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Knowledge Of Local Research Context 
Content Applies To
Office of Human Research Subjects Protection Institutional Review Board (IRB) Mayo Clinic Rochester, Florida and Arizona
Scope

This procedure applies to the investigator and IRB Committee and Staff.

Purpose

This document describes the responsibilities for obtaining knowledge of the local research context.

Procedure

1. Investigator Responsibilities.
a. The Investigator shall provide documentation of the local research context, including the types of subject populations to be involved, the geographical area in which the research will be conducted or other relevant factors.
b. The Investigator shall promptly report to the IRB any changes in the Local Research Context. 
2. IRB Committee Responsibilities. 
c. The IRB will have the experience and expertise necessary to review and make determinations regarding the Local Research Context. This may be achieved through: 
i. Submission of sufficient information regarding local research context by the Investigator;
ii. Personal knowledge of the local research context on the part of one or more IRB Committee Members; and/or
iii. A written review by a consultant(s) with knowledge of the Local Research Context. The consultant may be invited to participate in the convened meeting of the IRB. 
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