


Oversight Committee Meeting
HCV Elimination Program
June 30, 2016
Teleconference

Attendees
Gilead:
Gregg Alton, EVP, Corporate and Medical Affairs (OC Coordinator)
Graeme Robertson, Senior Director, Access Operations and Emerging Markets
Christina Carlson, Senior Counsel

MoLHSA:
David Sergeenko, Minister of Labour, Health and Social Affairs of Georgia (OC Member)
Valeri Kvaratskhelia, Deputy Minister (OC Member)

CDC:
John Ward, Director, Division of Viral Hepatitis (OC Member)
Francisco Averhoff, Associate Director for Global Heath, Division of Viral Hepatitis (OC Member)
Juliette Morgan
___________________________________________________________________

Topic:
1. Project Update
MoLHSA confirmed that monthly reports were being sent to Graeme and Ruth at Gilead.  The MoLHSA OC members confirmed that going forward they would sent monthly reports to Gregg as well.
MoLHSA provided a general update on the number of patients treated to date, together with the number of patients screened, and other statistics, which update is summarized below:
· Over 175,000 people screened to date;
· 13% of people screened were HCV positive;
· Over 12,000 patients have been treated to date;
· About 560 patients are undergoing, or have undergone retreatment;
· About 400 patients did not return to determine SVR at week 12.
Screening Criteria is evolving. The attendees discussed possibly screening IV drug users and overall doing more with this particular population
2. Status of Project Plan
MoLHSA developed a Project Plan. The CDC is providing conceptual feedback on material items in the plan no later than July 10.  The MoLHSA will use this version of the Project Plan to get legislative approval at the end of July.  CDC will work with a technical writer to prepare a formal Project Plan which is anticipated to be complete by the end of October, in time for the TAG Meeting.

3. Centralized Informatics System
All members of the OC agreed to the status of the centralized informatics system that the MoLHSA is using to collect and maintain data generated from its conduct of the HCV elimination program, which status is summarized as follows:
· MoLHSA had previously been using an informatics system called “Stop C;”
· MoLHSA has put in place a new system;
· MoLHSA, CDC and Gilead agreed to schedule a meeting in Tbilisi with the relevant technical experts to review, and provide input with respect to, the new informatics system being used by MoLHSA.

4. Monitoring General Epidemiology of HCV
The members of the OC agreed to establish a separate committee to monitor epidemiology.  CDC will share a proposal with the OC regarding the monitoring of HCV epidemiology in Georgia.
5. Oversight Committee Membership/Responsibilities
Membership of the OC was confirmed as follows:
· Gregg Alton and Diana Brainard are the OC Members for Gilead
· David Sergeenko and Valeri Kvaratskhelia are the OC Members of the MoLHSA
· John Ward and Francisco Averhoff are the OC Members for CDC
The members of the OC discussed the responsibility and decision making authority of the OC, including the ability to identify special projects.  The attendees discussed the treatment and screening of individuals in the occupied territories of Georgia as possible special project.  MoLHSA notified the OC that it anticipates starting the treatment of patients with neutral passports residing in the occupied territories in September.

6. Role of CDC; Agreement between CDC and MoLHSA
The MoLHSA members and CDC members confirmed their intent to sign an agreement between CDC and the MoLHSA to outline CDC’s participation in the OC, as well as the CDC’s role in the following activities:
· Monitoring and the program and evaluating the program;
· Providing technical assistance;
· Providing input with respect to lab capacity and quality; and
· The Program Plan
7. Product Supply Forecasts and Orders
Gilead and MoLHSA members confirmed the forecasting and ordering of Product to conduct the HCV elimination program is going well.  MoLHSA confirm that it includes information regarding Product dissemination as part of the Monthly Reports.
8. Publication Planning
CDC members confirmed MMWR publication on the HCV elimination program will be released July 22.  The members of the OC agreed to continue to plan on publications prior to EASL.  The CDC members will provide a list of potential publications, including a publication on the Zero Prevalence Study and a Prison Analysis.
9. Drug Safety Reports
Members from Gilead and the MoLHSA confirmed that safety reporting is going well.  David provided Gregg a sample of the safety reports that are being provided.
10. Supply of Zepatier for Renally Impaired Patients
Gilead members agreed to the MoLHSA obtaining a donation of Zepatier to treat renally impaired patients.  The members of the OC agreed that the donation of Zepatier is not part of the HCV Elimination Program. 
11. Schedule for Next Technical Advisory Group Meeting
All members agreed that the next TAG meeting should take place October 25-25.  Gilead will support the CDC to coordinate the meeting.
12. Other
· [bookmark: _GoBack]Gilead members notified the OC that it is starting to engage in efforts to register Epclusa in Georgia;
· The OC members discussed its next meeting to take place in September.

Meeting close.
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