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PURPOSE
This document describes the policies and procedures for reporting unanticipated problems, serious and/or continuing non-compliance, and suspension or termination of IRB approval to federal agencies and institutional officials. 
POLICIES
The University of Washington (UW) adheres to federal regulations requiring prompt reporting to the supporting department or agency head of any unanticipated problem, serious non-compliance or continuing non-compliance, as well as any suspension or termination of IRB approval. 
For multi-site studies, the UW IRB reports the events or actions only when the UW IRB is the IRB of record for the institution at which the reportable event or action occurred. 
DEFINITIONS
Prompt reporting: Defined as reporting within 30 days of IRB suspension or termination of approval, or within 30 days of identifying an event as likely meeting the criteria for an unanticipated problem, serious non-compliance, or continuing non-compliance. 
Serious or continuing non-compliance: See the SOP Management of Research Related Problems, or the SOP IRB Non-compliance.
Suspension: See the SOP IRB Actions.
Termination: See the SOP IRB Actions.
Unanticipated problems: See the SOP Reporting by Researchers
RESPONSIBILITIES
Responsibilities are defined for staff of the Human Subjects Division (HSD; Compliance Administrators; Assistant Director of Regulatory Affairs, Director) and the Institutional Official listed on the UW’s Federalwide Assurance. 
PROCEDURE
Federal agencies that receive reports
Office of Human Research Protections (OHRP). Reporting letters are sent to OHRP when they concern federally-funded research for which the UW is the IRB of record. 
Food and Drug Administration (FDA). Reporting letters are sent to the appropriate branch of the FDA (Divisions of Drugs, Biologics, or Devices), for research that is subject to FDA regulations. 
Funding agency. Reporting letters are sent to the program office and/or the grants manager of the federal department or agency that provided funding for the research, by copy of the letter to OHRP. 
Other federal agencies. Some federal agencies have notification requirements for any research involving the agency, even when no funding has been provided.  These agencies also receive reporting letters. 
Time frame for reporting
The report is sent within 30 days of IRB suspension or termination of approval, or within 30 days of identifying an event as meeting the criteria for an unanticipated problem, serious non-compliance, or continuing non-compliance. 
The report is described as a preliminary report when it concerns an unanticipated problem, serious non-compliance, or continuing non-compliance for which information is still being gathered, or for which proposed corrective and preventative actions have not yet been approved by the IRB.  
The final (i.e., follow-up) report is sent within 30 days of final resolution.
Reporting letters
Letter composition. A Compliance Administrator (CA) or the Assistant Director of Regulatory Affairs (ADRA) drafts the reporting letter. 
Letter approval and signature.  
Letters reporting serious or continuing IRB non-compliance
The HSD Director (or designee) reviews and finalizes the letter. 
The Institutional Official reviews and signs the letter. 
All other reporting letters
The HSD Director (or designee) reviews, finalizes, and signs the letter. 
Letter content. The letter includes the following information:
UW Federalwide Assurance number
Title of the research project, as listed on the IRB application
Name of the researcher
IRB application number
Name and registration number of the IRB
Name of the federal funding (or other involvement) agency
Federal agency award number
Principal investigator on the federal award, if different from the lead researcher on the IRB application
IND or IDE number (when the study is FDA-regulated)
The type of determination made (i.e., unanticipated problem)
Detailed description of the findings and the reason for the determination
Actions undertaken to address the problem
IRB requirements
Plans for continued investigation or action, if any
Plans to submit a follow-up report, if any
Reporting procedure and distribution
Reporting IRB serious or continuing non-compliance
The Director (or designee) emails the reporting letter to the relevant federal agency on behalf of the Institutional Official.  If appropriate, the reporting may be preceded by a telephone call. 
Copies of the letter are distributed to:
HSD managers
HSD compliance administrators
The IRB Administrator
The IRB Administrator saves a copy of the letter in the IRB file with the relevant IRB non-compliance report.
All other federal reporting
[bookmark: _GoBack]The CA or ADRA emails the reporting letter to the relevant federal agency. If appropriate, the reporting may be preceded by a telephone call. 
Copies of the letter are distributed to:
UW Institutional Official
Associate Vice Provost for Research Compliance
Director of Compliance, School of Medicine (when the researcher is part of the School of Medicine)
Clinical Compliance Officer, Institute of Translational Health Sciences, Clinical Resources, Regulatory Support and Compliance (when the issue involves any ITHS resources, including the CRC)
Director of the Office of Sponsored Programs
HSD managers
HSD compliance administrators
The IRB Administrator 
The IRB Chair
Lead researcher
Study sponsor: grants management office and/or project manager
Other applicable agency officials
The IRB Administrator saves a copy of the letter in the IRB file with the relevant problem report.
Follow-up reporting
Follow-up letters are composed and distributed as described above, when:
The matter is still ongoing at the time of initial reporting, or
There are significant subsequent developments related to the matter. 

MATERIALS
SOP IRB Actions
SOP Management of Research Related Problems
SOP IRB Non-compliance
Templates for Federal Reporting Letters
SOP Reporting by Researchers
REFERENCES
45 CFR 46.103(b)(5) and 45 CFR 46.113
21 CFR 56.113 and 21 CFR 56.108(b)
Guidance on Reporting Incidents to OHRP; June 20, 2011. 
FDA Guidance on Adverse Event Reporting to IRBs, January 2009. 
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