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	Purpose

This document describes how the MACROBUTTON NoMacro [Site Name] CRS prepares for, conducts, and responds to a site monitoring visit.

	References

· DAIDS Clinical Site Monitoring (CSM) System

	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. Receiving Notification of Monitoring Visit
1. When the MACROBUTTON NoMacro [insert title of appropriate staff person(s)] receives a notification of an upcoming monitoring visit (via an electronic Pre-Visit Letter and Site Visit Work Order), he/she ensures that staff members are notified as specified in the notification. 
2. The MACROBUTTON NoMacro [insert title of appropriate staff person(s)] confirms receipt of the Pre-Visit Letter and Site Visit Work Order via electronic acknowledgement in the CSM System.

B. Conduct During Monitoring Visit

1. The MACROBUTTON NoMacro [insert title of appropriate staff person(s)] ensures that all source documentation for announced participants are available upon the monitor’s arrival.

2. The monitor(s) are given ample space at the MACROBUTTON NoMacro [site name] CRS to perform the monitoring visit. 

3. The MACROBUTTON NoMacro [insert title of appropriate staff person(s)] meet with the monitor before the end of the site visit to discuss noteworthy findings.
C. Responding to Site Monitoring Report (SMR)
1. For all monitoring reports, MACROBUTTON NoMacro [insert title of appropriate staff person(s)] ensures that staff members acknowledge successful review in the CSM system, as specified in the email notification requesting review. 
2. Upon receipt of notification from the DAIDS Program Officer (PO) of any significant findings, the MACROBUTTON NoMacro [insert title of appropriate staff person(s)] responds to the SMR using the CSM System within 15 business days. This includes an appropriate resolution and corrective actions. 
3. In the event that the PO requests a written response to minor findings, the MACROBUTTON NoMacro [insert title of appropriate staff person(s)] responds to the PO as appropriate. 

	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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