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OPENING ADDRESSES

	
· Dr. Francisco Averhoff
· Dr. Averhoff welcomed the Scientific Committee meeting participants, and formally opened the meeting. He introduced the new coordinator for the scientific committee – Dr. Tatia Kuchuloria. 


	

Issues Discussed
 


	
· Dr. Nasrullah stressed the importance of the scientific committee, as it serves to answer the critical questions and document the lessons learned. He emphasized that different components of HCV Elimination Program - such as M&E, surveillance and research - might overlap and pointed out that HCV Elimination Program progress needed to be tracked and documented.
· Dr. Nasrullah encouraged his colleagues to utilize and analyze different databases such as STOP C, population serosurvey and surveillance special studies.
· Dr. Nasrullah summarized the previous scientific committee meeting. He listed the objectives of the committee: coordination of the scientific agenda, assistance to stakeholders to conduct analysis and dissemination of research.
· Before starting the discussion of the proposals Dr. Nasrullah explained the review process, which includes the following steps: 1) submitting the completed concept proposal sheet to the scientific committee co-chairs; 2) discussion of the proposal by the committee, evaluation of its merit and significance to the HCV Elimination Program; 3) approval or refusal of the proposal; 4) if approved, the PI will come up with details of the members of working group along with the timeline, analysis plan, and table shells. CDC scientific team will assist with the statistical analysis; 5) when the abstract/manuscript is ready, it should be submitted to the scientific committee for their records.
· Dr. Nasrullah noted that all four sites, as well as the Ministry, CDC and NCDC should be represented in the studies that use the national treatment database by at least one investigator. Outside investigators can also be involved, however, they need to be approved by the committee. 

	
Discussion of the proposals


	
· Viral limit of detection for diagnosis of chronic HCV infection.
PI: J. Morgan Freiman, Boston University Medical Center

· Dr. Freiman presented her proposal. She explained that the study aimed to support the development of portable tests or less expensive alternatives to NAT achieving the same accuracy. The study used the data that had already been obtained from the specimens in Georgia. Genotype 3 data would be of special interest.
· Dr. Averhoff suggested to have some local investigators involved.
· Dr. Gia Kamkamidze expressed his interest in the project observing that it was a secondary analysis which did not need any additional funding. The statistical model would include all factors defining the viral load and the viral load itself would be the outcome variable. Dr. Kamkamidze advised to reformulate the title.
· Dr. Juliette Morgan drew the audience’s attention to the issue of validation of quantitative data, as different centers used different platforms. In response, Dr. Kamkamidze explained that the manufacturer of the test could be considered as one of the factors influencing the viral load.
· Dr. Morgan noted that the committee was going to receive many similar requests, as various academic institutions would probably get interested with the abundance of data that Georgia has and come up with new potential ideas. She considered it as a good opportunity for Georgian data to be utilized by the reputable academic institutions for abstracts/publications, as it would benefit other countries that do not have access to expensive diagnostics. She underlined that Georgian data had the strength to have an impact beyond Georgia.
· Dr. Morgan and Dr. Averhoff both agreed that the committee had to decide whether they welcomed outside requests for access to the data or they felt more comfortable to do the analysis in Georgia not letting the data outside the country.
· Jaba Zarkua pointed out that the data access had to be given out only for those studies that seemed beneficial to the HCV Elimination Program.
· Dr. Kamkamidze outlined that the work that Dr. Freiman was proposing to do is useful and the committee had to use the author’s abilities to do the model construction. However, full access on the data should NOT be granted. Primary (univariate, bivariate) analysis could be done on site and afterwards Georgian team along with the author would work on multivariate analysis.
· Dr. Gamkrelidze agreed that it was very beneficial for the country to have experienced people introducing different types of analysis that could not be performed by Georgian researchers. He stressed that the study needed to have access to the data that belonged to Georgia. Therefore, he suggested the committee to nominate several Georgian candidates who would work with Dr. Freiman and her team.

SC members voted in favor of the proposal stipulating that the PI needs to approach the relevant Georgian institution representatives to refine the proposal and re-submit it to the Scientific Committee for final decision. Dr. Tsertsvadze abstained from voting.


	
· Assessment of the national hepatitis C elimination program: treatment outcomes and associated factors.
PI: Tengiz Tsertsvadze, Infectious Diseases, AIDS and Clinical Immunology Research Center

· Dr. Tengiz Tsertvadze summarized the proposal and explained that it consisted of two main parts. First was the assessment of the treatment outcomes stratified by different regimens, genotypes, provider clinics, cities, risk groups, age and gender. Second part of the proposal was the analysis of treatment discontinuation and adverse events. National Stop C database would be utilized. Additional funding would be preferred but not required.
· Jaba Zarkua commented that the valid loss-to-follow-up data as well as the correct information about the adverse events could not be obtained from the STOP C database.
· Dr. Tsertvadze did not disagree with the above comment, claiming that maximum effort would be used to achieve the best possible utilization of the database.
· Dr. Akaki Abutidze added that in order to obtain the information not included in the STOP C database the research team would work with the provider sites and their staff.
· Dr. Averhoff suggested that the study should focus on treatment rather than other variables like loss-to-follow-up reasons or adverse events. He also proposed to limit it to only Sofosbuvir-based regimens.
· Following the comments from Dr. Averhoff and Mr. Zarkua, Dr. Tsertsvadze agreed to concentrate only on treatment part which would also make the study more feasible.
· Dr. Gamkrelidze noted that this kind of analysis had to be conducted permanently - once or twice a year. Financial incentives should be provided to the researchers in the analytical part of the research. He suggested to the Ministry to create the special foundation where CDC and NCDC would also share their financial resources.

All members voted in favor of the proposal. The proposed analysis will be limited to individuals treated with only Sofosbuvir-based regimens.


	
· High sustained viral response among HCV genotype 3 patients with advanced liver fibrosis - real-world data of HCV elimination program in Georgia
PI: Maia Butsashvili, George Kamkamidze, HRU/NeoLab

· Dr. Kamkamidze noted that they had already done some analysis based on NeoLab data and, if the committee would consider the idea as interesting, he proposed to conduct the analysis using all sites. Investigators from all relevant sites would be involved.
· Dr. Tsertsvadze pointed out that his proposal about the assessment of the national hepatitis C elimination program contained the data for all genotypes including genotype 3. Dr. Butsashvili and Dr. Kamkamidze clarified that the Neolab data had showed that it was worth doing a separate analysis on the national data and preparing a separate publication on genotype 3 patients. They added that their manuscript will include more thorough analysis of treatment among patients with genotype 3 and should be published before general article focusing on all genotypes. Therefore, the committee agreed that national genotype 3 data analysis should be published first.

· All members voted in favor of the proposal. The committee agreed that national genotype 3 data analysis should be published earlier than the proposed “treatment outcome” analysis by Dr. Tsertsvadze. Although both abstracts will be submitted to EASL 2017



	
· Study HCV Drug resistance associated substitutions (RASs) among patients failing Ledipasvir/Sofosbuvir based treatment within the National Hepatitis Elimination Program in Georgia
PI: Tengiz Tsertsvadze, IDACIRC

· Dr. Tsertsvadze summarized the proposal. The research aimed to study the NS5A resistance in 200 cases of Harvoni failure. The requested budget was $60,000. 6 sites would be involved, located in Zugdidi, Kutaisi, Batumi, Gori and 2 sites in Tbilisi. As Dr. Tsertsvadze noted, the study results might be used by the Ministry for the future recommendations about including routine testing on resistance in the program. Dr. Tsertsvadze pointed out that they were seeking funds for this proposal. IDACIRC would be grateful if the Scientific Committee could facilitate fundraising for this proposal. Dr. Tsertsvadze also mentioned that they were considering submission of this proposal to the next round of the CDC 5-year program administered through the CDC South Caucasus Office. However, he added that he would prefer to have another funding source for this study. 
· Jaba Zarkua enquired about sampling method, in response of which Dr. Tsertsvadze mentioned that this issue still had to be decided.
· Dr. Averhoff outlined that the new medication (SOF/VEL) will be introduced in Georgia shortly. Therefore, he could not see the benefits of studying SOF/LED resistance. He also had a suggestion about selection of the active transmitters of the virus (e.g. PWIDs) instead of general population.

Decision was made that Dr. Tsertsvadze will conduct this research using the data from his own clinical sites i.e. IDACIRC and HEPA. Approval from the scientific committee is therefore, not required.





	
· Long-term health outcome among HCV patients with advanced liver fibrosis treated through HCV Elimination Program in Georgia
PI: Maia Butsashvili, Gia Kamkamidze, HRU/NeoLab

· Dr. Butsashvili summarized the proposal. The aim of the study was a long-term health impact assessment among patients with advanced liver fibrosis (F3 or F4) who had achieved SVR. Different aspects of clinical outcomes would be evaluated to follow those people who were cured of viral hepatitis C but still had advanced liver fibrosis. Representative sample including all sites would be selected. The duration of the study would be 3 to 5 years, depending on budget. Gilead Sciences Inc. was being considered as a funder.
· Dr. Tsertsvadze agreed on the significance of this research and noted that similar study had been conducted by IDACIRC only at a smaller scale. Dr. Butsashvili expressed her hope to use the mentioned study as a preliminary data for her research.

All members voted in favor of the proposal. 


	
· Defining the role of Ribavirin in treatment naive patients with chronic Hepatitis C recombinant genotype 2k/1b infections
PI: Jaba Zarkua, Clinic Mrcheveli

· Dr. Zarkua discussed the proposal. The rationale of the proposed study was to study the role of Ribavirin in chronic Hepatitis C recombinant patients and, therefore, develop the optimal new treatment strategy without Ribavirin. The study was planned to be conducted in collaboration with Gilead Sciences Inc. Estimated sample size was 50 patients.
· Dr. Nikoloz Chkhartishvili pointed out that the proposed study is categorized as a clinical trial, because the study does not follow the current national HCV treatment guidelines. Dr. Averhoff also agreed that the study needed to be submitted to and approved by the national committee as a clinical trial.

[bookmark: _GoBack]All members agree that this study is categorized as a clinical trial and needs approval from the national committee. This study does not come under purview of the scientific committee.


	· Simplified diagnostics and monitoring of hepatitis C infected patients in rural primary care settings using newly approved pan-genotypic antiviral therapy—a pilot study in the country of Georgia
PI: Muazzam Nasrullah, CDC
· Dr. Nasrullah has introduced the proposal saying that with the availability of the newly approved pan-genotypic antiviral therapy this study will serve as a proof of concept by comparing effectiveness and safety of simplified diagnostics and monitoring procedures in rural primary care settings with standard diagnostics and monitoring procedures in specialized HCV treatment centers among HCV infected persons receiving co-formulated sofosbuvir and velpatasvir (SOF/VEL) treatment in Georgia
· Dr. Averhoff mentioned that this is a clinical research proposal that will need to go to the Institutional Review Board (IRB) for review and approval. 
· Dr.  Nasrullah added that their statistician still needs to work on the sample size calculation, but the idea is to select 4 primary healthcare providers with 250 patients from each provider, and 500 from the specialized care providers.
· Dr. Kamkamidze mentioned that this proposal meets the definition of the clinical trial and that the approval should be sought from the relevant agency at the MoLHSA. He also mentioned that the ECHO project might be used for the implementation of the project. 
· Dr. Gamkrelidze mentioned that this project is linked with the issues, such as horizontal vs vertical healthcare delivery.  He added that MoLHSA State Committee should review this proposal first, making the recommendations of using primary care sites for the treatment of ONLY mild fibrosis cases. Dr. Gamkrelidze added that the Scientific Committee can come up with the recommendations to the State Committee. 
· Dr. Averhoff mentioned that while the State Committee can come up with the recommendations regarding the overall principle of healthcare delivery within the Hepatitis C Elimination Program, this project can still be implemented as a clinical trial in parallel with the existing healthcare delivery system. 
· Dr. Gamkrelidze agreed with Dr. Averhoff.   

All members agree that this is an important study, and categorized as an intervention trial that needs approval from the State committee in Georgia. While this study will go through the IRB, discussion on implementation guidelines using primary care physicians for treating mild fibrosis cases should be initiated with State committee and MoLHSA. 


	

FURTHER STEPS



	
1. Dr. Freiman will be contacted by SC and advised that the proposal tentatively approved pending following actions:
a. Identify at least one co-investigators from four clinical sites, NCDC, MoLHSA, and CDC
b. Develop research protocol with a budget, if needed and advise/ensure that FIND will be funding the cost of the study.  
2. Dr. Kamkamidze and Butsashvili from Neolab, and Dr. Tengiz Tsertsvadze from IDACIRC/HEPA lab will form the working group as per rules of the scientific committee, and contact the CDC scientific team to assist them in analysis of their proposed projects

3. Dr. Kamkamidze and Butsashvili from Neolab, and Dr. Tengiz Tsertsvadze will draft the abstract and share among the committee members before submitting it to EASL.

4. Dr. Zarkua, if interested in continue to work on his proposal, will draft detailed protocol, get all necessary approvals, and prepare the paperwork for IRB submission. This does not require scientific committee oversight.

5. Dr. Nasrullah from CDC would continue drafting the protocol of his proposal, circulate among the committee members for their input, share it with State committee for their approval, and prepare the paperwork for IRB submission. 

· Next scientific committee meeting

It is proposed to have scientific committee meeting on last week of every month. For November, we are proposing 30th November, 9AM Atlanta time (6PM Tbilisi).
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