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SOP 21
REPORTING OF ADVERSE EVENTS IN RESEARCH TO THE OFFICE OF RESEARCH OVERSIGHT
1.0
PURPOSE AND SCOPE

1.1 Purpose and Scope

This SOP specifies the requirements for reporting adverse events in research to the Office of Research Oversight (ORO).  This policy provides timelines and identifies adverse events in research that must be reported to the Office of Research Oversight Regional Office (ORO RO).
2.0 
DEFINITIONS
2.1 
Adverse Event (AE) in Research. An AE in research is defined for purposes of this Handbook as any untoward occurrence (physical, psychological, social, or economic) in a human subject participating in research. An AE in research can be any unfavorable or unintended event including abnormal laboratory finding, symptom, disease, or death associated with the research or the use of a medical investigational test article. An AE in research may occur even in the absence of any error or protocol deviation, and does not necessarily have to be caused by any identifiable aspect of the research. 

2.2 
Imminent Threat of an AE in Research. Any situation in which an AE in research has not yet occurred but is likely to occur, as determined by an IRB, research, or clinical team member, without preventative measures. 

2.3 
Substantive Action. An action taken by an IRB that materially alters the substance and meaning of a protocol, informed consent form or process, or investigator status, including, but not limited to, restriction, suspension or termination of a study or investigator participation, and actions taken to prevent future occurrence(s) of the AE in research. 

2.4 
Unexpected Death. The death of a research subject in which a high risk of death is not projected, as indicated by the written protocol, informed consent form, or sponsor brochure. This definition does not include deaths associated with a terminal condition unless the research intervention clearly hastened the subject’s death. A subject’s death that is determined to be clearly not associated with the research is also not an “unexpected death” for purposes of the reporting requirements of this Handbook. 

3.0 
REPORTING REQUIREMENTS
3.1 
Each VHA facility must report to the appropriate ORO RO all AEs in research and imminent threats of AEs in research conducted on site that result in either: 
1) An IRB taking substantive action(s) as defined in section 2.3. A written report of the AE in research (or an imminent threat thereof), and the IRB action(s) to be taken, must be submitted to the ORO RO within 10 working days of the IRB’s determination to take such action(s). 

Or

(2) An unexpected death of a research subject, regardless of IRB action. Such deaths must be reported to the ORO RO within 24 hours after the IRB determines that the death was unexpected, as defined in section 2.4. If the IRB is unable to determine whether a research subject’s death was unexpected after 10 working days of being informed of the death, the death must then be reported to the ORO RO. When a final determination is made as to whether or not the death was unexpected, a follow-up report must be made to the ORO RO. 

4.0 
RESPONSIBILITIES
4.1 
The VA IRB Liaison will report all instances of reportable adverse events to the R&D Committee for review.  
4.2 
The R&D Committee will review adverse event report(s) and forward its recommendation to the VHA Facility Director.
4.3 
 The institutional official (VHA facility Director), or designee, must: 

1) Prepare a separate report, for each AE in research (or imminent threat thereof) required to be reported by this Handbook, following the format indicated in Appendix A of VHA Handbook 1058.1. 

2) Initial the completed report and facilitate its submission to the Director of the ORO RO that oversees the VHA facility, using express mail (e.g., Fed Ex) and either e-mail or fax. A copy of all IRB minutes from meetings in which the AE in research and subsequent actions were discussed, ratified, or summarized needs to accompany the report to the ORO RO, or be sent when the IRB minutes become available, but in no case no later than 4 weeks after the IRB meeting.
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