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PURPOSE

To ensure prompt reporting to the Institutional Review Board (IRB), appropriate institutional officials, the head of any department or agency conducting or supporting the research (or designee), any applicable regulatory body, and OHRP of any: 1. unanticipated problems involving risks to subjects or others; 2. serious or continuing noncompliance with the federal regulations or the requirements or determinations of the IRB; and 3. suspension or termination of IRB approval.
POLICY
 Prompt reporting to the IRB, appropriate institutional officials, the head of any department or agency conducting or supporting the research (or designee), any applicable regulatory body, and OHRP shall be administered in accordance with procedures outlined in the Letter of Agreement between University of Arkansas Medical Sciences (UAMS) and ACHRI regarding joint letters to the OHRP dated March 31, 2003; and the UAMS IRB Policy 2.6, revision date February 8, 2005, or any subsequent Agreements or versions of the UAMS Policy regarding Reporting to Appropriate Federal Oversight Bodies, Institutional Officials and Research Sponsors. 
