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Special Categories of Research: Other Participants Who May Be Vulnerable to Coercion or Undue Influence 
Content Applies To
Office of Human Research Subjects Protection Institutional Review Board (IRB) Mayo Clinic Rochester, Florida and Arizona
Purpose

This document describes responsibilities for special categories of research for other participants who may be vulnerable to coercion or undue influence.
Scope

This procedure applies to investigators, IRB Committee members and Staff.
Procedure

1. Investigator Responsibilities:

a. The Investigator shall describe the target population for the research and provide justification for inclusion of any potential subjects who may be vulnerable to coercion or undue influence. 

b. The Investigator shall obtain informed consent as set forth in IRB policies entitled Legally Effective and Prospectively Obtained Informed Consent and Reporting to the Appropriate Institutional Officials, and the Department or Agency Head(s).

2. IRB Committee Responsibilities:

c. The IRB will review the proposed research according to all applicable IRB polices, taking into consideration the additional requirements for involvement of any potential subjects who may be vulnerable to coercion or undue influence in research as set forth in IRB Policy entitled IRB Approval of Research.

d. The IRB will document the discussion in its determination that additional protections necessary for this population are adequate. 

3. IRB Specialist Responsibilities: 

e. The Specialist will process the application in accordance with IRB procedures entitled IRB Approval of Research. 
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