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	Purpose

This document describes how the MACROBUTTON NoMacro [Site Name] CRS utilizes electronic systems in the conduct of HVTN studies.

	References

· DAIDS Policy on Electronic Information Systems
· SOP MACROBUTTON NoMacro [0.0], Data Systems and Management

	Scope

This SOP applies to the following MACROBUTTON NoMacro [Site Name] CRS staff: MACROBUTTON NoMacro [enter staff title(s)]

	Allowable Exceptions

This SOP is meant to be followed without deviation. However, it is an allowable exception to follow procedures specified in a protocol or Study Specific Procedure Manual (SSP) that may deviate from this SOP.

	Procedures

A. Electronic Systems Provided by Centrally the HVTN
1. The HVTN SDMC is responsible for ensuring that the centralized clinical data capture systems follow the DAIDS Policy on Electronic Information Systems (EIS), including the design and build of the study database (EDC system), and centrally-provided eCOAs, ePROs, and IWRS systems used for randomization.
2. The HVTN Laboratory Center is responsible for ensuring that the centralized Laboratory Information Systems (LIMS) follow the DAIDS Policy on EIS, including centrally-provided systems used for study specimen accessioning and shipment.
3. The use of centrally-provided data capture systems, including source data documentation, is described in SOP MACROBUTTON NoMacro [0.0], Data Systems and Management.
B. Electronic Systems Not Centrally Provided
1. MACROBUTTON NoMacro [insert procedures to describe how site follows EIS Policy for other systems]

	Training

1. Each staff member receives or has direct access to applicable Standard Operating Procedures (SOPs).

2. Each staff member reviews the applicable SOPs MACROBUTTON NoMacro [Insert frequency of review].

3. All SOP training is documented and tracked MACROBUTTON NoMacro [Insert where the documentation is kept].

4. New staff is trained on applicable SOPs within MACROBUTTON NoMacro [Insert #] days of employment.

5. Staff members whose duties fall within this SOP scope are retrained within MACROBUTTON NoMacro [Insert #] days of the approval of each SOP revision.
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