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1. Type of Proposal:
[bookmark: Check8][bookmark: Check9]|_|Treatment data proposal 			|_|Serosurvey proposal 
|X|Laboratory proposal				|_|Special Studies proposal / Other              |_| Revision to existing proposal

2. Title of project:
Genetic characteristic of hepatitis C virus in Georgia:  implications for hepatitis C elimination program

3. Data to be used:
[bookmark: Check3][bookmark: Check6][bookmark: Check7]|_|	STOP-C		|_|C Elimination	|_|Serosurvey					
[bookmark: Check5]|_|	Surveillance	|X|Other:	Individual patient records enrolled in study will be used for data collection					
Specify subset (if applicable):	
Data restricted to persons aged 18 and older infected with HCV genotype 2 by conventional genotyping.	

4. Date of proposal (and revision date, if applicable):
October 1, 2016

5. Anticipated product:
Manuscript/Abstract

6. Target Journal:
First choice: Hepatology, Journal of Hepatology
Alternatives: Clinical Gastroenterology and Hepatology, Journal of Viral Hepatitis 

7. Proposing author:
Principle investigator (PI) – TengizTsertsvadze
	
8. Proposed writing group:
TengizTsertsvadze, Marine Karchava,NikolozChkhartishvili, LaliSharvadze, AkakiAbutidze, NatiaDvali, Lana Gatserelia, Lela Dzigua, Natalia Bolkadze, Adam Kotorashvili, Paata Imnadze

9. Supervisor/s:
TengizTsertsvadze, Paata Imnadze

10. Rationale for project:
Gaining deeper understanding of circulating HCV genotype 2 strains in the country. This research study will lead to the optimization of existing diagnostic tools and better therapeutic strategies for HCV genotype 2 strains within the national hepatitis C elimination program.

11. Research question(s) to be answered (Objectives):

· To study the prevalence of recombinant strain RF1_2k/1b at sentinel surveillance sites established in Tbilisi and Zugdidi, Georgia within the national hepatitis C elimination program;
· To examine genetic characteristics of full genome RF1_2k/1b  sequences; 
· To examine transmission clusters and genetic linkages between RF1_2k/1b recombinant strains;
· To evaluate treatment outcomes among patients infected with RF1_2k/1b and HCV genotype 2 strains withinthe national hepatitis C elimination program

12. Variables to be analyzed:

· Demographics (age, sex, etc.)
· HCV genotype (G2 and RF1_2k/1b)
· Routes of HCV transmission
· Clinical data (preexisting HCV treatment regiment, current HCV treatment regimen, liver disease, other existing diseases) 
· Laboratory data (HCV genotype 2 strain characteristics, Plasma HCV RNA, liver function tests co- infection with  HIV, HBsAg)

13. Analysis plan: 

1. Stratified analysis of treatment outcomes by HCV genotype 2 and RF1_2k/1b, treatment regimen and cirrhosis status
2. Bivariate and multivariate analysis of factors associated with sustained virologic response 
3. Bioinformatics analyses (phylogenetic analyses, recombinant detection analyses, Bayesian coalescent analysis)

14. Sample size calculation (if applicable):
400 patients 

15. Power calculation (if applicable):
N/A 

16. Table shells:
Attached

17. Additional description:
18. Proposed timeline:
Abstract for EASL meeting – November 2016 (February 2017 for late breaker)
First draft of manuscript – spring 2017

19. Resources:
-Data management and analysis supported by study team
-PI and co-authors responsible drafting the manuscript

20. Funding (proposed, if any):
Approved by project: CDC project “Protecting and improving health globally, Strengthening Health through Surveillance and Epidemiological Research Capacity in Georgia” in 2015
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