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1. Type of Proposal:

 FORMCHECKBOX 
Treatment data proposal 


 FORMCHECKBOX 
Serosurvey proposal 
 FORMCHECKBOX 
Laboratory proposal



 FORMCHECKBOX 
Special Studies proposal / Other               FORMCHECKBOX 
 Revision to existing proposal
2. Title of project:
Assessment of the national hepatitis C elimination program: treatment outcomes and associated factors

3. Data to be used:

 FORMCHECKBOX 

STOP-C

 FORMCHECKBOX 
C Elimination
 FORMCHECKBOX 
Serosurvey






 FORMCHECKBOX 

Surveillance
 FORMCHECKBOX 
Other







Specify subset (if applicable):

Data restricted to persons aged 18 and older.

4. Date of proposal (and revision date, if applicable):
September 20, 2016 (original)
5. Anticipated product:
Manuscript/Abstract
6. Target Journal:
First choice: The Journal of the American Medical Association (JAMA)
Alternatives: Hepatology, Journal of Hepatology
7. Proposing author:
Principle investigator (PI) – Tengiz Tsertsvadze
8. Proposed writing group:
Tengiz Tsertsvadze, Nikoloz Chkhartishvili, Lali Sharvadze, Akaki Abutidze, Vakhtang Kerashvili, Representative of NeoLab, Representative of Mrcheveli, Muazzam Nasrullah, Francisco Averhoff, Amiran Gamkrelidze, Valeri Kvaratskhelia, Nezam Afdhal, Stefan Zeuzem

9. Supervisor/s:
Tengiz Tsertsvadze, Francisco Averhoff
10. Rationale for project:

Gaining better understanding on determinants of treatment outcomes within the national hepatitis C elimination program.

11. Research question(s) to be answered (Objectives):
· To determine HCV cure rates within the national hepatitis C elimination program
· To evaluate factors associated with treatment outcomes
· To explore the problem of treatment discontinuation/lost to follow-up and associated factors
12. Variables to be analyzed:
· Demographics (age, sex, etc.)

· Clinical data (cirrhosis, treatment regimens, prescription refill information, side effects, causes of death)

· Laboratory data (Plasma HCV RNA, HCV genotype, liver function tests)

13. Analysis plan: 
1. Limit data set to persons who were aged 18 years or older at the time of registration with the elimination program

2. Descriptive statistics of people starting HCV therapy

3. Stratified analysis of treatment outcomes by HCV genotype, treatment regimen and cirrhosis status
4. Bivariate and multivariate analysis of factors associated with sustained virologic response and treatment discontinuation
14. Sample size calculation (if applicable):
N/A
15. Power calculation (if applicable):
N/A
16. Table shells:

Attached
17. Additional description:
NA
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 Scientific Committee staffing
-PI and co-authors responsible drafting the manuscript
20. Funding (proposed, if any):

N/A
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