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	Purpose

This document describes how the MACROBUTTON NoMacro [site name] CRS handles all study communications between the site and any IRB(s), the SDMC, Leadership Operations Center, Laboratory Center, DAIDS, the study sponsor, the Community Advisory Board (CAB) and staff.

	References

· MACROBUTTON NoMacro [site name] Annual Plan for Community Engagement 
· DAIDS Site Clinical Operations and Research Essentials (SCORE) Manual, section on Essential Documents
· DAIDS SCORE Manual, section on Source Documentation
· HVTN MOP, section on Community Advisory Boards
· HVTN MOP, section on Annual Plans for Community Engagement (Education, Recruitment and Retention)
· HVTN MOP, section on Urgent Communications with Participants

· HVTN MOP, section on Protocol Deviations and Critical Events 

	Scope

This SOP applies to MACROBUTTON NoMacro [insert titles of appropriate staff members]. This SOP applies only to communications that affect study conduct, the obligations of this CRS to the study network, the safety of participants, study results, data management, and subject matter relevant to meeting FDA regulations and other in-country regulations on clinical trials, ICH Guidelines, and NIH requirements.

	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. General Procedures for Documenting/Storing

1. The MACROBUTTON NoMacro [site name] CRS maintains communications with many different entities during the course of its research operations. CRS staff members maintain written documentation of communications, including verbal communications that affect the safety of participants, the conduct of the trial, the management of data, and fiscal management. The aim of documentation is to demonstrate that the site is following all regulatory requirements and conducting the study responsibly.

2. Communication may be stored electronically, by hard copy, or both. Communications that are stored electronically must be stored in a way that allows ease of printing hard copies upon request of an auditor or monitor. 

3. The MACROBUTTON NoMacro [site name] CRS follows the DAIDS SCORE Manual, sections on Essential Documents and Source Documentation for maintaining documents critical to the conduct of HVTN trials.

B. Communications with the IRB(s)/Ethics Committee(s)

1. All written communication with the IRB(s)/EC(s) is kept in the MACROBUTTON NoMacro [name of file or binder]. 

2. The major sections for filing include: MACROBUTTON NoMacro [list major sections; examples provided]
· IRB/EC submissions and annual reviews

· Safety reporting

· Any correspondence to and from the IRB/EC regarding specific protocols or general responsibilities

C. Protocol-Specific Communications

1. All written communication with DAIDS, the Leadership Operations Center, Laboratory Center, the SDMC, and the study sponsor, if not DAIDS, that is protocol specific is maintained in separate protocol files, under these headings MACROBUTTON NoMacro [list headings; examples provided]:
a. Bulletins

b. Clarifications

c. Amendments

d. Protocol-specific memos

e. SSP (Study Specific Procedures)

f. PID list

g. Protocol conference call agendas and minutes

h. Quality control reports

i. Other communications regarding study data

j. Protocol-specific training

2. MACROBUTTON NoMacro [insert titles of appropriate staff members] follow the HVTN MOP, section on Protocol Deviations and Critical Events for reporting deviations/events as appropriate. 
D. General Communications

1. General communications within HVTN may come from DAIDS, The Leadership Operations Center, Laboratory Center, the SDMC, and the study sponsor, if not DAIDS. Non-protocol specific, HVTN communications are kept in the MACROBUTTON NoMacro [insert name of binder] binder that includes MACROBUTTON NoMacro [list major sections; examples provided]:

a. General Network Communications, such as Memos and Bulletins.

b. Site Management Issues

c. Network Evaluation Committee Site Reports/Communications

d. Communications about Contracts/Funding

e. Monitoring Reports/Communications

E. Communications within the CRS
1. Staff meetings are documented by minutes that are maintained in MACROBUTTON NoMacro [name of file or binder] and made available to staff. Attendance of staff meetings is documented. 

2. [Insert method of assuring absent staff are aware of meeting information—this is an example.] Absent staff members sign hard copies of the minutes to indicate they have read the information.

F. Community Engagement/Community Advisory Board

1. Community engagement activities are documented and filed in MACROBUTTON NoMacro [name of file].

2. Community Advisory Board meeting minutes are filed in MACROBUTTON NoMacro [name of file or binder].

3. The CRS follows the HVTN MOP section on Community Advisory Boards in making documents available to CAB members.

	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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