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Form 3: Adverse Event Report
It is the responsibility of the Principal Investigator, who must be a Rio Grande faculty or staff member, to inform the IRB Chair and Provost immediately of any adverse event that occurs during the research project that could affect the safety or welfare of the subjects. The Principal Investigator must provide accurate documentation of the incident and work in conjunction with the IRB Chair or designee to investigate the incident to effect an appropriate resolution.
Any external adverse event that places subjects or others at greater risk than was approved in the protocol submission must be reported to the IRB immediately upon occurrence. The IRB will review the report and advise the Investigator of their recommendations within five (5) working days of receipt. For questions, please email irb@rio.edu.
Electronic submission is required. Completion of this report in the IRB Canvas course is preferred. If you do not have access to the IRB Canvas course, you can complete and submit this fillable Word document via email to irb@rio.edu.
All Investigators must complete the free Human Research Protection Training from the U.S. Department of Health and Human Services (DHHS) before submitting an application. This training is completed online at https://www.hhs.gov/ohrp/education-and-outreach/human-research-protection-training/human-research-protection-foundational-training/index.html (Lessons 1, 2, and 4).
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*Please place an asterisk by the investigator name(s) whose NIH certificate(s) is/are already on file with the IRB, if the certificate is less than three (3) years old.
[bookmark: Text2]Principal Investigator’s Name:      
[bookmark: Text3]PI Phone Number:      
[bookmark: Text4]Department(s)/Division/Agency:      
1) [bookmark: Text5]If an external funding agency supports this project, identify the source, contact person, and contact person’s physical address, email address, and telephone number.      
2) Where is the location of the research?
[bookmark: Check23]|_|	University of Rio Grande
[bookmark: Check24][bookmark: Text6]|_|	Other facility (facility name, address, telephone number, and contact person’s email address and telephone number):      
[bookmark: Check25][bookmark: Text7]|_|	Multiple facilities (for each facility, facility name, address, telephone number, and contact person’s email address and telephone number):      
If not at Rio Grande, attach a letter of cooperation on the facility's letterhead.
3) [bookmark: Text8]Location of the adverse event:      
4) [bookmark: Text9]Date of adverse event:      
5) [bookmark: Text10]Date adverse event reported to IRB:      
6) [bookmark: Text11]Location of event:      
7) [bookmark: Text12]Describe the event in detail, attaching additional documents as necessary.      
8) [bookmark: Text13]Describe the intervention or modifications that will be instituted because of this event, if any.      
9) Did the event place the research participant or others at greater risk than was previously recognized?
[bookmark: Check30]|_|	Yes
[bookmark: Check31]|_|	No
10) [bookmark: Text14]If the answer to question 9 was yes, describe how and to what extent risk was increased.      
a) [bookmark: Text15]Number of subjects exposed to the adverse event intervention related to this event:      
b) [bookmark: Text16]If this event has occurred previously in this project or in other related research studies, summarize the previous reports.      
11) [bookmark: Text17]Is the research participant still involved in the study?      
12) [bookmark: Text18]Is the recruitment for this project still ongoing, completed, or discontinued?      
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