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	Purpose

The purpose of this SOP is to outline how the MACROBUTTON NoMacro [insert site name] CRS creates, reviews, revises, and provides training for all Standard Operating Procedures.

	References

· ICH GCP Guidelines, E6, 5.1.1
· MACROBUTTON NoMacro [insert site name] SOP Deviation Report
· HVTN MOP, section on Protocol Deviations and Critical Events Protocol Event/Critical Event Form Instructions

	Scope

This SOP applies to all MACROBUTTON NoMacro [insert site name] CRS staff.

	Allowable Exceptions

None.

	Procedures

A. Authorship/Approval

1. The Standard Operating Procedures are created by appropriate study personnel as assigned by the Principal Investigator and MACROBUTTON NoMacro [add additional staff titles, as appropriate]. SOPs are created using a standardized template.

2. The SOP’s author, MACROBUTTON NoMacro [add additional staff titles, as appropriate] and the Principal Investigator or designee review and finalize the SOP. Input from additional staff members is taken into consideration, as needed.

3. SOPs are approved by the Principal Investigator, MACROBUTTON NoMacro [add additional staff titles, as appropriate]. Approval is indicated by signature on the final version of SOP.

B. Annual Review/Amendments

1. SOPs are modified as needed and reviewed at least annually. The annual review is conducted by the MACROBUTTON NoMacro [insert titles of appropriate staff], with input from additional staff, as needed, following the procedures in Section A above.

2. Substantive SOP changes/amendments are documented byMACROBUTTON NoMacro [insert method, e.g. changebars, highlighting, memo documenting changes, etc].

C. Deviation Report

1. Staff members complete an SOP Deviation Report to record instances when an SOP is not followed such that participant safety is endangered, confidentiality is broken, or the quality of the data is significantly affected, either intentionally or in error. Completed SOP Deviation Reports are filed in MACROBUTTON NoMacro [insert location]. All SOP Deviation Reports are reviewed and signed by the Principal Investigator or designee.  
2. In the event that a Protocol Deviation or Critical Event is reported for a situation in which an SOP Deviation Report would apply, staff members do not need to also complete an SOP Deviation Report. The reporting of the Protocol Deviation or Critical Event will sufficiently document the event. 
D. Archiving Old Versions

1. A master copy of retired versions of SOPs is maintained by MACROBUTTON NoMacro [insert title of person responsible] and kept in MACROBUTTON NoMacro [insert location]. Any additional copies of retired versions of SOPs are destroyed.

	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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