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

2. Title of project:

Late presentation for hepatitis C care in Georgia, 2016-2018

3. Data to be used:
[bookmark: Check3][bookmark: Check6][bookmark: Check7]|_|	STOP-C		|X|  C Elimination	|_|  Serosurvey					
|_|	Surveillance	|_| Other						
Specify subset (if applicable):	
	

4. Date of proposal (and revision date, if applicable):
October 24, 2018

5. Anticipated product:
Manuscript/Abstract

6. Target Journal:
TBD

7. Proposing author:
Tengiz Tsertsvadze
	
8. Proposed writing group:
Tengiz Tsertsvadze, Jurgen Rockstroh, Nikoloz Chkhartishvili, Akaki Abutidze, Lali Sharvadze, Representatives of NeoLab, Mrcheveli, Ministry of Health, NCDC and US CDC

9. Supervisor/s:
Tengiz Tsertsvadze, Francisco Averhoff

10. Rationale for project:
To achieve maximum clinical and public health benefits of HCV treatment, infected persons must engage in HCV care and treatment early in the course of their infection.

In 2017, European Association for the Study of the Liver (EASL) and ‘HIV in Europe Initiative’ developed consensus definitions of late presentation with viral hepatitis for medical care.1 

Consensus definitions:

Presentation with advanced liver disease in untreated patients with chronic hepatitis B and C: A patient with chronic hepatitis B or C and significant fibrosis assessed by one of the following: serologic fibrosis score ≥ F3 (assessed by APRI score > 1.5, FIB-4 > 3.25, Fibrotest > 0.59 or alternatively a transient elastography (FibroScan) > 9.5 kPa) or liver biopsy (≥ METAVIR stage F3) in patients with no previous antiviral treatment.

Presentation with late stage liver disease in untreated patients with chronic hepatitis B and C: Presence of at least one symptom of decompensated cirrhosis (jaundice, hepatic encephalopathy, clinically detectable ascites, variceal bleeding) and/or hepatocellular carcinoma in patients with no previous antiviral treatment.

Initially developed for European region, in 2018 the consensus definition was adopted by WHO in its new protocol for surveillance of viral hepatitis related cirrhosis and hepatocellular carcinoma, giving to these definitions the global mandate.2 

Routine monitoring of late presentation for hepatitis C is particularly useful for Georgia’s national hepatitis C elimination program. This will provide important insights into effectiveness of testing and linkage strategies and will inform public health action. 

Data required to quantify number and proportion of persons entering care late is readily available in the elimination database. Proposed analysis of late presentation and resulting peer-reviewed publication will be one of the first, if not the first, national level analysis published on this topic. Thus it is of great interest not only for Georgia, but for international community as well. 

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

· Assess trends in late presentation for HCV care in Georgia during 2016-2018
· Better understand effectiveness of testing and linkage strategies in Georgia in terms of identifying the undiagnosed HCV population early and linking them to care 

12. Variables to be analyzed: 

· Demographics (age, gender, region of Georgia)
· Year of enrollment in the elimination program
· Liver damage related data (FIB-4, elastography, cirrhosis, HCC)
· HCV genotype

13. Analysis plan: 

- Quantify proportion of late presenters with advanced diseases and late presenters with late stage liver disease
- Stratified analysis by calendar year, demographics and HCV genotype
- Multivariate analysis to identify factors associated with late presentation 


14. Sample size calculation (if applicable):

Analysis will include all adult (age ≥18 years) persons enrolled in elimination program during 2016-2018. Persons enrolled in 2015 will be excluded because during the first year the program enrolled persons, who already knew their HCV status and had advanced liver disease.

15. Power calculation (if applicable):

N/A

16. Table shells:
TBD

17. Additional description:
N/A

18. Proposed timeline:

Abstract for AASLD meeting – November 13, 2019
First draft of manuscript – April/May 2019

19. Resources:
-Data management and analysis supported by Scientific Committee staffing
-PI and co-authors responsible for drafting the manuscript

20. Funding (proposed, if any):
-None
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