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INTRODUCTION/PURPOSE:

The purpose of this SOP is to define and regulate the procedures for creating and maintaining SOP’s for study #17-9898.  
SCOPE:

This written procedure applies to all SOP’s and study staff.

DEFINITION:

SOP:  A standard operating procedure (SOP) consists of established or prescribed methods to be followed in the performance of designated operations.
PROCEDURE:


1.  A template for the format of all SOP’s will be saved at: V:Research/SOPs/template.
2.  Each SOP should have an SOP number (sequential in development, within appropriate category) and a version number.  The categories are as follows: organization-100, recruitment/enrollment-200, ordering tests/exams-300, study procedures-400, billing/disbursement-500, regulatory-600, data management-700.  The current version should always be kept in the SOP binder, and all previous versions saved on the V:Research drive.  

3.  Update the table of contents when a new SOP is added.
4.  All staff members are encouraged to propose development of new SOP’s and/or compose the SOP.

5.  Before an SOP is finalized, all staff members will have a chance to review it for revision.  

5.  Once an SOP has been finalized, all staff members within the scope of the SOP should sign off on review of the SOP by its effective date, or as the SOP becomes applicable.  

6.  SOP’s should be reviewed at least annually to address any logistical changes that need to be updated.  
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