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SOP: Investigations

PURPOSE
This procedure establishes the process for referring concerns to the Office of Research Compliance and Integrity (ORCI) by the IRB for investigation and for sharing information between ORCI and the IRB regarding human research participant safety and/or noncompliance concerns.
The process begins when the IRB staff members and chair cannot answer a question required by HRP-024 - SOP - New Information or further concerns have been identified about another reported matter (regardless of the reporting source). 
The process ends when the investigation is complete, and a report has been provided to the IRB leadership. 
REVISIONS FROM PREVIOUS VERSION
Section 1- Purpose: Revised purpose to reflect with partnership with NCH IRB and NCH Office of Research Compliance and Integrity (ORCI).   
Section 4- Responsibilities: Acknowledges ORCI is the party responsible for handling investigations at NCH AWRI. 
Section 5- Procedure: Revise procedure language for role of the IRB before, during, and after investigations and acknowledging ORCI is the responsible party for handling investigations at NCH AWRI. 
Section 7- References: Added NCH ORCI policies. 
POLICY
None
RESPONSIBILITIES
The Office of Research Compliance and Integrity (ORCI) initiates these procedures within 60 days or as applicable to the institution’s investigation policies.
PROCEDURE
The IRB leadership notifies ORCI of concerns identified by the IRB including at minimum the following information: IRB study identifier, Principal Investigator name, and summary of concern.
The ORCI shall promptly report or require investigator team to report to the IRB any credible allegations, findings, or evidence that may affect the IRB’s determination of study risk to participants. These would include, but not limited to, informed consent process and/or missed safety evaluations. 
ORCI conducts an investigation of the above concerns following their own investigation procedures. 
The IRB leadership may provide input or context as needed during the investigation. 
When ORCI presents concerns identified by their department to the IRB leadership for review, the IRB may take initial actions to immediately protect participants until investigations can be completed. 
The ORCI/HRPP designee provides a written report via secure email or submit an RNI of the investigation outcome to IRB leadership which may include recommendations based on evidence found and next steps for IRB leadership and/or board review. 

MATERIALS
HRP-024 - SOP - New Information 
REFERENCES
AAHRPP elements I.5.D, I-9, II.2.G
NCH Administrative Policy XII-7 Investigation and Remediation of Reported Concerns 
NCH AWRI Research- Compliance- 002-06 Reporting and Response to Research Misconduct Allegations 
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