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History and Overview of the HCV Elimination Program
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Dear Chairman, Dear colleagues,
I would like to express our sincere gratitude for attending special session for Georgia which is great honor for us, to thank The International Liver Congress team and CDC for support in organizing of this event. Annual meeting of the European Association for the Study of the Liver is very important event for clinicians as well as scientists and different stakeholders. Annually 10 000-14 000 people are attending the congress. This is 4th year for Georgia and its great pleasure and honor to participate on this event. Also I would like to highlight that last 3 years: first year in London, in next year in Vienna and last year in Barcelona there were side events for Georgia. This year we have special session and we are in main program of congress which is great honor and opportunity for us to share information about progress and results of Hepatitis C elimination program in our country which is indicated to be first country in world which set up this ambitious but viable goal.
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Georgia is located at the crossroads of Western Asia and Eastern Europe. Bounded to the west by the Black Sea, to the north by Russia, to the south by Turkey and Armenia, and to the southeast by Azerbaijan. The capital city is Tbilisi. With Country Population – 3,7 million.  Georgia unfortunately is still is developing countries, GDP per capita (USD) in 2015 was $3743.1
In 2013 when new government was elected Health became top political priority of the Government of Georgia and Universal Health Care Program was introduced. Currently almost 100 % of population are covered with health services. The main purposes are to increase access and improve the quality of healthcare services for the population, which is reflected in an unprecedented increase in state allocations for the healthcare sector.
Improvement of prevention and management of priority communicable diseases are among the health priorities directions which were approved by government. We have flagman programs in country and experience in implementing and managing large-scale national and international health programs, in the field of HIV/AIDS and very important concept of Hepatitis C elimination in Georgia.  

Given small size and population of Georgia we are among the countries with the highest hepatitis C prevalence. According In 2015 National survey which was conducted by NCDC and CDC revealed that ~150 thousand (adult population) people are infected with active HCV infection and need to be treated. In percent’s it means that 7.7% are Anti-HCV+, and 5.4% are HCV RNA+.
Considering that we have available Human and Technical Resources for Hepatitis C management, the necessary infrastructure, logistics resources for the management of hepatitis C we gradually began to address this problem.
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Here starts the road that we went through to launch this unique project: 
In 2011-2012 under the Global Fund project to Fight AIDS, Tuberculosis and Malaria (GFATM) free of Charge Hepatitis C treatment with regimens for HIV/HCV co-infected patients with Peg/Riba was provided.
First steps towards HCV program were made in 2013 Free of Charge Hepatitis C treatment with Peg/Riba regimens was provided for prisoners. HCV treatment accessibility has increased 10 000 Patients from civil sector were offered a 60% discount for medicines (Peg/Riba) 1800 people registered in the framework of program of those only 800 have been treated.
In early 2014 we began negotiations with US CDC, Gilead Sciences, Inc, and other US partners very important step was made on 1st National Workshop on Hepatitis C, March 12-14, 2014.
In November decision regarding program launch of Hepatitis C Elimination program was almost made within the Gilead Sciences, Inc meeting in US and it was declared on press conference.
In December National Committee for HCV elimination program was established. The committee began development of short and long term action plans.  In parallel guidelines and protocols for directly acting antiviral were under development.
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In the beginning of 2015 Infection control and prevention policy documents and guidelines were updated, Sterilization and disinfection standard operating procedures were developed and implemented, Regulations in aesthetic centers and beauty salons were also implemented as well as control of dental clinics and introduction of regulations.
Information technology department of Ministry began Development of so called “Stop C” electronic program.
Doctor trainings were conducted on updated protocols and guidelines.
National workshop on Short/urgent measures of Hepatitis C elimination action plan for Georgia took place in March 2015 the main purpose of this workshop was to finalize short term measures and some important issues as for example drug safety and etc. 
National program for short-term/urgent measures of HCV elimination action plan was approved and state program launched. 
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Memorandum of Understanding between Georgian Government and Gilead Sciences, Inc was signed on April 21th. 
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In parallel Large-scale PR campaigns have been launched with multi-sectoral approach and awareness rising in the population 
With support of US CDC a tool for assessment of clinics was developed initially 4 clinics were selected and Committee specially dedicated for patient inclusion was created 
On May 1 we’ve received first stock of “Sovaldi”
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On May 15th May first patient received first pill of “Sovaldi”;
Beneficiaries of Initial phase of the elimination program were citizens of Georgia with ID card and in prisoners. Program included the prioritizing of patients in the most need, Inclusion criteria: F3, F4 Fibrosis; Compensated and decompensate cirrhosis, Liver transplantation, and clinically important extra hepatic manifestations and HIV / AIDS co-infection. Within the State program Diagnostics before the treatment and for the monitoring of treatment considering co-payment as well as additional drugs (RIBA/INF) are provided to the beneficiaries.
Free screening in pregnant women, at childbirth, recruits and other target groups was introduced as well as NCDC provided free screening for whole poplulation.
US CDC published an article in the weekly magazine: “The Launch of a Hepatitis C Elimination Program in the Country of Georgia”
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Project „ECHO” (Extension for Community Healthcare Outcomes) in the framework of L.I.F.E.R. (Liver institute and foundation for education and research) was implemented. Program supported in many terms especially in discussions of difficult cases and different issues.
To facilitate the development of a comprehensive Hepatitis C elimination plan, Georgia with U.S. CDC and other partners held an External Hepatitis Technical Advisory Group (TAG), meeting in Tbilisi, Georgia, on 3-4, November 2015
In 2015 On AASLD WHO symposium Georgia had presentation about Hepatitis C elimination Program. Program overall was met with approval.
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New regulations obliged all inpatient institution to screen all hospitalized patients and report to NCDC. Also with US CDC recommendations screening guidelines have been developed and approved.
Within updating of treatment guidelines and national protocols considering recommendations from clinical experts on new regimens with “Harvoni” state committee members were trained by Gilead Sciences, Inc; 
In parallel assessment of “Stop C” was performed and considering gaps the decision regarding creation of new Electronic program was made Gilead Sciences, Inc supported and approved Grant for development of new “Elimination C”.
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In February 2016 we have received first stock of „Harvoni“.
Core antigen study protocol was approved and has been launched.
National serosurvey was completed, which gives us opportunity to implement targeted preventive measures.As I’ve already mentioned study revealed that 150 thousand people are infected with active HCV infection and need to be treated.
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Clinical group was created which is dedicated for clinical monitoring and analysis of the results as well as trainings for doctors.
In April 2016 3rd National Workshop on HCV was held, main objective was the summarizing of long-term elimination plan
In April 2016 at EASL conference a side session for Georgia was held topics included: Genesis and Evolution, Epidemiology and Burden of HCV in Georgia, HCV Elimination Strategy and Results of Phase I of Elimination: Early Treatment and Access for HCV Infected Patients with Severe Liver Disease
Same dates in Barcelona Long term agreement between Company Gilead Sciences, Inc and Georgia Government was signed
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Eligibility criteria were removed 
New Elimination С program was launched
New service center for management and screening of patients was opened. Which recorded almost 60% of all registered. 
On the table you can see comparison of the processes before and after launch of new electronic program “Elimination C” and opening of management center.
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 „ECHO” was implemented in local facilities 
Symposium for National Guidance and Education Advisory Program for HCV Elimination Program for Georgia took plane on June 20 Chairs of the symposium were Drs. Nezam Afdhal and Stefan Zeuzem. Objectives of symposium were to Incorporate new therapies into the care of patients with chronic HCV,  Incorporate improved processes for HCV screening and diagnostic testing into clinical practice to describe the progress of the Georgia HCV Elimination Program.
On august 18th long term action plan strategy was approved by government of Georgia
Second TAG meeting was held on Oct 24-25 2016 the aim of meeting was to finalize English version of Elimination plan.
Georgia HCV Elimination Scientific Committee was established, who is responsible for:  Coordination of scientific agenda between stakeholders in Georgia HCV elimination program, Assist stakeholders, conduct analysis and dissemination of research.
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Second article was published in MMWR National Progress toward Hepatitis C Elimination — Georgia, 2015–2016
US CDC offered free external control schemes for laboratories participating in the program 
Gilead Sciences, Inc is making movie about progress of Hepatitis C Elimination program in Georgia 
4th National Hepatitis C Elimination Workshop took place; the overall objective of the workshop was Technical Advisory Group (TAG) recommendations of measures to be implemented in 2017 in accordance with the performance of competencies.
On March 22 we’ve opened screening and management Center in Zugdidi.
New Scheme for Drug logistics which reduced cost 3x times for drug distribution was implemented and live committee was established which means inclusion of patients on daily basis.
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As for numbers From Apr 28, 2015 – to Dec 31, 2016 there are more than  470 000 screened of those 36 322 HCV RNA positive 27 595 started treatment, 19 778 completed treatment 7280 ongoing treatment 537 not completed treatment due to different reasons.(Death, Adverse event, Self-discontinuation). Treatment outcomes in Sof-based regimens are quite high and vary in most cases are 80% Treatment Outcomes in Patients with Complete SVR Data Receiving Sofosbuvir/Ledipasvir based Regimens was 98.2% for all genotypes and regimens. 
Data source Georgia’s HCV Elimination Program Treatment Database 
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Currently there are 29 service provider clinics (we were starting from 4 providers) Regions gradually launched providing services within the program.
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As for future goals:
· Negotiations are ongoing to attract partners in order to increase access to screening
· Unified Screening database is under development and should be introduced shortly
· Georgia C Hepatitis web page is under development 
· Strategy for inclusion of target Groups as PWID
· Annual report is under development 
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Progress against HCV in Georgia

There is monthly reporting system implemented and Gilead Sciences, Inc and US CDC are provided with conﬁdential information about people involved in the program, Adverse Events (if any) and information on the progress of the program.
Information about importance of early screening/detection, treatment and prevention is broadcasted by mass media on a daily basis.
The program significantly contributed to the outbreak of hepatitis C in the general population to reduce the stigma associated with the disease.
The project itself is great example of public and private partnership and all above mentioned is empowered by strong political will Hepatitis C is Priority activity for government of Georgia in nearest 5 years
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