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Micro-Elimination of viral Hepatitis in key populations in Georgia: Proof of concept in chronic kidney disease patients
Background
Achieving World Health Organisation Targets
1. [bookmark: _Hlk486519600]In 2015, viral hepatitis was estimated to cause 1.34million deaths worldwide (World Health Organisation (WHO), 2017. Furthermore, in 2015, global estimates suggested that there were approximately 257 million people living with chronic HBV infection and 71 million people living with chronic HCV infection (WHO, 2017).
 
2. In May 2016, WHO released its first global strategy on viral hepatitis; calling for the elimination of hepatitis B and C as a public health threat by 2030.  The vision of the strategy is a bold one: “A world where viral hepatitis transmission is halted and everyone living with viral hepatitis has access to safe, affordable and effective prevention, care and treatment services” by 2030.

3. [bookmark: _Hlk486519866]With the improved safety and efficacy of treatment regimens for hepatitis B virus (HBV) and hepatitis C virus (HCV) and the sharp price decrease in many countries, the world is poised for a hepatitis ‘treatment revolution’ that will help to meet the WHO goal of eliminating hepatitis B and C by 2030. 

4. In its report, WHO recognizes that the achievement of this historic milestone will require sustained collaboration and support from multiple stakeholders.

Program Rational

European Association for the Study of the Liver (EASL) International Liver Foundation 

5. As a not-for-profit organization committed to improving liver health, the EASL International Liver Foundation not only fully adheres to the elimination goals set by WHO, but is committed to proactively take a role in designing and implementing programs that can support the achievement of viral hepatitis elimination by 2030. 

6. Considering the scale and complexity of the action required to achieve this historical landmark experts have recommended the concept of viral hepatitis micro-elimination programs (EASL International Liver Congress, 2017). Micro-elimination can be defined as:
“breaking down national elimination goals into smaller goals for individual population segments for which treatment and prevention interventions can be delivered quicker and more efficiently using targeted methods”
7. EASL International Liver Foundation aims to contribute to viral hepatitis targets set by WHO by establishing viral hepatitis micro-elimination projects in multiple high-risk target populations. As a result, the foundation has developed a program package that can be replicated across the key target populations (see attached strategic framework).


Viral hepatitis micro-elimination in Georgia
1. [bookmark: _Hlk486520235]Georgia, has a population of approximately 3.7million only, yet it has one of the highest rates of HCV worldwide (MMWR, 2016). In April, 2015, with strong stakeholder support and commitment from Gilead to donate direct acting anti-virals (DAAs), the Georgian government embarked on the world’s first HCV elimination program. The country has already made substantial gains and as of December 31st , 2016 around 30,000 people had started HCV treatment and over 5500 were cured of the virus.

2. The 2016-2020 strategic plan for the elimination of hepatitis C virus in Georgia acknowledges that despite the elimination program successes so far, a major concern to successful implementation of the elimination program is being able to identify infected individuals who are unware of their status. 

3. To overcome this major barrier, one of the strategic objectives identified within the plan (objective 3.2) is to expand HCV testing to better reach high risk populations. 

4. The EASL International Liver Foundations viral hepatitis micro-elimination package offers a pragmatic approach to the prevention, screening and treatment of viral hepatitis in high risk populations and could therefore assist Georgia in their elimination efforts.
Chronic kidney disease patients; a key target for viral hepatitis micro-elimination program in Georgia
5. The 2016-2020 strategic plan for the elimination of hepatitis C virus in Georgia identifies several high-risk populations for efforts to be focussed. One of which, is patients receiving haemodialysis. 

6. Haemodialysis, is a treatment administered to patients with chronic kidney disease (CKD). Given the increased risk of developing CKD in HCV-infected individuals (Fabrizi et al., 2015; Park et al., 2015), as well as the increased risk of exposure to HCV during haemodialysis or from blood transfusion before routine HCV screening (Jadoul, 1993), the association between chronic kidney disease and HCV is well established 

7. Indeed, research has shown that chronic HCV is highly prevalent among kidney transplant patients (nearly 10% in western countries; Fabrizi et al., 2005) and among patients on haemodialysis (5-60% depending on location; Etik et al., 2015, Goodkin et al., 2017). As reported within the 2016-2020 strategic plan for the elimination of hepatitis C virus in Georgia, a prevalence rate of 67% was demonstrated at one haemodialysis clinic in Tbilisi in 2013. 

8. The presence of HCV within this population has significant clinical consequences. Research has demonstrated that chronic HCV: (i) increases the risk for end stage kidney disease; (ii) is associated with reduced survival rates among dialysis patients; and, (iii) is an independent risk factor for graft loss and mortality in kidney transplantation patients (Bruchfield et al., 2004; Fabrizi et al., 2005; Mathurin et al., 1999; Scott et al., 2010).

9. Treatment of HCV within this population with interferon regimens has been limited because of the increased risk for interferon-mediated graft rejection, relatively low efficacy, and poor tolerance resulting in an unacceptable risk–benefit ratio. The new DAAs regimens, however, provide new opportunities to cure and treat this population. Indeed, studies have recently demonstrated the safety and efficacy of new DAA regimens in CKD patients (e.g., Saxena et al., 2017; Bruchfield et al., 2017; Colombo et al, 2017). 


Program Summary

8. Georgia is a world leader regarding their efforts to eliminate viral hepatitis. As such, they can help pave the way for other countries to undertake the challenge. 
[bookmark: _Hlk486521003]The purpose of this micro-elimination program is two-fold: 
i. Promote the implementation of viral hepatitis micro-elimination initiatives to contribute to Georgia’ s existing elimination efforts;
ii. Provide assistance in eliminating viral hepatitis in CKD patients in Georgia as a demonstration of viral hepatitis micro-elimination initiative. 

9. To achieve this, EASL International Liver Foundation (EILF) has partnered with U.S. Centers for Disease Control & Prevention (CDC) and will bring together key experts in the fields of viral hepatitis and kidney disease, through the endorsement and support of the European Renal Association – European Dialysis and Transplant Association (ERA-EDTA).

10. The following program objectives have been identified:
i. Foster collaboration between expert Hepatologists and nephrologists with key stakeholders in Georgia’s viral hepatitis elimination program;
ii. Develop and launch a roadmap for the elimination of viral hepatitis in chronic kidney disease patients in Georgia;
iii. Update key healthcare workers in Georgia on, and promote adherence to evidence-based guidelines for the clinical management of viral hepatitis in CKD patients;
iv. Promote progress of the viral hepatitis micro-elimination in CKD patients in Georgia initiative and update the key stakeholders in the Georgia viral hepatitis elimination program

11. To successfully meet our objectives, we propose to implement five key activities:
Activity 1: Expert Consultative Meeting 
A round-table meeting will be held with EASL experts, ERA-EDTA experts, key Georgian government officials, key Georgian healthcare specialists, and the CDC.

The key objectives of this activity are 
· To enable presentation and discussion on the current activities with regards to viral hepatitis prevention, identification and treatment in CKD patients in Georgia (including the identification of barriers and opportunities);
· To develop a road map for the elimination of viral hepatitis in CKD patients;
· To promote and engage key-stakeholders in the use of viral-hepatitis micro-elimination projects to compliment Georgia´s existing elimination activities 

The key outcomes of this activity are:
· A baseline for viral hepatitis prevention, identification, and treatment efforts in CKD patients in Georgia will be established and documented in a meeting report 
· A road-map for the elimination of viral hepatitis in CKD patients in Georgia will be drafted
· Key-stakeholder support for the inclusion of viral hepatitis micro-elimination initiatives to contribute to Georgia´s existing efforts
Activity 2: A Medical Education Meeting 
A medical education and training session will be delivered by EASL and ERA-EDTA experts to nephrologists, and other key healthcare workers and stakeholders in Georgia on the management of viral hepatitis in patients with CKD.

The key objectives of this activity are: 
· To provide nephrologists and key healthcare workers an update on the latest guidelines on the clinical management of viral hepatitis in CKD; 
· To promote key healthcare worker engagement in the elimination of viral hepatitis in CKD populations 

The key outcomes of this activity are:

· Nephrologists and key healthcare workers in Georgia updated on the latest guidelines on the clinical management of viral hepatitis in CKD patients
· Increase knowledge of the clinical management of viral hepatitis in CKD patients in nephrologists and key healthcare workers in Georgia
· Promotion of viral hepatitis elimination in CKD populations efforts by nephrologists and key healthcare workers in Georgia

Activity 3: Technical Advisory Group (TAG) Meeting 
This is an existing meeting organised by the Georgian Government, planned for 30th November to 1 December, 2017 with all key stakeholders in the Georgia viral elimination program. 

The key objectives of this activity:
· To present progress on the viral hepatitis micro-elimination initiative in CKD patients to the key stakeholders in the Georgia viral hepatitis elimination program
· To promote expansion of viral hepatitis micro-elimination programs to other key target populations in Georgia (if approved by TAG/Ministry of Health and feasible). 
[bookmark: _GoBack]
The key outcomes of this activity are:

· Key stakeholders in the Georgia viral hepatitis elimination program updated on the progress of the viral hepatitis micro-elimination in CKD patients pilot initiative.
· Decision on whether to expand viral hepatitis micro-elimination programs to other key target populations in Georgia (if approved by TAG/Ministry of Health and feasible)
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