and 200 nurses;
= Developing municipal programs to incentivize service providers;
= Testing — from April, 2018

@m National Center for Disease Control and Public Health www.ncdc.ge




Reg lonal Targ ets Screening Targets by Districts
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= Ministry of Labour, Health and Social Affairs
= National Family Medicine Training Center
= National Center for TB and Lung Diseases

= Infectious Diseases, AIDS and Clinical Immunology
Research Center

= Local governments
= Private service providers

15
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Infection Prevention and Control in
Healthcare facilities

Ministry of Labour, Health and Social Affairs of Georgia

Marina Darakhvelidze
Head of Health Care Department




ﬂ _
¥ LaJSmmEI0mL aRMat,
SICATTIA0MENLI 20
(N B Rl BV
w Lagnsn

Infections Control Regulating Documents
+ "Ona proval of the rules for surveillance, prevention and control of nosocomial
infections“ - Decree of the Minister of Health N°38 of September, 2015

* ,,0n Approval of Technical Rules of Disinfection and Sterilization in Medical,
Public Health and Institutions of public importance” - Governmental Decree
Ne185 of April, 2015

* Technical regalement - “Management of medical waste”, Governmental decree
Ne294, 16" of June, 2017

o “National strateéy on antimicrobial resistance for 2017-2020”- Governmental
decree N229, 11" of January, 2017

« National guideline on infection control in medical institutions (Approved by
decree of the Minister of Health N2148 /o of 2009)
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Differential packages have been
lzunched in the universal health
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Recent legislative changes

“On ap roval of assessment tool for monitoring infection control system of in-
patient hospitals” - Decree of Minister of Health N°01-9/0, 18th of January, 2016

“On aplproval of first stage plan and assessment tool for monitorinagl infection
control system of in-patient hospitals” - Decree of Minister of Health Ne01-45/0,
15th of February, 2017

“On aplproval of second stage plan and assessment tool for monitoring infection
control system of in-patient hospitals”- Decree of Minister of Health Ne01-173/o0,
3 of August, 2017.

“On Approval of the First Round Implementation Plan of Infection Control
Monitoring System in Inpatient Medical Institutions in 2018”

Decree of Minister of Health NeQ1-54/0, 2274 of February, 2018

Update of infection prevention and control guideline is under development
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¥ 1pC legislative Requirements Administration and

enforcement mechanism

* “On Approval of the Regulations on the Rules and Conditions of
Issuance of Licenses for Medical Activities and Permits of Inpatient
Institutions” -Decree No. 385 of the Government of Georgia of

December 17, 2010.

* “On approval of the Regulations on the Rules for High Risk
Outpatient Medical Activities” -Decree No. 359 of the Government
of Georgia of November 22, 2010 .

It 1s administered by the State Regulation Agency for Medical
Activities by selective control of permit/license conditions. The
process also provides for the imposition of a penalties, if
permit/license/high risk medical activities conditions are not
satisfied
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. IPC legislative Requirements Administration and enforcement
mechanism

* "On some measures to be taken for the purpose of transition to
universal healthcare*“- Decree No. 36 of the Government of Georgia of
February 21, 2013

* "On Approval of Rules for Evaluation of Infection Control SKstem in
Inpatient Medical Institutions within the State Program of the
Universal Health Care" -Decree of Minister of Health Ne01-5/n, 7 of
February, 2018

The subjects, participating in the program, are obliged to take
into account the recommendations issued during tfe
monitoring of the infection control system, otherwise the
participant status will be stopped
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omtonng of IPC Systems Functioning in inpatient
Health Care Facilities

* Since 2016 monitoring in medical institutions of the country is
conducted in the mode of assessment of the functioning of the IPC
system in inpatient medical institutions. Monitoring is coordinated
by the Health Care Department at the Ministry and in conjunction
with the NCDC. Monitoring is carried out by the method of
Supporting Supervision

* Monitoring area
v’ Inpatient Medical Facilities >150 beds in Tbilisi
v’ Inpatient Cardiac Surgical Service providers in Tbilisi
v’ Third level perinatal service providers
v With the permission of Reanimation of Tbilisi Facilities < 40 beds
v’ Inpatient medical facilities in Kutaisi and Batumi
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Goals of Monitoring

On each institution level the infection prevention and control
system

 Evaluation of capabilities and support supervision

* Evaluation of the necessary infrastructure and supplies for functioning
 Discover strongholds and follow it further

* Increase awareness of the requirements within the national regulations

* Find disadvantages and develop recommendations, methodological assistance in
place

* Identify systemic problems and plan activities to eradicate them



IPC Monitoring results
I-II Stage (Environmental Assessment Component) 66 Establishment
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Conformity indicator with the criteria for infection prevention and control
measures
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C -
Healthcare settings - Gaps

= Although regulations are in place to mandate IPC in health-care
facilities, these regulations are not well enforced

= Most hospitals have no internal policy on the safety and hepatitis
B vaccination for high-risk groups of HCWs (only 26% of
institutions in the second stage of the monitoring have satisfied
these criteria fully)

e At the second stage of the monitoring, 33% of the institutions do
not meet the safeguards of safe injection practice

* The problem still remains to identify, register and report
nosocomial infections by institutions, more than 50% of
institutions fail to fulfill this obligation
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Improving of legal and regulatory framework:

 Develop/update the healthcare workers and patients safety policy (screening,
immunization, post-exposure prophylaxis), review, recognition and
implementation

300 aFR™Ma
La 20
¢ A, 3
¥ T

Priorities for 2018

* Revision and modification of the acts regulating the infection control and
prevention measures in a medical institution

* Acceptance and Implementation of New Guidelines for Infection Control and
Prevention

* Development of educational materials on IPC-related topics for medical personnel
training of medical personnel on IPC-related topics

* In 2018, will be continue Supportive Supervision Monitoring of inpatient medical
institutions in the country



Thank you for your attention!
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Infection Prevention and Control
in Georgia: Current and Future
Activities
Giorgi Chakhunashvili MD, PhD

National Center for Disease Control and Public Health

Georgia

National Center for Disease Control & Public Health www.ncdc.ge



National Guideline on Infection Prevention and
Control (IPC)

* In 2009, the first National Guideline on “Infection
prevention and Control in Healthcare Facilities” was then
developed and published in 2009. Currently, it is being
updated with the support of US CDC

* Guideline on “Infection prevention and Control in Dental

Settings” was then developed and published

National Center for Disease Control & Public Health www.ncdc.ge



National AMR Strategy:

Activity

Strengthening IPC

Anticipated Outcome

Indicator

Establishing infection
control committees at
hospitals and
strengthening
surveillance of their
performance;

Updating documents and
preparing protocols,
guidelines and other
information material,
regulating infection
prevention and control at
health-care facilities and

ensuring their
communication

Effective organizational
control systems for
infections at inpatient
health-care facilities will
be ensured

National Center for Disease Control & Public Health

Infection control
comimittees are
established at hospitals
and their adequate
performance is ensured

Documents, protocols,
guidelines and other
information material,
regulating infection
prevention and control
at health-care facilities
are in place

www.ncdc.ge



Previous Awareness Campaigns on IPC

Healthcare workers

320 nurse received trainings on IPC (short-
term)

* 40 hospital-epidemiologist received trainings
on IPC (short-term)

* Long-term post-graduate educational course on
[PC has been developed

Non-healthcare workers
* Training of non-medical facility staff on IPC-
related topics

General population @

*  Mass media campaigns

National Center for Disease Control & Public Health www.ncdc.ge



IPC in Dental Settings

* Guideline on “Infection prevention and

Control in Dental Settings” has been

developed and implemented

* Strengthening of IPC programmes in

dental settings

* About 5,000 personals of dental settings

received trainings on [PC

National Center for Disease Control & Public Health www.ncdc.ge



Collaboration with Sanford Guide

* Sanford Guide to Hepatitis Therapy Android app
and website in Georgian language

— Disease characteristics SANFORD GUIDE

A

LOSEMMDNL JBORANAMMAITN
IR¥A3NNL LILITFIOIVEITTM

— Information on drugs
— Prevention
— Dosage calculation

* Sanford Guide to Antimicrobial
Therapy in Georgian language
(hardcopy and web-edition)
will be updated in 2018

National Center for Disease Control & Public Health www.ncdc.ge



Non-traditional healthcare and other
community settings — M & E indicators
and targets

* Activities to improve IPC in non-healthcare settings:

— State regulations and policies of IPC during aesthetic
and cosmetic procedures are updated and published
online

— SOPs on sterilization, disinfection, and waste
management available in non-medical facilities

— Number and percentage of non-medical facility staff
trained

— Degree to which sterilization, disinfection, and waste
management SOPs are followed

National Center for Disease Control & Public Health www.ncdc.ge



The following activities are planned

Strengthening IPC programmes in hospitals
Surveillance of the antibiotic use
Promotion of antibiotic stewardship
Update National IPC guideline

Development of IPC standard operation procedures

Participation in media campaigns on I[PC-related topics

(Antibiotic awareness day, TV programs, etc.)

National Center for Disease Control & Public Health

www.ncdc.ge



National Center for Emerging and Zoonotic

Infectious Diseases

Implementation TAG Recommendations for
Infection Prevention and Control

5th National Hepatitis C Elimination Workshop
Thilisi, Georgia
March 7, 2018

Meghan Lyman, M.D.
International Infection Control Program
CDC Division of Healthcare Quality Promotion



CDC International Infection Control Program

Provide rapid assistance for outbreaks and other

adverse events related to healthcare dalivery

the global burden of antimicrobial

resistance ociated with healthcare delivery

improve country Infection Prevention & Control capacity
1o prevent and control h

disease outbreaks and device




Core Components of IPC

Guidelines on Core Components
of Infection Prevention and Control
Programmes 3! | S0 nd Acul




TAG IPC Recommendations

IPC Program ==

pumm—
1. Create multidisciplinary IPC central authority or structure (IPC unit or department) accountable for

implementation of IPC all over the country.

2. Decrees are needed to approve the country IPC structure (National, facility and primary health care
levels) with clear roles and responsibilities.

3. The central IPC authority should develop a national IPC strategy and plan to achieve implementation
of IPC standards at all healthcare facilities by December 2020 (including detailed activities and timeline
for implementation).

IPC Guidelines -E Completion of the national IPC guidelines and making them accessible to all healthcare providers.

IPC Training
& Education

5. Develop a standardized national IPC training program using the national IPC guidelines as the basis.

6. Develop a training strategy with the aim of targeting all healthcare providers (clinicians, nurses,
others) by December 2020.

7. Develop and implement a communication strategy to promote behavior change of healthcare
providers and non-traditional healthcare providers to ensure safety of practices

S—

IPC Monitoring = 8. Monitor implementation of IPC at facility level by auditing IPC practices using available IPC tools to
& Evaluation

monitor progress of implementation of IPC.




IPC Program

= Progress
— Leadership support for strengthening IPC
— National IPC Focal Person identified
— National action plan under development

= Challenges
— Decentralized national IPC structure
— Limited IPC enforcement and accountability
— Limited resources allocated for IPC



IPC Guidelines

= Progress
— National IPC Guidelines being developed
— Guidelines on priority topics already approved
* Standard and transmission-based precautions
* Environmental cleaning
* Equipment decontamination and sterilization

= Challenges
— Roll-out and implementation



IPC Training

= Progress
— Motivated IPC focal persons
— Trained IPC champions

= Challenges
— Limited IPC expertise
— No IPC training strategy




IPC Monitoring & Evaluation (M&E)

= Progress
— IPC assessments (MoLHSA)
— Situational analysis (MoLHSA, CDC, and partners)

= Challenges
— Lack of M&E strategy
— Evaluating IPC implementation
— ‘Punitive’ perception

X =] [




Core Components of IPC

Important next steps

e Establish a strong national IPC unit with
sufficient resources and authority

* Mandate IPC activities at the facility level

* Effectively roll out and implement
guidelines

* Provide sufficient training to all healthcare
workers

* Monitor IPC practices to guide
improvement



Thank you

For more information, contact CDC
1-800-CDC-INFO (232-4636)
TTY: 1-888-232-6348 www.cdc.gov

The findings and conclusionsin this report are those of the authors and do not necessarily represent
the official position of the Centers for Disease Control and Prevention.




WHO GUIDANCE ON HEPATITIS SURVEILLANCE

Antons Mozalevskis, WHO Regional Office for Europe
Yvan Hutin, Global Hepatitis Programme

{7y World Health
¥ Organization




THE GLOBAL HEALTH SECTOR STRATEGY ON VIRAL HEPATITIS

o3 5

T STRATEGIC DIRECTIONS
1. Information for focused action 7t h
2. Interventions for impact leading cause of
3. Delivering for equity death globally
4. Financing for sustainability (2013)
5. Innovation for acceleration

6’ }P\\ World Health
J Organization




FOUR MAIN HEPATITIS VIRUSES

¢y

C 95%
®

of burden

Acute hepatitis

Chronic infections

Sequelae

World Health
. *,# Organization
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DATA SYSTEMS NEEDED

A |HEPATITIS SURVEILLANCE

1. Acute hepatitis that reflect new infections

2. Chronicinfections

3. Sequelae

B| PROGRAMME DATA

* Prevention indicators

e Patient registries for the cascade of care and cure

7@y World Health
¥ Organization




CHALLENGES IN VIRAL HEPATITIS SURVEILLANCE

Multiple disease outcomes
=" Consider acute hepatitis, chronic infection and sequelae

* Similar clinical presentation
= Use in-vitro diagnostics

* Asymptomatic nature of most infections
=" Plan biomarker surveys

* Multiple modes of transmission / persons at risk
=" Tailor response to national situation

{7y World Health
¥ Organization




TERMINOLOGY

DISEASE

* Acute
e Chronic

INFECTION

* New

 Old

* Resolved

SEQUELAE

e Cirrhosis

* Hepatocellular carcinoma

8/ ‘gWorld Health
\i, “¥ Organization



DIFFERENTIATING INCIDENCE AND PREVALENCE

INCIDENCE
* New infections among susceptible persons

* May lead to acute hepatitis

— Known referent exposure period (incubation)
* |nvestigation of risk factors

— Direct prevention activities
PREVALENCE

e Current infections, usually acquired in the past

e Usually asymptomatic

— Timing of exposure unknown:
* |nvestigation of risk factors limited

— Possible to examine factors associated with prevalent infection
— Plan testing and treatment

gﬁ-":gg.?g World Health
U Organization
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VIRAL HEPATITIS SURVEILLANCE

1. Detect 2. Estimate the 3. Estimate the
outbreaks, monitor prevalence of burden of sequelae
trends in incidence chronic infections

and identify risk and monitor trends
factors for new, in sentinel groups
incident infections

Surveillance for Surveillance for Surveillance for
acute hepatitis chronic infections cirrhosis and HCC

HCC: Hepatocellular carcinoma

f ﬂfv World Health

¢
W% ¥ Organization
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ACUTE HEPATITIS SURVEILLANCE

1. Detect 2. Estimate the 3. Estimate the
outbreaks, monitor prevalence of burden of sequelae
trends in incidence chronic infections

and identify risk and monitor trends
factors for new, in sentinel groups
incident infections

Surveillance for Surveillance for Surveillance for
acute hepatitis chronic infections cirrhosis and HCC

N8 World Health
¥ Organization

A b
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ACUTE HEPATITIS SURVEILLANCE

Syndromic Enhanced case
surveillance reporting

Scale Nationwide Mostly sentinel
Implementer Communicable disease Centres of excellence
surveillance

Case definitions Clinical - Type specific —
No in vitro diagnosis lgM in vitro diagnosis

Data collection Basic demographics Risk factors

Objectives Detect outbreaks Describe trends

Identify risk factors

World Health
. *.# Organization




CASE DEFINITIONS FOR ACUTE HEPATITIS

Level

Suspect case:
Clinical criteria

Confirmed case:
Clinical criteria
AND
epidemiological
criteria or
biomarker criteria

IgM anti-HAV +
OR

Acute hepatitis

Discrete onset of an acute illness with signs or symptoms of

(a) acute viral illness and

IgM anti-HEV +
OR

(b) hepatic injury (liver enzymes)

Epidemiological
link with a
confirmed case

Epidemiological
link with a
confirmed case

Acute hepatitis less common than chronic hepatitis:

Definitions must be as specific as possible

IgM anti-HBc +

Anti HCV +
AND
All IgM — for HAV,
HEV, and anti-HBc
OR

RNA +/ Anti-HCV —
OR

Sero-conversion
Anti-HCV

zgﬂg World Health

(% ¥ Organization
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SPECIFICITY KEY FOR ACUTE HEPATITIS

* Chronic hepatitis is more common than acute
* Only acute hepatitis can inform about risk factors

* |Inclusion of cases of chronic hepatitis among
cases of acute hepatitis is misleading
— Over-estimate incidence
— Misrepresent risk factors
v’ Prefer quality to quantity
v'Smaller number of sentinel sites with good diagnosis

3 World Health
’ Organization




SURVEILLANCE FOR CHRONIC INFECTIONS

1. Detect 2. Estimate the 3. Estimate the
outbreaks, monitor prevalence of burden of sequelae
trends in incidence chronic infections

and identify risk and monitor trends
factors for new, in sentinel groups
incident infections

Surveillance for Surveillance for Surveillance for
acute hepatitis chronic infections cirrhosis and HCC

7@ World Health
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SURVEILLANCE FOR CHRONIC INFECTIONS

A | BIOMARKER SURVEYS
» Reference method
* General population
* High-risk groups
B | DATA MINING
* Search for existing information (Gray literature)
C|REPORTING OF CHRONIC CASES
* Only estimates the quantity of cases diagnoses
* Best directed to patients registries
* Not to be mixed up with acute hepatitis surveillance

7@y World Health
¥ Organization




CASE DEFINITIONS FOR CHRONIC HEPATITIS

Type of criteria

Clinical criteria Person not meeting the case definition for acute hepatitis

Biomarker criteria Serological Chronic HCV
evidence of past infection
or present
infection

Anti HCV +

HCV RNA +
OR
HCV Ag +

N8 World Health
¥ Organization

A b

Chronic infections are common:
Definitions do not need:to be as specific as for acute hepatitis




04| THREE PURPOSES — THREE DOMAINS

1. Detect 2. Estimate the 3. Estimate the
outbreaks, monitor prevalence of burden of sequelae
trends in incidence chronic infections

and identify risk and monitor trends
factors for new, in sentinel groups
incident infections

Surveillance for Surveillance for Surveillance for
acute hepatitis chronic infections cirrhosis and HCC

HCC: Hepatocellular carcinoma

7@ World Health

¢
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ESTIMATING MORTALITY

1. Assess quality of the vital registration system

2. Group deaths directly associated with HBV or HCV infections
ICD-10 codes

3. Estimate cirrhosis and HCC deaths (Mortality envelope)
ICD-10 codes

4. Estimate HBV/HCV attributable fraction of HCC and cirrhosis:
* Centre of excellence
* Prevalence of HBV and HCV infections in sequelae patients

5. Apply attributable fractions to HCC and cirrhosis envelope

6. Compile data and break down by acute / chronic and by virus

World Health

HCC: Hepatocellular carcinema 8. Organization




USING SURVEILLANCE TO EVALUATE PROGRAMMES

Levels Interventions Domain

1. Prevention of new Vaccination Surveillance for acute
infections hepatitis that reflect
new infections

Food water safety

Blood safety

Condoms

Harm reduction

Infection control

ZVERE SRS Testing and treating Surveillance for

hepatitis chronic, prevalent
infections
3. Reduction of mortality Hepatocellular Surveillance for

carcinoma screening sequelae

Y 4
L NS

A b
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Hepatitis Surveillance Workshop

6 March 2018
Thilisi, Georgia




What questions need to
answered/addressed for HCV elimination?

1. Monitor the trends;

2. ldentify the risk factors for incident infections;
3. Monitor the cascade of care;

4. Evaluate the impact of interventions.

3 World Health
’ Organization




Discussion/Considerations
 EIDSS:

— Centralized sysetm for reporting cases of notifiable
conditions, including hepatitis A and hepatitis B cases

— Currenty does not collect acute HCV cases
 Harm Reduction

— Incidence study /PWID cohort

— Linking harm reduction data base through unique ID with the
treatment database planned

* Blood Program
— Possibility for surveillance of incident infections
— Query to reveal serocenversion in the screening D/B

World Health
Orgamzatlon




Discussion/Considerations

* Dialysis
— HD units screen the patients, however are not mandated
to report to the screening data base

 Pediatric and ANC

— 2016-2017, 88,689 pregnant women tested, 437 — HCV+
(0.5%)

— From 2015, 103,399 children under 18 tested, 322 —
HCV+

— Of 107 HCV+ childeren below 2, 54 ch|Idren s mothers
(50%) tested HCV- (diagnosti

World Health

% Organization



Recommendations

Strengthen human resources for hepatitis
surveillance

Establish acute hepatitis C surveillance:

— Integrate reporting of acute HCV to EIDSS?

— Establish sentinel surveillance in 3 ID hospitals?

Conduct retrospectively review of ID hospitals
records of acute hepatitis cases

Link harm reduction data base with the treatment
databased through unique ID, ensuring personal data
protection

‘‘‘‘‘ World Health

Orgamzatlon



Recommendations

* Conduct case investigation for each HCV+ child and
repeat testing at 18 months

* Ensure quality of screening tests
— Enforce limited list of quality assured test-kits

— Centralized provision of tests-kits

* Modify the decree to mandate HD units to report
and enter all cases tested HCV+

* Use eHealth database, cancer registry and vital
statistics for sequelae surveillance

World Health
%% Organization
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Estimated #
Characteristic % nationwide
218 years

Anti-HCV+ 433 7.7% 215,000

~ HCVRNA+ 311 5.4% 150,000

National Center for Disease Control and Public Health www.NCDC.ge



National Center for Disease Control and Public Health www.NCDC.ge




Abkhazia

Black Sea

| HCV RNA+
Prevalence
[ <25%
[ 2.6% -4.5%
= [ 4.6% - 5.5%
- [ 56% -6.5%
B 6% -7.5%
"[_] Nodata

@ National Center for Disease Control and Public Health www.NCDC.ge



IDU and Blood
Transfusion — Most
common risk factors

Highest prevalence g 8 Men between 30-50
regions — Samegrelo, [ 88 yecars old — Highest

Achara, Imereti, Tbilisi : R
215,000 anti-HCV | g8 prevalence
positive persons | e

Large proportion of o Only about 1/3 of anti-
individuals —unknown g% HCV positive persons
risk factors e  knew their HCV status

(@ National Center for Disease Control and Public Health www.NCDC.ge



Free of Charge HepC  BBBB  Free of Charge Hep C
treatment with peg/riba BB treatment with peg/riba
regimens for HIV/HCV ~ B888  regimens for prisoners

co-infected patients L

60% Discount program
for civilians

(@ National Center for Disease Control and Public Health

CV Elimination

Negotiations with CDC,
Gilead and other US
partners

HCV elimination
perspectives - annual
meeting at the EASL
London

1%t National workshop

Additional 10,000 geuss  National Committee
treatments with peg/riba Bes
regimens with price
reduction for civil
population

www.NCDC.ge




Special session on EASL

ad regimen .
dregimens meeting

‘the program :

ramac o8 , g Clectronic
4th National ol Screening
Workshop ¥ Bu  Module created

meeting

Screening Protocol
approved by the
Ministry

Patient inclusion
criteria removed

imination

Special session
)proved

dedicated to Georgia
on EASL meeting in
Amsterdam

d Public Health www.NCDC.ge




» Small size of the country (69,700 km?2) with population of 3.7 million people

P High prevalence of HCV infection in general population

P Strong Governmental commitment towards elimination of HCV

P Availability of all modern HCV diagnostic and treatment methods

P Strong human resource capacity in the field of viral hepatitis, and particularly in hepatitis C

» Adherence to principles of evidence-based medicine for hepatitis C

P Existence of effective systems for implementing large-scale national and international health programs,
including through multi-sectoral approach

P Availability of logistic and control mechanisms within existing national HIV/AIDS, Tuberculosis and hepatitis C
treatment programs

National Center for Disease Control and Public Health www.NCDC.ge
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2016-2020

for the glimination

of HEPATITIS C VIRUS

www.NCDC.ge



Promote advocacy, awareness and . s ;
*Massive awareness raising campaigns

Lol ecrd el clale el analel gl s il p O A s e Eicle b | eShort text messages (SMS) regularly sent to the population to invite them to the HCV screening

. *HCV Hotline established at NCDC
resource mobilization

eInfection control and prevention monitoring and evaluation in medical and non-medical facilities

P reve nt H CV tra nsm |SS| on eRegular screening activities among PWID and their sexual partners

eImproved quality control mechanisms for blood banks

| d e nt|fy Pe rsons I nfe Cte d W|th eEnhancement of screening through extending it to the more than 600 centers countrywide, including inpatient and outpatient

settings, pharmacies, Public Health Centers, Harm Reduction Cites, etc.
H CV *Development of unified electronic screening module that combines screening data from all sources

I m p rove H CV I—a bo rato ry eResearch activities for the simplification of HCV diagnostics, including studies on HCV cAg and various PCR approaches
3 g eIntroduction of external quality assessment in NCDC referral laboratory (Lugar Center
Diagnostics quality At )

*32 medical facilities providing treatment services countrywide

Provide HCV Care and Treatment [neirvinies

e|dentification and Characterization of HCV-Attributable Hepatocellular Carcinoma — in collaboration with US CDC

I m p rove H CV S urve | I I ance eSurvey to find the barriers and facilitators to enroll in the HCV treatment program

*HCV seroprevalence survey to be repeated in 2019

National Center for Disease Control and Public Health www.NCDC.ge




All hospitalized
patients - Since
November, 2016

Safe blood
program since
1997

HQ and 9 regional
labs -

Free screening for

general population

Every pregnant

women screened for

HCV —2015

ANC clinics

Hospitals

Blood Banks [

Universal
screening of
prisoners

Ministry of
Corrections

Electronic
Screening
Module

National Center for Disease Control and Public Health

Universal
screening of
military recruits

Ministry of
Defense

(Recruits) Offered free HCV
screening for

Thilisi citizens

Thilisi
Screening
Center

>600 sites
(rapid tests
purchased and
distributed by NCDC)

Outpatient
facilities

www.NCDC.ge




[ 602 outpatient facilities providing screening J

Azerbaija n

30 60 120
1 1 !

Armenia

0
S /




S S G,nce 2015, more than 1,5 million \ Unified Electronic Screening Module
. 30/0{’ persons have been screened  « Real time monitoring of screening
PR among which ~974,000 were unique progress and data linkage with other
individuals with positivity rate 10.6% | databases
o Simplified process of getting medical

------------------------------ services
=« Easy data exchange capabilities for
 Seresning Sessions in different popuUlAtion diouns.and DoSitivity raies. Valldatlon Of dlfferent results

R . Data standardization for better analysis

S oot . Proper and effective validation
mechanisms to avoid mistakes in

business rules and data entry

"+ Notification and reminder systems

"« Robust reporting capabilities

"« Comprehensive data for improved policy

DLl il Dl LD L L making process

www.NCDC.ge
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Overall number of treatment sites — 32
Number of physicians involved — 139 SOOI

Russia

: Armenia

® 4 sites ® 32 sites
2015 2017

@ National Center for Disease Control and Public Health www.NCDC.ge



P — LDV/SOF introduced
SOF introduced

(@ National Center for Disease Control and Public Health www.NCDC.ge



Elimination:

28,2015 -

HCV RNA tested | 54434

e HCV RNA Positive 49349
e * 95.2%
e Completed work-up and await case review 45767

‘ 97.2%

Case reviewed by committee | 45154

‘ 99.9%

Authorized to begin treatment I 45110

b 98.5%

Initiated HCV treatment I 43759

90.4%
¥

Completed treatment I 40034

Cured* [ 28283

*.

National Center for Disease Control and Public Health www.NCDC.ge
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HCV Elimination Program Management
Ministry of Labour, Health and Social Affairs of Georgia

State
Committee

National Center for Disease Social Service Agency
Control and Public Health |

Hepatitis Hepatitis :
Managament Center | | Managament Center - |
b Zugdidi

(@ National Center for Disease Control and Public Health www.NCDC.ge
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Project ECHO to Regional Facilities

(About 20 TeleECHO clinic sessions conducted through 4 hubs,
June 2016 — June 30, 2017)

TBILISI
ECHO Hubs

Infectious Diseases and AIDS Center; Clinic HEPA; Clinic
Neolab; Clinic Mrcheveli

Thilisi [ B zugdidi F [ Rustavi

3sites S s B 1site BB 1site

Tengiz Tsertsvadze (Head of Clinical Group) SERBRNENS

Vakhtang Kerashvili (ID Center), Elza Vashakidze (Thilisi State Medical University), SRR

Lali Sharvadze (Hepa), Maia Butsashvili (NeolLab), George Kamkamidze (NeolLab),  [oo0o

David Metreveli (Mrcheveli), Maia Zhamutashvili (Mrcheveli), Jaba Zarkua (Mrcheveli), Mamuka Zakalashvili (Mrcheveli) SRR

National Center for Disease Control and Public Health www.NCDC.ge
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Management of HEPC
Decentralization

Ekaterine Adamia

Head of Health Care Programs Division
March 2018



Goal

Goal Elimination of HCV by ensuring

prevention, diagnostics and treatment of the
disease

Targets

90-95-95

By 2020
**90% of people living with HCV are diagnosed
*95% of those diagnosed are treated
< 95% of those treated are cured



Georgia Hepatitis C Elimination Program Care Cascade
April 28, 2015 — February 28, 2018

HCV Confirmatory Testing | [EI¥EY

‘ 90.7%i

HCV RNA Positive

Completed work-up and
await case review

Case reviewed by committee

Authorized to begin treatment

Initiated HCV treatment

Completed treatment

Cured*®

* of 37,500 patients eligible for SVR assessment, 28,806 were tested, 28,283 (98.2%) achieved SVR, 8,694 (23.2% ) missing data




Challenges

* Declined enrollment in the treatment program

* Limited provider capacity and a scarcity of
treatment centers in some geographic and
especially in rural areas

— Increase from 4 sites (launch of the program in
April 2015) to 31 sites by October, 2017



Service provider

M Thilisi

H Imereti

M Adjara

M Guria

i Shida kartli
i Samegrelo
il Kvemo kartli
il Kakheti




Objectives

* Increase geographical accessibility

» decentralization of screening, care and
treatment services

* Increase financial accessibility

» simplified diagnostics algorithms
» Minimize cost of diagnostic



Diagnostic algorithm
First confirmatory test

Before 1.12.17 | "5 o

Quantitative GEL —77/33 GEL

" Cost-110 Co-payment

After 1.12.17

HCV RNA HCV RNA HCV RNA Core Ag
Genexpert Quantitative Qualitative testing

Co-payment —

OGEL

Cost — 60 Gel




Diagnostic before treatment

7480 >00 479

500

] 2
450 400 420 399

400 - 369

350 -
300 - i M with elastography (GEL)

250 -
200 -
150 -
100

H without
elastography(GEL)

2015 2016 2017 2018



Diagnostic for 12 week treatment monitoring

600 - 54453c
500 -
40C391
400 - ® with ribavirin +
interferon
300 -
23€5727 218 = with ribavirin
200 -
1 without ribavirin
100 -
0 0
0 | !

2015 2016 2017



400
350
300
250
200
150
100

50

Diagnostic cost for patient
Diagnostic for 12 week treatment monitoring

380

164

280

120

165 E volnurebale

E other

71

2015

2016

2017



Diagnostic cost
Diagnostic for 24 week treatment monitoring

677
700
600 |
y 4933502
500 H with ribavirin
400
——— M with ribavirin +
300 interferon
200 i H without ribavirin
100
/ 0 P
0 | | ¢

2015 2016 2017
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400
350
300
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200
150
100

50

Diagnostic cost for patient

Diagnostic for 24 week treatment monitoring

474

200

2015

2016

2017

H vulnerable
H other



Diagnostic cost

- SVR test (HCV RNA + Physician consultation) =

130 GEL

Fully Funded by Government




Decentralization
First Steps

e existing regulations - all in-patient facilities
are conducting HCV screening of hospital
patients.

e After 10 of march, they will have an
obligation to conduct confirmatory testing to
all HCV positive patients.




Decentralization
First Steps

* The regional laboratories of the NCDC;
* The regional units of the NCDC;

* Public Health Centers;

 Harm reduction sites;

are obliged to conduct confirmatory testing of HCV
positive patients;



Blood Samples Transportation

Hospitals

vertical programs

(safe blood,
antenatal care
etc) providers

HEPC program
providers

—

Lugar centre

NCDC Labs,
Public Health
Centres

Harm reduction
sites



Information Flow
SCREENING MODULE!

Screening registration ﬁ

Screening results %

+ -

Blood Sample stop tests

Confirmatory test é

results



Patient Surveillance

* From 1 of march 2018, The relevant units of
the NCDC and Public Health Centers are
obliged to ensure surveillance of HCV positive
patients revealed by confirmatory testing and
other needed diagnostic tests



Pilot Projects (1)

* “Integrating HCV screening and simplified
treatment services in primary healthcare” —
project of the Infectious Diseases, AIDS and
Clinical Immunology Research Center, which
aims to eliminate barriers and improve

engagement in the entire continuum of HCV
care;



Pilot Projects (2)

,,Simplifing pre-treatment diagnostic tests
and treatment monitoring process in the
Hepatitic C Elimination Project” - Project of
Clinics “Mrcheveli” and “NeolLab”



Pilot Projects (3)

* FIND’s Head Start Project, which aims to scale
up effective diagnosis and linkage to care of
PWIDs through harm reduction sites.



Pilot Projects (4)

Integration of HCV, TB and HIV Detection at PHC
level
v To Develop the sustainable local public-private

partnership for effective integration of TB/HIC/HCV
screening and early disease detection;

v’ To strengthen PHC through development of integrated
TB/HIC/HCV screening model with detailed protocol;

v' To map the service providers at the regional level and
establish effective referral systems to specialized
clinics;



Main principles/tasks of decentralization

Integrating HCV screening and simplified
treatment services in:

* Primary healthcare centers (minimum one on
each municipalities)

e Harm reduction centers (minimum one in
Thilisi, one in Batumi and one in Zugdidi)

* Hospitals



Main principles/tasks of decentralization

Simplified Treatment and Diagnostics
guidelines/algorithms

Develop reasonable minimum criteria required
for facilities to provide services to HCV patients

Initial and Continued Training for PHC, Hospital
staff

Develop necessary information systems or
modules to support decentralization projects
(harm reduction sites, PHC etc.) into Elim-C data
base



Decentralization Project (Regions)

o)

3663IMo-
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Decentralization Project (Thilisi)




Patient referral system
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HOSPITAL
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Thank you for your attention!



Implementing HCV treatment in
harm reduction centers in Georgia

Health Research Union

Maia Butsashvili



Background

» HCV treatment was integrated with OST services at one
center in Thilisi

» Enrollment of other HR sites is necessary to treat more
PWID and improve linkage to care in this high-risk group

» Technical support is necessary to facilitate the process
of application to MOH for being enrolled in HCV
elimination program and provide HCV diagnostic and
treatment services for their beneficiaries.



Background

 From January 2018, FIND will launch the project
“Feasibility, acceptability, effectiveness and cost-
effectiveness of models of HCV viremia testing for
confirmation and cure among people who inject drugs in
Georgia”

* In arm one of this study, several HR centers will start on-
site HCV RNA testing using GeneXpert platform to

improve linkage to care among PWID



Pilot project

Integration of HCV treatment
with harm reduction services

Funded by CDC




Goal and Objectives

The goal of this project is to integrate HCV treatment with

harm reduction services at four OST/NSP sites in different
regions of Georgia

Objective 1

To provide three NSP sites with security equipment to meet the MOH
requirements to the facility for enrollment in HCV treatment

Objective 2
To train personnel of NSP/OST sites enrolled in HCV treatment

Objective 3

To introduce simplified testing algorithm among patients treated at harm
reduction sites

Objective 4
To monitor diagnostic and treatment process and to establish ECHO

teleconsultations with the Hub



Activities

Facilitate enrollment in treatment program for 4 sites with
different services:

» 2 sites in western Georgia (in Zugdidi and Batumi) having
on-site RNA testing (FIND study site, arm 1)

» 1 site in Thilisi (FIND study site, arm 1)

» One private OST site (using suboxone and not being
FIND study site) with low linkage to HCV care rate



Activities
* 3 NSP sites will be provided with security equipment to

meet the MOH eligibility requirements

* 1 private OST center is already equipped with security
equipment

* Trainings at selected 4 sites will be conducted



Activities
 We plan to train physicians, nurses and social workers
before the sites start treatment

e Each site will become the spoke of the ECHO system
and will be connected to one of ECHO hubs to provide
continuous teleconsultations for physicians



Simplified regulation
This project needs simplified regulations from MOH to
make possible treatment integration at HR centers

The basic security measures (camera, security system,
lockers) is necessary

Physician on site (contracted)
Simplified diagnostic and monitoring algorithm

Contract with elimination program provider clinic



¥ Unitaid

FIND

Because diagnosis matters

FIND HEAD-Start project in Georgia

Francois Lamoury
Senior Laboratory Expert
FIND

The 5" National Hepatitis C Elimination Workshop
Thilisi, Georgia
NCDC, 7-9t March 2018



» Unitaid

B‘ Outline

FIND HEAD-Start project

FIND activities in Georgia
v’ Validating new technologies for HCV diagnosis
v’ Pilot project with different testing pathways
v Study nested within the pilot project:
Evaluation of HCV viremia testing approaches among PWID in Georgia

v' Cost analysis of testing pathways



N - ¥ Unitaid
Hepatitis ¢ Elimination through Access to

Diagnostics (HEAD) - Start projec

Ny

Goal:

&

@i

Support and build efficient and long-lasting
public health response to HCV by driving policy
change and accelerate access

Objectives:

» Accelerate the development of new HCV diagnostics

Establish innovative approaches for HCV testing [screening and diagnosis]

Assess feasibility and effectiveness of HCV service delivery approaches

Provide evidence to scale-up differentiated HCV diagnostic services

Contribute to global normative guidelines & national policies to support a
global HCV elimination pathway



¥ Unitaid
HEAD-Start: Country projects

Total Dx |
4 ) Confirmatory testing: =36,000

Georgia: Rx Targets
Provide confirmato ry Treatment: =7,200 (FIND), 20,500 (Partners)

testing for 10,500

L =

Myanmar

Vietnam

Malaysia

Incidence ef HCVinfection
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¥ Unitaid
Expanding new technologies for HCV testing
Validation project - Georgia

= Xpert HCV VL FS assay

Easier blood collection by fingerstick

Result in one hour
Study closing @ Lugar Center & Hepa+, recruited 400 participants.

Other countries: Cameroon, Malaysia, Greece, Denmark

= Future potential projects:
Use of Dried Blot Spots for HCV RNA testing

Rapid Diagnostic Test evaluation for more quality assured products



Provide pathways for
. diagnosis for PWID

Increase linkage
between screening
and confirmatory
testing

B‘B Pilot project - Georgia

¥ Unitaid

Target HCV
viremic
diagnosed and

linked to care:
=8000 PWID

Help move
elimination of HCV in
Georgia forwards



ACTIVITY

Decentralization of
HCV confirmatory
testing at HRS using
GeneXpert plasma

cartridges
. )

~

Decentralization of
HCV confirmatory
testing at HRS using
Abbott cAg assay
at Lugar Centre

FIND pilot project- scope

OUTCOME

HCV confirmatory at
HRS increases linkage
to care and reduces

loss-to-follow up
between screening and
confirmatory

Effective sample referral
mechanism and
efficient pts workflow

increases access to HCV
confirmatory and
decreases TAT

» Unitaid

POTENTIAL

gem EEm S O O O O O o oy

Support the
integration of HCV
RNA testing in TB
GeneXpert

— e ———— -

g EEm o . - - . S S Sy

One testing
approach in high
prevalence setting
(modelling)

——————_—_ "



=1 Overview FINDs contribution

= 10,500 PWID will

undergo confirmatory
testing within pilot
PROJECT

1,860
" of those will
undergo
confirmatory
testing
within the
STUDY

¥ Unitaid



» Unitaid

ms STUDY - portion of pilot project

Evaluation of HCV viremia testing approaches
among PWID in Georgia

Goals

 Service delivery approaches to provide confirmatory
testing for a greatest number of PWID being:

: Completing

« Use of cAg for test of cure (SVR 12)

« Cost of the service delivery approaches; core antigen and
point of care RNA




» Unitaid
HRS sites included in the pilot project
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Study methods

Harm Reduction Sites
AAAAOQOHEM

Non randomized assignment

D

Arm 1 - POC Arm 2 - cAg Arm 3 - SOC
AAAA QY i i
620 beneficiaries who 620 beneficiaries who 620 beneficiaries who
screen HCV+ screen HCV+ screen HCV+
- Blood draw _ - Blood draw - Current practice
- HCV RNA testing - Blood sample

Results to PWID shipped to Lugar
- HCV cAg test
- Results to PWID
CAg as test of cure

Costing of pathway
LTFU rate along care cascade



Substudy: Evaluation of the diagnostic performance of HCVcAg
as test of cure in for hepatitis C among PWID in Georgia

HCVcAQg: highly sensitive and specific in the diagnosis of active HCV infection in
different populations.

HCVcAg confirmatory testing already approved by the Georgian government

Limited data on its clinical utility to confirm sustained virologic response (SVR) in people
who have completed therapy for hepatitis C.

Hypothesis: The use of HCV cAg assay may present an alternative to confirming SVR.

1" objective: To estimate the diagnostic accuracy of HCVcAg assay in differentiating
patients who have achieved sustained virological response (SVR) from those who fail SVR
among those who have completed treatment for hepatitis C.

Analysis plan: The performance of the HCV cAg Assay to confirm SVR will be evaluated
in comparison with Abbott RealTime HCV viral load assay HCV. (sensitivity, specificity,
PPV, NPV. Subgroup analyses will include performance of HCV cAg by: HIV status, HBV
status, HCV genotype)

12
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» Unitaid
Georgia pilot project timelines

Implementation

Data
analysis
and
: report
Preparation writing
Phase I ! ! | ! ! ! I ! L !
| | | | t t t t t
f i 1 | | i [ i i i | A
| | [ [ | | | | | | |
Sl i i i i i i i i i i
engagement  Enrollment starts! ! q | ! ! ! ! !
| | | | | | | | | |
; ; - - | | | |
_ : I i I @ IContinuo:us confirmatory diagnosis among |
1 | I — _ | | | _ |
i o | | eB— | | i
Study Prc’gtocol : : : : : : : : :
Development i i i i i i i i i
I | | | | | | | | |
i i i i i i i i i i
i i i i i i i i i i
QL-Q3 | Q4 Q@2 | Q3 | Q4 Q1 | Q2 | Q3 | Q4 | QL | Q2
2017 | 2017 . 2018 | 2018 | 2018 | 2019 | 2019 | 2019 | 2019 | 2020 | 2020
| | | | | | | | | |
Study portion of pilot project
[ POC RNA | Last study enroliment

cAg per group

Standard of Care I Last study SVR12
per group




THANK YOU!

Special thanks to our partners in this endeavor! We are grateful for the input and
feedback of many of the
organizations also doing great
work in the area of HCV

elimination in Georgia

Y, World Health
Organization




Study of Barriers for HCV treatment
involvement in Harm reduction Centers

Maka Gogia

Georgian Harm Reduction Network
March 9, 2018
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Needle and Syringe Program S Geography in Georgla

BSS study results

1
2
3
4

Harm Reduction Network has 26

Georgian
. member organizations accross the country and
" administeres 14 service centres sites in 11 cities. G H r N
A

“BasBob 3g3omgdol LadsGaggurmt Jugob”

26 Faa®o mpsboBages 3gsgL. um'b BIBGNKIH LIDHCVICMD X300
LyMg0Lgdl 14 GEORGIAN HARM REDUCTION NETWORK

Numbér of PWID

45,000
49,700
52,500



Number of HCV testing sessions among PWIDs by years

30,000 ~

25,000 -

20,000 -

15,000 -

10,000 -

5,000 -~

B Number of HCV tests

=l Anti HCV positive cases

HCV/HIV testing is offered to people
with IDU history as well

1,938 2,077 1,788

1,343 1,455 1,232

2,497

mmm Number of HCV tests -partners

== Anti HCV positive cases-partners

24,658

7194

2006 2007 2008 2009 2010 2011

2012

2013

2014

2015

2016 2017

Clal i\



Harm Reduction program data, 2017

City Harm Reduction Site HCV Screening HCV positive cases No RNA diagnose NS ETL T
in treatment

New Vector 1402 60%

Thilisi New Way 2284 661 425 65%
Hepa+ 2393 672 135 35%

Aceso 2132 576 282 51%

Kutaisi New Way A% Tk 955 20%
Zugdidi Qsenoni 1795 708 212 90%
Batumi Imedi 1414 467 210 35%
Telavi Step to Future 1015 240 141 38%
Gori Step to Future 1645 499 272 55%
Poti Ordu 751 277 168 43%
Ozurgeti Fenix 1063 242 20 90%
Samtredia New Way 883 245 200 47%

Rustavi New Vector 1935 513 178 50%



To address the barriers within HCV
Elimination program

* In 2016 GHRN conducted qualitative study to
assess First Phase of HCV Elimination program

* In 2018 GHRN together with partners plans to
carry out quantitative study




Title of project:

Study of barriers to enrollment into HCV elimination
program among PWID

Part of NCDC Study of barriers among general
population

Objective of the proposed research is to identify
barriers of enrollment into HCV elimination program
among HCV antibody positive people

Duration:
9 months (April-December, 2017)



Collaborators and responsibilities

Health Research Union The project lead (PI) - plans and supervises all
project activities, participates in developing
research design/protocol, data analysis,
development of recommendations and
preparation of research papers

Georgian Harm Reduction Ensures Interviewers’ selection and trainings;

Network Conducts on-site monitoring visits at 13 harm
reduction sites; ensures high quality of
guantitative data

Medecins du Monde, Support in development of study design, data
France Funders

analysis and manuscript preparation
US CDC

NCDC

“’
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Methods

The data that are entered into the elimination program
databases will allow tracking each individual from
screening to the sustained viral response (SVR) test.

The stratified sample of PWID having positive HCV
antibody test between April-September, 2017 and not
linked to care will be selected.

Individuals who are lost to follow-up are defined as
those not having HCV RNA or Core antigen test in the
treatment database at 90" day from being screened
HCV positive.

A “linked to care” individual is defined as: HCV+
screening and having RNA/Core antigen test in the
treatment database.
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Methods

Proportional to size sample of lost to follow up as
well as linked to care PWID from each HR site will be
selected.

Overall sample size will be 500 PWID.
The telephone interviews will be used.

Interviewers will be recruited from HR center staff
(HIV voluntary counseling and testing counselors)
and trained prior to the start of the study.




Methods

Five attempts to reach each study participant will be made, as
done by NCDC barriers’ study interviewers.

Failure to reach the respondent as well as refusal rate will be
calculated.

The questionnaire will be piloted and adapted accordingly.

The questionnaire will be similar to the one used by NCDC,
with few additional questions specific to PWID

qG)
A L
o




Expected outcomes

 We expect the study results will generate important
data to understand barriers of linkage to HCV care
among PWID.

* This will make possible to plan effective interventions
to improve the enrollment into HCV elimination
program ensuring better coverage of most important
and hard to reach population as PWID to achieve
HCV elimination goal.
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Progress Made in
Assuring Quality HCV
Diagnostics In
Georgla

BETH SKAGGS, PHD
CDC SOUTH CAUCASUS OFFICE

___________________________________________________________________________________________________________________]




Access to Accurate and Timely
Laboratory Diagnostics is the Backbone
of the HCV Elimination Program

Confirmation Preparation
. . Treatment
Screening of Active for Monitorin
Infection Treatment &
s N N N N N

4 Week HCV RNA
Anti-HCV HCV RNA or HCV Pre-Rx diagnostics . . 12-Weeks SVR
. . . Biochemistry/
Screening Core Ag Detection HCV Genotyping HCV RNA
Hematology tests
\ VAN VAN VAN VAN J

=|n 2015-2016 ~600,000 HCV related tests were performed in Georgia

=US reports ~1-3% error rate among all clinical laboratory tests

"A 2% error rate of HCV screening in Georgia would result in 12,000 incorrect HCV tests over
this 2 year period

=Quality Management System is intended to detect errors, prevent them in the future and
reduce cost



Where We Were......
*Challenges Presented in April 2016

sAppropriate laboratory services in regions yet to be established
* Services in Thilisi are adequate

*No unified external quality control system exists
* Quality control limited to internal control procedures

=Test-kits used by laboratories vary based on availability from the
suppliers; most of test-kits have not been validated

=Unified standard procedures not identified for participating labs
*No national certification systems for clinical laboratories exists
*No systematic training of lab personnel in biosafety standard

=Screening HIV antibodies not part of program



Current Situation...March 2018

» Regulatory Basis for Laboratory Quality Assurance

» Elimination Plan Strategy 4: Improve HCV Laboratory Diagnostic
= |dentification of National Reference Laboratory (NRL)

= Creation of a National External Quality Assurance Program for PHL,
Clinical and Blood Bank Laboratories

»MoH decree “On provision of Lab Quality Assurance for the Hepatitis C
elimination program”

= Minimum requirements and mandatory tests for lab providers
participating in hepatitis C elimination program

= Development of SOPs and implementation in the participating labs
= National EQA Program Structure

» Laboratory Regulation effective January 2017



Expanded Access to HCV Laboratory
Diagnostics

16 HCV PCR Laboratories (14 HCV Genotype); 1 HCV Core Ag Laboratory




Establishment of a National EQA
Program

National Quality

Manager
National CDC

Technical Advisory

Committee

Administration
and Logistics

National PHL

THE 5TH NATIONALHEPATITIS C ELIMINATION WORKSHOP, TBILISI 2018

Data Management

National PHL National PHL




Role of NRL in Establishment of National
External Quality Assurance Program

*Demonstrate acceptable performance in
International EQA Programs

° HCV VL and genotyping
o Serology for HBV, HCV, and HIV
° HCV Core Antigen

*Maintain and expand ISO 15189
accreditation

"Develop Georgian proficiency testing (PT)
Panels

o Agreement with Blood banks

o Characterization, prep and store of >600 PT
aliquots

o Monthly stability testing of PT aliquots

> Routine monitoring and documentation of
internal quality control




Role of NRL in Establishment of National
External Quality Assurance Program

=Develop EQA Program Documents (dual T e e
language) .-

* Panel Instructions for participants _. =
> PT Survey forms il o
° Flanse comuiete form. ann ool send Bk inwnadutady by Trad to

Panel Receipt Confirmation forms

L o N
Matinnw Cartur fur Stsamee Covernt & Prbbe ae bt VOS]

* Individual and Summary Reports e
* Feed Back

GENATCVL 2017
Parwi 1 Pune 2017} — Inddesl Buport

o Data analysis and recommendations

o Site visits
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Georgian National PT Panel for
Viral Load and Genotyping

=Locally representative source
=Each panels includes 5 specimens

=*Coding of PT specimens is unique for each
laboratory to avoid consultation of
obtained results between labs prior to
submission

=Distributed 3 times per year

=Data from the participating laboratories
analyzed for feedback

° Individual Laboratory and Summary Reports




National EQA
Program Results
2017




Expansion of Laboratories has Created a
Diversity of Reagents, Kits and Equipment

_ Viral Load (16 labs) Genotyping (14 labs) -

RNA Isolation Kits 9 10
PCR Assay Kits 6 7
PCR Equipment 9 8

*Currently no data on types of Qualitative HCV kits in use
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Methods for PT Results
Analysis

=All viral load results are quantitative and reported in log,,

“For each PT specimen, Mean and Standard Deviation (SD) of
guantitative VL results are calculated from all laboratories,

including Reference Laboratory
= +/-1SD - Excellent

= +/-3 SD - Acceptable
*Two laboratories do not perform Genotyping

"In December 2017 PT Round, 2 laboratories did not participate
citing insufficient funding/reagents to do so



EQA Program Results 2017

Table 1: QUANTITATIVE VIRAL LOAD

PT Round # of Labs Total # of VL Percent within | Percent Percent
Reporting Results 1 SD - Excellent | between 1-2 between 2-3
SD - Good SD -
Acceptable
July 2017 13/13 65 80% 14% 6%
Sept 2017 15/15 75 75% 19% 6%
Dec 2017* 13/15 65 75% 21% 3%

Table 2: GENOTYPE

PT Round # of Labs Percent with
reporting correct result

July 2017 11/13 100% 2 labs do not perform test
Sept 2017 13/15 100% 2 labs do not perform test
Dec 2017* 11/15 100% 2 labs do not perform test



Specimen 01 — HCV Viral load (comparative)

Lab

Ref

001 | 002 | 003

Obtained results (logio) (July)

004

005

006

007

008

009

010

011

012

013

SD
log10

Result

Lab

-1SD

5.34
Excel

Ref

+1SD|+3SD|(+1SD

5.69
Excel

001

002

5.70
Excel

003

+1SD

5.72
Excel

Obtained results (log1o0) (Sept)

004

+1SD

5.79
Excel

005

+2SD

6.00
Good

006

+1SD

5.88
Excel

007

-25D

5.30
Good

008

+1SD

5.67
Excel

009

-25D

5.06
Good

010

+1SD

5.58
Excel

011

-25D

5.29
Good

012

+1SD

5.48
Excel

013

014

015

SD
log10

Resuhﬁ

Lab

-1SD
5.27

Excel

Ref

-1SD
5.47

Excel

001

+1SD
5.84

Excel

002

+1SD
5.74

Excel

003

-1SD
5.22

Excel

+1SD
5.76

Excel

+1SD
5.74

Excel

+1SD
5.76

Excel

+2SD
5.87
Good

+1SD
5.69

Excel

-2SD
4.80
Good

+2SD
6.07
Good

-2SD
5.03
Good

Obtained results (logio0) (Dec)

004

005

006

007

008

009

010

+1SD
5.62

Excel

011 | 012 | 013

-1SD
5.43

Excel

014

+1SD
5.65

Excel

015

SD
log10

Result

-1SD
5.35

-1SD
5.42

+1SD
5.85

-1SD
5.56

Excel

-1SD
5.52

Excel

+1SD
5.57

Excel

+1SD
5.99

Excel

+1SD
5.78

Excel

+2SD
6.16
Good

-2SD
5.06
Good

5.46

-1SD
5.46

+25D
6.30




Cumulative 2017 EQA Program Results-
Quantitative HCV Viral Load

THE 5TH NATIONALHEPATITIS C ELIMINATION WORKSHOP, TBILISI 2018



Qualitative Interpretation of
HCV Viral Load Results - 2017

PT HCV RNA HCV Genotyping
Round Qualitative
interpretation

# of Labs # of Labs

reporting reporting
Percent correct Percent correct .
results results *No false negative results

July 13 11 o
2017 100% 100% "No false positive results
Sept 15 13 "No errors with Genotype
2017 100% 100%
Dec 13 11
2017 100% 100%



Conclusions and Recommendations

» Significant diversity of the reagents and equipment
o FDA-approved automated tests most accurate

»Some labs modify test methods without validation

o All labs should follow the manufacturers recommended protocols, conduct and
document test validations

» Some laboratories have switched to qualitative PCR for
confirmatory testing

o EQA Panels need to be modified to better control for qualitative PCR testing
and interpretation

» HCV Rapid Testing are not quality assured

o Centralize procurement of all HCV rapid tests and include verification of tests in
NRL before confirming purchase

>Standqrdized package of SOPs for quality management and biosafety are



Where We Were......
*Challenges Presented in April 2016

=Appropriate laboratory services in regions yet to be established V
*No unified external quality control system exists V
*No national certification systems for clinical laboratories exists V

=Screening for HIV antibodies not part of program \/

sTest-kits used by laboratories vary based on availability from the
suppliers; most of test-kits have not been validated X

=Unified standard procedures not identified for participating labs X

*No systematic training of lab personnel in biosafety standard X



Next Steps

» Expand pool of PT specimens to include additional genotypes; and
new tests: qualitative PCR and GenExpert

» Establish HCV serology EQA panels and program for blood banks

» Standardize specimen rejection criteria for referred specimens to
quickly identify and correct problems in specimen collection and
transport systems

»Include hematology and biochemistry EQA results in National EQA
database for all labs in elimination program

»Conduct laboratory assessments, including review of test validation
documentation

o Document progress in labs assessed in 2015

o Establish baseline data for new labs since 2015



Remaining Gaps

=Quality Assurance System for HCV Rapid Tests

= Funding for centralized procurement and supply chain
management

"Package of standardized SOPs
= use and documentation of IQC
= test validation
= Root Cause Analysis and Corrective and Preventative Action
= management of infectious waste

sStandardized training in QMS and biosafety
= To support compliance with laboratory certification standards
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Overview

* Importance of decentralization of care to achieve
elimination goals and address the TAG
recommendations

* Real world examples of decentralization and
simplified algorithms
* New Mexico, United States
* Punjab, India



Why Decentralization?
TAG Recommendations to Meet
Elimination Goals

e Rapid increase in number of providers in primary care
trained to test and treat HCV

* HCV Treatment sites should include all hospitals, prisons,
harm reduction programs, medication assisted
treatment centers and TB and HIV treatment sites

» Referral relationships should be formalized and
strengthened between the current major HCV treatment
sites and non-tertiary care providers integrating HCV
testing and treatment services in clinical settings

* The major HCV treatment sites can provide mentors and
educators for newly trained providers

 ECHO provides a platform to strengthen educational,
training and referral relationships



Decentralization and Simplified
Treatment Algorithms

* There is not one accepted, tested way to implement
decentralization

* There is not one accepted, simplified treatment
algorithm

* Some key principles
* Expands access to care

* Better serve individual needs (treat closer to home or in
acceptable setting) — integrated service delivery,
differentiated care

* Minimize expensive diagnostics (e.g., use pangenotypic if
available to avoid genotyping)

* Minimize labs without sacrificing safety



Georgia: Projects Underway

* Simplified diagnostics and treatment monitoring of
HCV infected patients in rural primary care facilities
in the country of Georgia

* Tengiz Tsertsvadze, IDACIRC

e Simplification of pretreatment diagnostic
evaluation and on-treatment monitoring
procedures within HCV Elimination Project

e Jaba Zarqua, Mrcheveli



Real World Examples

* New Mexico, United States
* Punjab, India



Project

ECHO’

Moving Knowledge Instead of Patients




New Mexico

* Low population density, large
geographic area
e 315194 km?
e 2.086 million people

 Most areas have few health care
providers and no specialists




Hepatitis C in New Mexico (2004)

* More than 35,000 reported HCV cases
* Less than 5% had been treated
* Only one academic health center treated HCV

* Highest rate of cirrhosis deaths in the nation



Goals of Project ECHO

* Develop capacity to safely and
effectively treat HCV in all areas of New
Mexico and to monitor outcomes

* Develop a model to treat complex
diseases in rural locations and
developing countries



Methods

* Use technology to leverage scarce
healthcare resources (specialty
knowledge and expertise)

* Share “best practices”- reduce variation
In care

e Case based learning (learning by doing)

e Centralized database to monitor
outcomes

Arora S, Geppert CM, Kalishman S, et al: Acad Med. 2007 Feb;82(2): 154-60.



Steps

e Train physicians, nurses, pharmacists and
their teams in HCV care

e Conduct teleECHO clinics — “Knowledge
Network”

e |nitiate case-based guided practice —
“Learning loops”

e Collect data and monitor outcomes
centrally






Learning Loops

v’ Interactive Learning
Environment

v’ Co-management of Cases
v’ Learning by doing

v’ Learning from didactics

v’ Learning from each other

v Collaborative Problem
Solving



ECHO vs. Telemedicine

ECHO Supports
Community Based Patients reached with specialty
Primary Care Teams knowledge & expertise
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If'n'_\M

Hepatitis C Genotypes 3 Treatment Regimen Decision Tree

Genotype 3 Patients

Does the patient have cirrhosis?

version: 12/11/2017

(ECHO,

yes no
| v
r 1 ?
Is the patient decompensated? Is the patient treatment experienced:
I v ¥
l yes no 1 ‘;:S no
Is the patient treatment experienced? 5 D SX D e acl?
Is the patient DAA experienced? P 8 Is the patient DIAA experienceds: SOF/VEL
¥ 1 1 ¥ s L 12 weeks
yes no yes " L)
Is the patient DAA experienced? SOF/VEL /VOX* or -
SOF/VEL + RBV 12 weeks |
SOF/VEL + RBV = WEeRs
12 weeks ‘ l G/P
24 weeks yes 4.4 Rattmg: 1A
T Roting: 1A el 8 weeks
Roring: 4C (ir ¥
SOF/VEL /VOX SOF/VEL/VOX G/P or > NSSA Testing Raring: 1A
SOF DAC + RBV 12 weeks 12 weeks 12 weeks I
' (¢) Y83 | {-) Y923
12 weeks Rating: A Oll' Raring: #b,8 Rating: (4
¥ Ranng: 18 A 1 l
or -
[ EBR/GZR + SOF SOF/VEL + RBV SOF/VEL
If RBV Intolerant: 12 weeks 12 weeks 12 weeks
Rating: 18 U Raring: 1A g
SOF/VEL o Rating: 1A
)
24 weeks
T SOF/VEL/VOX
Rating: IA
or 12 weeks
1 Ac Antl Roting: No,8
SOF DAC EBR/GZR: elbasvir/grazoprevir (Zepatier)
24 weeks G/P glecaprevir/pibrentasvir (Mavyret)
RBV: ribavinn
Rating: #C
SOF/VEL: sofosbuvir/velpatasvir (Epdusa)

YRating for Leve! of Recommendation SOF/VEL/VOX: sofosbuvir/velpatas

sofosbuvir and daclatasvis

svir/vonilaprevir (Vosevi)SOF DAC

*IF NS5A-experienced, add weight based RBV



ECHO,

for 12 weeks

Hepatitis C Minimum Visit/ Labs Flow Sheet

Wk Wk Wk Wk Wk Wk
Week of S ] 12
Treatment FrEEnIng Start of Tx 2 4 s 24

End of Tx

Dates M A 01/01/18 01/15/18 01/23/18 02/26/18 03/26/18 oef1a/18
Visit X X X X X X
HCWY RMA o X
CBC w/f Diff X X X X X
Chem 7 X X X X X
LFTs/HFP * * * * *
HBzAg
HBs Ab M
HBc Ab¥
Key Points to Remember:
1) Week 0 Visit is the day of the first dose of medication.
2)Lab draws are done the end of the treatment week.
3} HBc Ab should be total or |12G.
Patient Name: Date of Birth: Patient I0: Genotype:

REV: 11fedMT SLE




Hepatitis C Treatment in New Mexico

Project ECHO Partners

Treat Approximately 1,712 patients/year

2,140 Patients

Project ECHO Partners

Treat Approximately 428 patients/year
UNMHSC pp y p %

Center for Digestive Diseases Clinic
Treated Approximately 100 patients/year

UNMHSC

] e it 250 i

2004




Tackling the Hepatitis C Disease Burden in
Punjab

* June 2016 - Government of Punjab launched a public health
program under the Mukh Mantri Punjab Hepatitis-C Relief

Fund (MMPHCRF) that offers free HCV treatment to all
residents of Punjab

* The goal is to eliminate HCV from Punjab in 10 years

* Treatment offered through a decentralized network of 22
District Hospitals and 3 Government Medical College

250 clinicians have been identified for training on diagnosis
and treatment of chronic HCV

Tackling the Hepatitis C Disease Burden in Punjab, India Radha K. Dhiman, et al.(J
CLIN EXP HEPATOL 2016;6:224—232)



Burden of Hepatitis C in Punjab

PUNJAB



HCYV Prevalence in Surveyed Districts

Urban%- 3.09
Rural%- 3.38
Total%-3.29

=
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22 districts
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Ludhiana - 141004

Prevalence

*




Capacity Building of HCW

m Hep C Workshop — 4 hour course

= 80 Clinicians trained from 25 centers (3 GMCs
+ 22 District Hospitals)

m ECHO
= Hub: PGIMER, Chandigarh
= Spokes (25 centers)
= Syllabus

m Case discussions

m Didactic lectures

m What’s App Group
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Assessment Prior to Treatment
(HCV RNA +)

m Detailed history and physical examination

m Baseline tests
= CBC, LFT, RFT (Renal Function Tests)

m Viral co-infections
= HBsAg, HIV

m Ultrasound of the abdomen
®m Women of childbearing age

m Urine pregnancy test

m Fvaluation for diagnosis of cirrhosis



Evaluation of Cirrhosis

m Fibroscan — Cirthosis (METAVIR F4): >12.5 kPa

m [f Fibroscan not available:

m Platelets <75,000/cmm
m APRI = 2.0
m FIB-4 > 3.25



HCV RNA (+)

Present (~14%)

Genotype-Optional Genotype-Mandatory
Genotype 1 & 4 Genotype 3

SOF+LDV+RBYV for 12 weeks SOF+DCV+RBV
or SOF+DCV 24 weeks for 24 weeks

HCV RNA fO]f ETR (OpthflﬁD SOF’ sofosbuvit

DCYV, daclatasvir
LDV, ledipasvir

HCV RNA for SVR (Mandatory) RBV, ribavirin

Absent (~86%)

SOF+DCV for 12 weeks




Follow up and Tracking of patients

m Treatment Cards for patients availing

MMPHCRF

m Master Data with UID for each case: Aadhar
based

m Follow up of case: Every 4 weeks in order to
counsel the patient and to check the patient

m Centralized case record

m SVR (Sustained Viral Response) records: 12
weeks after treatment completion



Cascade Report (June 2016 - Jan 2018)

45000

40000

35000

30000

25000

20000

15000

10000

5000

40720
36867
32599
24746
22574
2172
Initiated on Treatment SVR Due SVR Done Cured Not Cured

Treatment Complete
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Replication of the ECHO
Model in Georgia



Project ECHO and
the Georgia HCV
Elimination Program

* ECHO Immersion
* January 2016
Albugquerque, NM
* First TeleECHO Cliny
* February 2016/~
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Summary

* Pioneering work

* Need for ongoing evaluation and quality
improvement

* Decentralization — need for intense coordination

* Need ongoing education/mentorship of providers
* Dissemination of new information
* Complexity of cases
* Referral pathways
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Scientific Committee Progress
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CDC Foundation




Establishment of the Smentlﬂc Commlttee

0 Established in August, 2016

= Research agenda development
= Transparency
= Coordination

" Communication

O The need for such a committee was to
= Avoid overlapping efforts

= Assist stakeholders in data analysis

= Assistin dissemination of research findings

= Obtain resources for conducting priority
activities




Scientific Committee

2 Co-chaired by NCDC and CDC
representatives

2 Members
= MoLHSA
= NCDC
= |[DACIRDC
= Clinic Hepa
= Clinic Neolab
= Clinic Mrcheveli
= USCDC



Members and Non-members

2 Members
= (Clinicians, researchers, policy-makers
= |ocal and international stake-holders

0 Non-members (e.g.: NGOs, Universities,
other partners) may be invited ad hoc
= University of Bristol
= FIND
= Boston University Medical Center
= LIFER
= ECHO
= MDM
= EASL Foundation



Roles of the Scientific Committee

2 Review, approve, and support study proposals
= |RB review and approvals
= Assist in securing funding
= Study implementation
= Data analysis
= Manuscript writing
Q Coordination with
" MoLHSA
= Clinical Committee
" |nternational organizations

2 Journal club



Scientific Committee Progress
(August 2016 — February 2018)

2 Number of proposals reviewed/approved:

40 reviewed
32 approved

2 Types of proposals approved

Clinical outcomes (treatment/SVR, long-term survival, other)
Linkage and access to care

Innovative diagnostics

Simplified regimens and treatment expansion

HCV incidence studies

Molecular epidemiology

Establishing a specimen repository

Modeling



Scientific Committee Progress — Funding

Epi studies

Database Analysis

Diagnostic studies and

. 4
sample archive

Healthcare Evaluation 5

Modeling & Economic
Evaluation

Total 16

1




Presentations and Publications

2 Oral and Poster presentations
= EASL, 2017 — 9 poster presentations & Georgia session
= AASLD, 2017 — 5 poster presentations
= WHS, 2017 — 7 poster presentations & Georgia session

= EASL, 2018 — 6 poster/1 oral presentations & Georgia side-meeting
a Manuscripts

= Already published - 4
= |n press-2

" Finalized and submitted to the peer reviewed journal - 1
" Drafted-1



Screening & Linkage to Care

A Key Challenge....




Improving Access to Care and Treatment

0 Recently approved proposals to improve access to care and treatment:

= Assess effectiveness of screening and linkage

= Assess barriers

= Decentralization of services into primary care and harm reduction
settings



Documenting HCV Elimination

Monitoring &

Survelllance o it

Research




The Role of Research in Public Health Programs

O “Theresearch-policy arena is assumed to be a
retail store in which researchers are busy

filling shelves of a shop front with a Do you sometimes feel like this?
comprehensive set of all possible relevant
studies that a decision-maker might some day

drop by to purchase.1”

0 Co-production of research knowledge
increases

= Relevance
= Comprehensibility
= Likelihood of use of a piece of research

“My policy-maker doesn’t understand me!”

LLomas J. Connecting research and policy. Can J Policy
Res. 2000;1:140-144



Conclusions

0 Coordination of efforts improves efficiency
0 Robust research agenda is critical to support elimination program goals

0 Lessons learned from the Georgia HCV Elimination will guide other
elimination efforts globally
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Thank you

2 “If it can’t be done in Georgia, it
can’t be done.”

- Francisco Averhoff




“Hepatitis C Cured Patient
Association”

H(™PA

HEPATITIS C CURED PATIENT ASSOCIATION

Founders:

Mr. Temur Radiani, Doctor of Biology, Author of the idea;

Mr. Irakli Koridze, an economist;

Mr. Ezekiel Intskirveli-Chkheidze, Head of Kvemo Kartli Forestry Service;

Mr. Beso Kupreishvili, Founder and Director Of Finger Theater.



Introduction




Mission

Promoting successful implementation of HCV elimination program in
Georgia, Raising awareness on viral hepatitis and reduction of stigma
and discrimination related to hepatitis in society.
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Goals (I)

Uniting the Patients Cured from HCV and forming a supportive
advocacy group;

Raising awareness on HCV elimination program in the population;

Reducing stigma and discrimination related to hepatitis in medical
institutions and societies;

. Attracting population to increase awareness on the problem of
hepatitis C;



Goals (Il)

5. Cooperation with governmental, non-governmental organizations and
funds to support the communication activities within HCV elimination
program;

6. Increasing popularity and availability of the successful programs and
disseminating information on new initiatives; cooperation with the EU
professional institutions;

7. Sharing the Information and Experience on HCV Elimination in Georgia
Participating in international meetings and conferences organized by
international advocacy organizations;

8. Expansion of Association by increasing the involvement of cured patients.



Advocacy

A right to be heard is our
opportunity to speak out.

o

Many people, one voice. ™




. 1
Suggestion's
* Changes in Legislation/Mandatory screening

* Strengthening Infection Control in Health Care and Non-Medical Facilities

f : 2
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"In my struggle for my life, I've learned that whatever happens to you, you should
never give up, you should keep fighting, and eventually with a little luck and a lot of
help from kind people, the virus will be defeated! | am sure that a few more years
will pass and we will all be celebrating the full elimination of hepatitis C in my
country,”.

Temur Radiani, cured of HCV, Georgia



hank you for attention!

Questions?



5t HEPATITIS C

Technical Advisory Group

TAG Meeting
February 9, 2018

blood Safety

Eter1 Kipiani
National Center for Disease Control and Public Health

Mational Center for Disease Control & Public Health wWWWw.ncdc. ge




Outline

* Status of blood safety program in blood banks
* Progress

* Challenges

* Next steps

Mational Center for Disease Control & Public Health wWWWw.ncdc. ge



Current Status
Distribution of Blood Banks in Georgia, 2018

22 blood establishments hold state license in blood production service, 15 blood
banks out of them participate in the State Safe Blood Program (2 additional banks
have been involved since 2018)

@ Participate in the state program
Blood banks involved since 2018

&> Do not participate in the state program

Mational Center for Disease Control & Public Health WWw.ncdc. ge




Current Status
Country Requirement, 2017

Blood donation by 1% of the population
can meet a nation’s most basic
requirements for blood

Percentage of Georgian population donating blood

B Number of Georgian
population

B Number of unique
3700400 donors

Mational Center for Disease Control & Public Health

Don’t wait until disaster strikes

GIVE BLOOD
GIVE NOW
GIVE OFTEN

W(@rld Blood Donor Day @m Heaith

(e s, G riow. Give oftens, 14 JUNE 2017 Organization

In 2016, a total of 53000 blood
transfusions were performed by
hospitals

In the same year, 1,4% of
Georgian population donated
blood and more than 80000
donations were collected by
blood banks

www.ncdc.ge




Current Status
Country Profile

= Blood donation rate is higher in high-income countries, while prevalence of Hepatitis C
shows inversely proportional trend

= Georgia is between upper and lower middle income countries in blood donation rate and
between lower middle-income and low-income countries in the prevalence of Hepatitis C

Blood Donation Rate and HCV Prevalence by Country Income
35

32.1
30
25
20
15
10
5
0
High-income Upper middle-income Georgia Lower middle-income Low-income countries
-5 countries countries countries
s Blood donation rate = Prevalence of Hepatitis C in blood donations
--------- Linear (Blood donation rate) -e-+-<- Linear (Prevalence of Hepatitis C in blood donations )

--------- Linear (Prevalence of Hepatitis C in blood donations )

Mational Center for Disease Control & Public Health wWWWw.ncdc. ge




Statistical Data, 2015-2017
Voluntary vs. Paid vs. Family/Replacement

Based on analysis of statistical data from 2015-2017:
* Paid donations prevail on the number of non-remunerated and family/replacement donations
= Repeat donors constitute the majority of donations

* Total number of donations has increased by 12% during last three years with slight increase
(up to 5%) in the number of non-remunerated donations

Number and Percentage of donations by donor status, 2015-2017

90000
80655

40000 78156
68898
70000 61289 (76%)
59237 (76%)
60000
47173 (58%)
50000 44362 (57%)
42665 (62%) {57%) 40491 (59%)
40000
0,
30000 R 1574 (28% 18381 (23%)
20000 16060(23% 12382 (15%) 17224(25% 17783(23%
10170(1596 220(14°°

10000

0

Total Paid Non-remunerated Family/Replacement First Time Repeat
H2015 m2016 m2017

Mational Center for Disease Control & Public Health wWWWw.ncdc. ge




Current Status
Age and Gender Distribution, 2017

More than 100 000 donations have been made at all blood banks (including those not
participating in the program):

= Male donors constitute majority (58%) of the total donors

= Highest prevalence was observed among males in age group of 40-49 and 30-39

Age and gender distribution in anti-HCV positive blood donors, 2017
250

219

200

150

102

100

Anti HCV positive donors

50

18-29 30-39 40-49 50-65

M # of Male Donors | # of Female Donors

Mational Center for Disease Control & Public Health WWW.Nncdc. ge




Current Status
First-time vs. repeat donors among anti HCV positive donations

In 2017, a total of 78 156 donations have been performed by blood banks participating in the
program, including 583 anti HCV positive donations with the highest rate in first-time
family/replacement and first-time voluntary unpaid donors and the lowest in paid and
voluntary unpaid repeat donors

Anti HCV Prevalence in Repeat and First-time Donor Population by Donor Status, 2017

600
500 PN e
400 PN T
300 %
200 o :
100 .
0 . | e
First Time Repeat
M Total 529 54
m Family/Replacement 242 22
m Non-remunerated 169 17
Paid 116 16
. Total s Family/Replacement s Non-remunerated Paid
--------- Linear (Total) ceeeeeeee Expon. (Family/Replacement) seeeeeoeo Expon. (Non-remunerated) Expon. (Paid)

Mational Center for Disease Control & Public Health www.ncdc. ge




Curt Status

Anti HCV prevalence by gender and donor status, 2015-2016

According to the statistical data analysis of 2015-2017, first time replacement and voluntary

unpaid male donors prevail on the number of repeat

Anti HCV Prevalence in Repeat and First-time Donor Population by Gender and Donor Status, 2015-2017

1600

1400

1200

1000

800

600

400

200

0

Total

Replacement

Voluntary unpaid

Paid

[ Repeat Female

58

10

4

44

[ Repeat Male

207

54

51

102

M First time Female

271

104

120

47

M First time Male

963

415

285

263

Mational Center for Disease Control & Public Health

www.ncdc.ge




Current Status

Distribution of Anti HCV Positive Donations in the Regional
Context

In 2017, highest rate of antibody positive donations were registered by blood bank located
in Samegrelo region showing direct correlation with national burden of HCV spread in
Georgia

Regional Distribution of anti HCV positive donations

m Thilisi = Zugdidi, Samegrelo Region = Kutaisi, Imereti Region Batumi, Ajara = Gori, Shida Kartli Region

Mational Center for Disease Control & Public Health wWWWw.ncdc. ge




Progress
Amendments to State Safe Blood Program

p
External
Quality
Control <
System

-
Confirmatory (™
Testing

<

Financing <

* Blood banks that do not participate in the program were given the opportunity to participate in

the external quality control system

* An additional professional testing mechanism has been added through the Lugar Center
* Two additional specialists will be assigned to draw out SOPs and provide monitoring and

inspection of blood banks

Blood banks must ensure:

* Transportation of Hepatitis C screening-positive samples to the Center for confirmatory testing
using Cor-Ag method

* Transportation of HIV screening-positive blood samples to AIDS Center for confirmatory testing

* Mandatory notification of screening positive blood donors about their status

* Removal of blood and blood components from previous donations of screening positive donors

* All participating blood banks will receive 17 GEL for each donation

* Quarterly, the blood banks will receive additional 2 GEL for each donation if proportion of
voluntary donations has increased by 10% compared to the previous year, or if the proportion
of voluntary donations within the total donations is 50%

* In addition, the blood banks will receive additional 3 GEL for each donation quarterly, if the
proportion of voluntary donations within the total donations is 50%, and within these
voluntary donations, 30% are regular voluntary donations
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Progress
Amendments to Licensing Requirements

The Safe Blood Working Group prepared the first draft of changes to licensing requirement.

Infrastructure and facilities for personal hygiene, cleaning and  Donor selection: All donors undergo a screening process to

disinfection of the premises assess their suitability. Questionnaire must be designed to elicit
information relevant to health and lifestyle of donor. On
completion it is signed by the donor. List of conditions are in
the standards and may be useful to include in the
questionnaire. Hemoglobin concentration must be determined
each time the donor attends to donate blood or blood

components.
Safe medical waste segregation, collection, storage, disposal, Donation:
recycling and/or destruction according to the rules established - Minimum 12 square meters for donor chair and additionally,
by legislation at least 6 square meters for extra chair

- Scale for donation.

To ensure the proper regime of disinfection and sterilization Equipment: scale for donor, scale for blood components,
and the relevant accounting according to the rules prescribed tonometer, donor chair, refrigerated centrifuge, plasma
by legislation extractor, domestic refrigerator, refrigerator for red cells (+2

+6, if produced), plasma freezer (-80 -16), Platelet incubator
and shaker (+20 +24, if produced)
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Progress
Amendments to Licensing Requirements

Blood and blood components storage facilities and equipment  Infrastructure: registration and medical examination room

according to the legislation with adequate furniture and facilities for registration and
selection of donors, blood collection room, room for
laboratory for blood group serology, room for laboratory for
TTI testing (shall be air-conditioned), sterilization and
washing room, refreshment room, waiting room, store and
records room.

Uninterrupted water and electricity supply Testing-typing: minimum ELISA for TTT testing and minimum
Test Tube Method for blood group typing

Maintenance of medical and statistical documentation Blood component preparation: refrigerated centrifuge,
according to the legislation equipment for apheresis (for plasma centers)

Respective specialty certificates/qualifications of medical Blood storage: storage areas must provide for appropriately
personnel as required by the legislation secure and segregated storage of different types of blood and

blood components including quarantine and released
materials. Storage areas should be maintained within
appropriate temperature limits. Frozen, refrigerated or heated
storage conditions should have a temperature recording and
alarm. Quarantined status areas should be marked clearly.

Participation in the State External Quality Control System
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Progress
Activities

= All licensed blood banks and majority of hospitals performing blood transfusion
are involved in the Donors’ Unified Electronic Database enabling vein-to vein
traceability of T'TT infections

= Development of the national guidelines for blood donor TTI testing is in the
process, including algorithms of blood donor screening as well as confirmatory
testing, donor re-entry algorithms, product disposition, donor notification and
management

= One laboratory specialist was contracted for providing external quality control
and selection process for recruitment of transfusion medicine specialist is in
progress

= Negotiation with Global Fund on procurement (donation) of two NAT
equipment has been started
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Progress
Linkage to Diagnostic Services

* Confirmatory testing of HCV screening positive cases was introduced within the Hepatitis
C Management Program that eliminated financial barrier to in depth diagnostic services

= Since 2018, blood banks transfer hepatitis C screening-positive samples to the Center for
Cor-Ag confirmatory testing

* During January-February 2018, a total of 14608 donations were screened,106 screening
positive samples were sent to the Lugar Center, 55 confirmed results have been found

January-February 2018

106

120

100

80

60

40

20

Number of screening positive samples Number of HCV confirmed cases
sent to the Lugar Center
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Progress

KAP Survey Main Barriers

Social problems,
registration to b]

unclear procedures from donor
0od realization, donation stress

Lack or depreciation of important information,
patients bear €Xpensed for blood taken from
voluntary donors
Remote location of

blood banks, absence of
ertisements and mo

tivationa] stories in movies,

Voluntary
Unpaid Repeat

) lack of stimulation of
Donation

unpaid voluntary repeat donationg
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Progress
Communication Campaign

Activities

Multimedia Campaign

Supporting events related to the World blood
Donor Day were held within the week

4 blood drive days were held in corporative
organizations (blood was taken from 230

persons)

Popularization materials with campaign

logotype and slogan were prepared and

distributed among general and donor
population

A seminar for media representatives was
held at NCDC

Short motivational text messages were

sent to 29,367 potential, eligible donors

Mational Center for Disease Control & Public Health

Live television broadcasting of voluntary
blood donation was organized to raise public
awareness

10 television broadcasts were dedicated to
the popularization of voluntary repeat
donations

24 infographics were prepared and posted on
Facebook page I am a Blood Donor

Number of creative and awareness
raising posts were prepared and posted
on Facebook page

13 educational and informational articles
were prepared and published in print and
social media

www.ncdc.ge



Progress
EU Technical Assistance Tools

TAIEX

Sharing EU Expertise

In December 2017, NCDC submitted Strategic TAIEX and Twinning Projects to European
Commission aiming at approximation of national blood safety regulations to EU directives.

(P

DIRECTIVE 2002/98/EC OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL of 27 January 2003 setting standards of quality and safety
for the collection, testing, processing, storage and distributionof human
blood and blood componentsand amending Directive 2001/83/EC

COMMISSION DIRECTIVE 2004/33/EC of 22 March 2004

implementing Directive 2002/98/EC of the European Parliament and of the
Council as regards certain technical requirements for blood and blood
components

COMMISSION DIRECTIVE 2005/61/EC of 30 September 2005
implementing Directive 2002/98/EC of the European Parliament and of the
Council as regards traceability requirements and notification of serious
adverse reactions and events

COMMISSION DIRECTIVE 2005/62/EC of 30 September 2005
implementing Directive 2002/98/EC of the European Parliament and of the
Council as regards Community standards and specifications relating to a /

quality system for blood establishments

Mational Center for Disease Control & Public Health

s% TAIEX project was approved

* Twinning project was included into the
priorities short list

www.ncdc.ge




Challenges
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Next Steps
Still need to be done

[Finalize national guidelines for TTI testing ]

all blood banks

Finalize amendments to licensing requirements and submit for
endorsement

{ Finalize building of external quality control system and involve

{Prepare for expert mission within TAIEX tool }

Implement necessary activities to introduce NAT piloting in
2019 (including NAT apparatus and trainings)

Increase voluntary unpaid repeat donations

Conduct active communication campaign to raise population
awareness on voluntary regular blood donations
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Thank you for your attention/!

Stay connected with us
E-mail: e kipiani@ncdc.ge
Web site: donori.ncdc.ge
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HCV treatment decentralization

Harm Reduction group

Maia Butsashvili



Background

~ PWID are a major source of the burden of HCV in the

country as documented by the national HCV sero-survey
conducted in 2015

~ Recent modeling indicates that priority treatment of PWID
is heeded to reach the elimination goals




Problems related with
HCV infected PWID medical care

» Double-stigma in society
» Possible discrimination in medical institutions

» Unwillingness of medical infrastructure to meet the demands
of this patient group

» Solution - user friendly, non-judgmental and unbiased
medical setting




Integrating HCV care with HR services

Integrated services

= Can mitigate stigma

= Encourage HCV treatment access by creating non-judgmental
environment at the familiar institution (HR center)

= Based on trusting relationships and supports

The effectiveness of this strategy can be assessed to determine if this

model can be expanded nationally.




Milestones of HCV treatment integration initiative
with HR services

April, 2016
» Meeting on integration of HCV treatment with harm reduction services -
during EASL meeting, Barcelona

June, 2076

» Meeting of ECHO and CDC team with civil society representatives and
NCDC at HRU/NEOLAB office to discuss HCV treatment integration with
HR services

» TAG recommendations

December 2017
» First meeting on HCV treatment decentralization




Working group

' ™
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Challenges to Address

» Simplified Diagnostics and Treatment guidelines/algorithms
» Ensure Laboratory and Diagnostics integration

» Develop and Disseminate SOPs

» Develop Curriculum for Harm Reduction Centers

» Initial and Continued (CME) Training for Harm Reduction staff




Challenges to Address (cont.)

» Use of ECHO platform to facilitate training when applicable

» Develop necessary information systems/modules to support
decentralization projects into the national Elim-C database

» Develop reasonable minimum criteria required for facilities to
provide services to HCV patients

» Incorporate lessons, findings from harm reduction center
related pilot projects into practical model/action plan.




Roles and Responsibilities:

» Meet as a group as recommended by the Oversight committee
and the workgroup Chair

» Adhere to timeline of task completion outlined by the
oversight committee and workgroup chair

» Develop an action plan for decentralization at Harm Reduction
Centers that addresses the challenges below

» Adhere to expectations of meetings, communication,
documents/products set by the oversight workgroup (meeting
minutes, action plans, white papers, proposals, etc.)




Concerns related to integrating HCV treatment
with HR services

» Unwillingness of HR center personnel

» Low trust among patients and preference to be
treated at specialized clinics

» Quality of treatment and poorer outcome




Study to evaluate barriers of integrated care
Funded by CDC/TEPHINET

» KAP survey of OST/NSP personnel on HCV care integration
to evaluate readiness of health personnel to provide HCV
care at OST/NSP sites.

» Qualitative evaluation of HCV treatment integration to
understand barriers and challenges of HCV integrated care

» Patient satisfaction survey

» Chart review form for patients enrolled in integrated care
services




Patient satisfaction survey

Preliminary results

Is the location of medical facility convenient for Yes 93.3
you?

How satisfactory are the conditions (building, Good 97.9
waiting space, sanitary conditions) at the medical

facility?

Are you satisfied with the attitude towards you Yes 08
from your doctor?

Are you satisfied with the attitude towards you Yes o8

from the nurses?

AN .:,\.' .‘,“‘.—'
AL
AR L LAY
ALY
AR
,.‘.I.‘\‘.\. A\

12



Patient satisfaction survey

Preliminary results

Have you received comprehensive information about
hepatitis C treatment and side effects?

Do you think that your confidentiality is protected during
HCV treatment?

Do you think that it’s convenient to receive HCV treatment
and methadone substitution therapy at the same clinic?

In general, how would you assess HCV treatment services at
this facility?

Will you recommend your family member/relative/friend (if
interested) to be enrolled in National HCV Elimination
Program?

Yes

Yes

Yes
Very Good

Yes

98%

96.2%

98%

93.5%

100%
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Provider attitude to HCV treatment integrated

services (IS) o
Preliminary data (N=51)

Queston T answer

Do you believe HCV treatment should be Yes 08
integrated with HR services

Do you believe your institution has enough Yes 82.8
administrative resources for IS?

Do you believe your institution has Yes 68.8
appropriate infrastructure for IS?

Willing to have IS at their institution Yes 08

14



Diagnostics

Necessary diagnostic tests

» Screening
- (HCV antibody test)

» Confirmatory testing

- Core Antigen, RNA PCR (Quantitative, Qualitative), GeneExpert
- Centralized location of confirmatory testing (Lugar Center)

> Pre-treatment diagnostics
- Simplify requirements
- Minimize cost




Simplified Algorithm of pre-treatment diagnostics

-

Confirmed chronic HCV
infection

L

Liver fibrosis assessment

with FIB-4
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Simplified Treatment Monitoring Algorithm

4 8 12
Clinical assessment X X X
HCV RNA quantitative
Complete blood count X* xX* xX*
ALT X X X

12 or 24

* only for patients receiving Ribavirin containing regimens



» Develop reasonable minimum criteria required
for facilities to provide services to HCV patients

» Incorporate lessons, findings from pilot projects
into model




