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Suspension or Termination of Institutional Review Board
(IRB) Approval of Research Policy

Scope

Applies to personnel at the Mayo Clinic Human Research Protection Program and the
IRB when suspending or terminating the IRB approval of Research.

Purpose

To detail the expectations of the IRB when the IRB approved research warrants
suspension or termination of research.

Policy

e The IRB has the authority to suspend or terminate IRB approval of research that
is not being conducted in accordance with regulations or IRB requirements, or
that has been associated with unexpected serious harm to human subjects, or
where suspension or termination has been initiated by a sponsor or other outside
entity.

e Any suspension or termination of IRB approval of research for cause, including a
statement of the reason for the IRB's action, shall be reported promptly to the
investigator, the Institutional Official, and for federally-funded research, to the
Office for Human Research Protection (OHRP) and other federal agencies as
appropriate.

Policy Notes
N/A

Related Procedures
Issue Referral to Office Research Requlatory (ORRS) Compliance Team Procedure

Related Documents
Review of Allegations of Noncompliance Procedure

Reporting to the Institutional Official and Requlatory Agencies Procedure

Definitions

Suspension for Cause: An action initiated by the IRB to stop temporarily some or all
research procedures pending future action by the IRB or by the investigator or his/her
designated personnel. Examples of a suspension for cause might include:

e |nappropriate involvement of human subjects in research
e Violation of the rights or welfare of human subjects or others

e Serious or continuing non-compliance with Federal regulations, IRB policies or
institutional policies; or

¢ New information regarding increased risk to human subjects or others.
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Termination for Cause: An action initiated by the IRB to stop permanently all research
procedures.
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