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	Proposed Oversight Committee Agenda


Date: Thursday, June 30, 2016
	Topic:
	Lead by:

	1.
Project update (note Gilead has not been receiving Monthly Reports that include the following information: (i) general activities under the Program Plan, (ii) the number of Patients screened, (iii) the number of Patients initiating or undergoing treatment, (iv) the number of Patients that have completed treatment, (v) the number of patients cured as indicated by 12-week SVR, (vi) efforts undertaken by the MoLHSA to prevent transmission, (vii) Screening Criteria being used by the MoLHSA, including its rationale for such Screening Criteria, and (viii) any other information reasonably requested by Gilead or agreed by the OC (Section 1.6.2);
	MoLHSA

	2.
Status of project plan (Section 1.2);
	MoHLSA

	3.
Status of centralized informatics system (Section 1.5);

            - resolution of CDC concerns
	CDC, MoHLSA

	4.
Status of ability to monitor general epidemiology of HCV and in an annual report describe any changes in HCV epidemiology (Section 1.6.3);
	CDC, MoHLSA

	5.
Formalize Oversight Committee membership and schedule
Note following with respect to OC (Section 2.2 and 2.5):

-          Decisions of the OC are made by consensus of Gilead and MOLHSA;

-          The responsibilities of the OC include (in summary):

- Overall oversight of activities;
- Approval of Program Plan
- Assess Screening Criteria;
- Reviewing Program Data (including identifying resources necessary to collect such data and monitoring implementation and on-going enhancements to Program Stop C);
- Approving updates to Product Supply Schedule;
- Identifying special projects.
	All

	6.
Role of CDC and status of agreement between MoLHSA and CDC with respect to the CDC's participation in the OC and to acknowledge CDC's participation in the program with respect to infection control and Program Data management (Section 2.6);
	All

	7.
Status of product supply forecasts and orders (Section 3.2 and 3.3);
	Gilead, MoHLSA

	8.
Publication planning (note MoLHSA publications to be reviewed by Gilead (Section 4.4);
	All

	9.
Drug safety reports (Section 7.1).
	Gilead, MoHLSA

	10.
Supply of Zapetier for renally impaired patients
	Gilead, MoHLSA

	11.        Schedule of the next Technical Advisory Group
	All
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