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Introduction

In April 2016, The Government of Georgia and the company "Gilead" signed a long-term agreement on the continuous provision for zero price of the new generation of hepatitis C medicines by Gilead Science Inc., until the elimination of hepatitis C in Georgia.

In August 2016, a long-term strategy for elimination of hepatitis C (2016-2020) was developed to achieve the ultimate goal of eliminating the hepatitis C. Strategy sets forth the following targets, to be reached by 2020: 

· 90% of HCV infected persons will be tested for their infection,

· 95% of people with chronic infection will receive treatment, and 

· 95% of persons receiving treatment will be cured of HCV 

This report reflects the Hep C elimination program progress in June 2019. The report was prepared by the Ministry of IDPs from the Occupied Territories, Labour, Health and Social Affairs of Georgia in collaboration with the National Center for Disease Control and Prevention. 
1 Statistics 
1.1 Georgia Hepatitis C Elimination Program Care Cascade, April 28, 2015 – 
June 30, 2019
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Positive Anti- HCV Test (Total)* 117,499
¥ 96.2%
Positive Anti- HCV Test (Tx eligible)** 113,091

§ 795%
Tested for HCV RNA or CoreAg 89,914

§ 82.6%

Positive for Current HCV Infection

|

78.4%
Initiated HCV Treatment

§ 92.6%
Completed 21 Round of Treatment 53,908
¥ 04.6%
Eligible for SVR Testing 50,998
§ 756%
Tested for SVR 38,538
$ 03.6%
Cured*** 38,007

* Among persons with national ID number; ** Age > 12 with no mortality data prior to confirmation

*** Per-protocol, includes retreatments. Among 38,967 persons tested after their 1% round of treatment, 37,427 (96.0%)

achieved SVR (Including 82.1% for SOF-based regimens, 98.1% for SOF/LED regimens, and 96.3% for SOF/VEL regimens). 1,392 persons were retreated with a 2 round
of treatment, with 94.2% (618/656) of those tested achieving SVR. By Intention-to-Treat analysis: 73.7%





2 Update on programmatic activities
2.1 Information about screening activities 
 Total number of registered screening is 2 940 241
  Total number of positive screening among the registered ones is 163 128 (5.55%)
  Distribution by age and gender among the positive screenings (figures 1 and 2):

Figure 1. Number of Individuals screened on Hep C and confirmed with the disease in June 2019 per age categories
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Figure 2: Number of individuals screened and found positive on Hep C per gender, in June 2019
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2.2 Information about drugs

Total number of disbursed Sovaldi bottles: 39 478

Sovaldi bottles delivered to service Providers:  34 586
Sovaldi bottles donated to the Republic of Belarus: 1 500
Sovaldi bottles donated to the Republic of Armenia: 3 000
Sovaldi bottles remaining in central stock: 393 (validity period is expired, since sovaldi regimens are almost no longer used for treatment in practice)
Total number of disbursed Harvoni bottles: 168 440 
Harvoni bottles delivered to service Providers:  159 179
Harvoni bottles remaining in central stock: 2124 – expiration date December 2019 (+7137 expired as of April 30th) 
     Total number of disbursed Epclusa bottles: 10976
Epclusa bottles delivered to service Providers:  2916
Epclusa bottles remaining in central stock:  8060
2.3 Information about Elimination Program Data Management System
SMS-code service was added to the Elim C system, which enables institution to view patients’ cases, including an open case, without registration.

New functionalities for Admin's user are as follows:

· permission to change the status of the case;

· permission to change the beginning, cancellation or completion of the monitoring status;

· permission to change quantities of medications and regimes approved by the commission;

· permission to change the status of the commission and commenting about changes on case level; 

· permission to edit or delete cases approved by Commission and SSA or already completed;

· permission to delete services of monitoring;

· permission to delete cases;

· functional to change FIB4 limit index for Primary Health Care Centers;

· functional for issue of medications due defined date. 

Administration of treatment regimens:

· Functional to copy, delete, edit of regimes, services and medication;

· Functional to manage regimes status (active, passive) and add a validity period.

Patient’s citizenship verification:

Georgian citizenship is checked on appointment of services; on approval stage of SSA and the Commission; and on the stage of redirecting to monitoring services (Except for prison patients, who are not Georgian citizen).

New validation for Primary Health Care users:

· If not added FIB4 result, user have no opportunity to add other studies except - Blood tests, ALT and AST.

New function of Manager's User:

· Added function to delete uploaded file and assigned services (Within 24 hours after appointment). 

Decentralization of samples transportation:

· Added new organizations, which are responsible on samples transportation.

· Added the daily dose of medication in the patients monitoring.

· In drug issue history, instead of the medication batch number appears serial number.

· Added comment field in Doctor's consultation: If the patient has no complications or side effects.

· Added provider's region/address and cause of the end of treatment in the Excel of cases. 

· The history of treatment for hepatitis C completed within the first visit to the doctor, appears in Form-100, 14th field - "Performed treatment".

· The system description document (Georgian version).

· The provider institution can view all history of cases of their registered patients.

· Has been removed the status of the Commission from the category of Agency.

Technical support of screening “STOP C” and Hepatitis C treatment systems is ongoing.
2.4 Other Activities
1. FIND decentralization workshop

FIND decentralization workshop (using GeneXpert capacity) was held on July 2-3, 2019, which was attended by the key stakeholders - CDC, NCDC, private/public labs involved in the HCV Elimination Program. Two-day interactive workshop was dedicated to the FIND study progress update and progress of the decentralization project.

2. Clinical Group Meeting 

Clinical group meeting was held at the Infectious Diseases, AIDS and Clinical Immunology Research Center on July 17, 2019. The group members including Dr. Tengiz Tsertsvadze Director General of IDACIRC and Mrs. Ekaterine Adamia, Head of Public Health and Programs Division of the Ministry agreed to have two types of approaches.

1. "true" cascade for the decentralized sites - starting from the screening at each site and of those screened positive, how many had confirmatory testing done afterward either at the same site or referred to Lugar center. Then, number of those diagnosed in fib4 testing done at the same site where the screening was and # of eligible patients for PHC/HR who initiated treatment at this decentralized site. then the remaining tiers of the cascade with the completion and SVR assessment.

2. so-called "mix-method" which demonstrates the performance of each decentralized sites by each indicator (the list of indicators below). NOTE no cascade. 

· a total number of screening tests and anti-HCV positives

· a total number of confirmatory tests done and the number of persons with chronic infection (in case the decentralized site doesn't perform HCV confirmation on site but rather sends the samples to the Lugar center, then you just track the # of blood samples sent from the PHC or HR to the LC and out of the # of Core Ag tests done and the results respectively)

· a total number of fib4 tests and # of eligible patients (<1.45)

· a total number of eligible patients-initiated treatment

· a total number completed treatment (and # of discontinuation)

· a total number eligible SVR assessment

· a total SVR assessment and results

As for the Definition of HCV reinfection and treatment, protocol was approved by the scientific committee (May 3rd, 2019). MoIDPsLHSA is working to incorporate expenses for HCV reinfection in the budget of HCV elimination program and this should be approved by governmental decree.  

3. Scientific Committee Meeting of Hepatitis C Elimination State Program

23rd Scientific Committee Meeting of Hepatitis C Elimination Program in Georgia was held on July 19, 2019. New proposals included:

Epidemiology of tuberculosis and hepatitis C co-infection in the Country of Georgia by Davit Baliashvili, Emory University. And Learning lessons from Georgia - Using economic modeling to determine optimum screening and linkage-to-treatment strategies for achieving high treatment coverage in Eastern Europe and Central Asia by Dr. Josephine Walker, University of Bristol.

Along with the program progress updates, NCDC young investigator of NCDC Ms. Sophia Surguladze presented Identification and Characterization of HCV-Attributable Hepatocellular Carcinoma among Persons with Hepatobiliary Cancer Diagnoses in Georgia: 2015-2016; and representative of Clinic Mrcheveli introduced Simplification of pretreatment diagnostic evaluation and on-treatment monitoring procedures.

In the end, Dr. Tengiz Tsertvadze presented recommendations from the recent Clinical Committee Meeting.

4. Decentralization training

On July 29, 30 and 31 training was held on implementation of the decentralization efforts of HCV elimination program in Georgia.

The objectives of the meeting were as follows:

1. Build capacity of primary healthcare doctors at central and district levels for the planning, implementing, and monitoring of decentralization of HCV care and treatment to primary healthcare facilities;

2. Overcome the misconceptions of the HCV elimination program and HCV infection through training HCWs (physicians and nurses) to increase awareness. 

2 days were dedicated to clinicians who provide screening, care, and treatment of hepatitis C in Primary healthcare sites in Georgia. 

1-day introductory training for clinicians who will NOT conduct treatment at Hospitals providing screening. The training covered general information on hepatitis C, diagnostics, treatment (medications, drug interaction and side effects) and elimination program (procedures of enrollment), overall successes and challenges of the program.

Outcomes of training included:

1. 30 trained primary healthcare doctors (including a referral system) to provide HCV care and treatment to the population.

2. 30 Physicians and nurses not enrolled in HCV elimination program (from different healthcare institutions, including primary health care and emergency departments/hospitals) from Tbilisi and regions with high HCV prevalence.

5. Tele Call on Hepatitis C Elimination Program in Georgia 

There was a tele call between MoIDPsLHSA, NCDC and CDC, which was mainly focused on the program updates, decentralization progress including effectiveness and challenges faced so far. CDC presented an updated cascade for the decentralization and challenges in respect of evaluation. The decision was made to convene the meeting to discuss the cascades and figures in details and find the solution. Recent or upcoming regulatory changes were shared by the Ministry including free of charge diagnostics for everyone, allowance for more severe liver damaged cases to be treated at the decentralized sites, removal of 4-week RNA.

6. World Hepatitis Day 2019

To celebrate World Hepatitis Day, on July 28, 2019 the Ministry of Internally Displaced Persons from the Occupied Territories, Labour, Health and Social Affairs of Georgia, together with the National Center for Disease Control and Public Health, Patient’s Association launched new campaign “You C”, in Georgian “ShenC”. The goal of the campaign is that every citizen must know the HCV status, as the disease is asymptomatic and the only way to determine hepatitis is to be screened. The event was attended by the Prime Minister of Georgia Mr. Mamuka Bakhtadze, Chairperson of the Parliament of Georgia, Minister of IDPs, Labour, Health and Social Affairs of Georgia Mrs. Ekaterine Tikaradze, Members of Parliament, recovered patients, representatives of the international organizations and medical community.
The event featured a presentation with the results and achievements of the HCV elimination program.

7. Publications

In total, there are 14 upcoming Manuscripts in the pipeline. Two of them are published in July in commemoration of the World Hepatitis Day: the manuscript on Georgia experience of Hep C elimination “Excellence in Viral Hepatitis Elimination – Lessons learned from Georgia” was published on July 27 in Journal hepatology; and Morbidity and Mortality Weekly Report: "Role of Needle and Syringe Harm Reduction Program in National Progress towards Hepatitis C, Elimination — Georgia, 2015-2018". Half of the rest manuscripts are already submitted in BMJ, Clinical ID, and other journals.
8. Study visit of MoH Uzbekistan
The Government of Uzbekistan has identified viral hepatitis, particularly Hepatitis C, among the top public health priorities and recently declared intention to eliminate Hepatitis C and share best practices and achievements attained by Georgia within the Hepatitis C Elimination Program.  

Upon mutual communication study visit will be held during September 26, 2019 - October 1, 2019. In the delegation will be included Prof. Erkin Musabaev (Institute of Virology (IOV), Director), representatives of the MOH of Uzbekistan, senior clinicians and laboratory professionals from the MOH/IOV. CDC with Support NCDC ensures planning and organizing the upcoming visit. The study tour is funded the by the CDC Office in Uzbekistan.
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