RESEARCH STAND DOWN SOP #1
HUMAN STUDIES STAND DOWN FILES

The purpose of the Stand Down is to focus attention on proactively reviewing the human studies program to ensure we are doing all that is possible to ensure the protection of human subjects and the ethical conduct of research. This process mandates that credentialing for all applicable employees is done and the license and training is kept current.
I. PURPOSE

To outline the specific forms and documents that are required to be kept and maintained in the stand down files.

II. APPLICABILITY

This SOP applies to all VA and WOC employees working on a VA human studies protocol.

III. RESPONSIBILITY

a. The WOC coordinator is responsible:

1. For updating and reviewing the SOP annually.
2. Ensure that all mandatory forms are maintained and kept confidential.

3. Ensure that all applicable VA and WOC employees are notified when forms or certificates are expired.

4. Verification of Education and Certification.

b. The VA and WOC employees are responsible:

1. For reading and complying with the provision of this SOP, as well as with the VA hospital-wide programs.

IV. MANDATORY FORMS, EDUCATION, LICENSE AND TRAINING
a. The Principal Investigator will provide a Scope of Practice or Position Description for each research staff under their supervision. The Scope of Practice/Position Description outlines the duties, which the Principal Investigator/Supervisor authorizes the research employee to perform during the conduct of the research project.
b. Purpose of the Education form:

1. The Education form not only provides the information that the WOC Coordinator requires in order to, verify education for the research VA and WOC employees who are not credentialed by the VA Credentialing office. 

2. It also, provides the WOC coordinator with a confirming signature, which prompts the WOC Coordinator to get the current Licensure if applicable. 
c. A License if applicable must be kept current and updated at the time of expiration.
d. Overview of Good Clinical Practice Certificate must be submitted and updated annually.
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