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When Should I Report Study Problems to the IRB?
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Report to the IRB within 48 hrs.  of learning about the event and  submit written report within 5  business days.  


Document and report to the IRB at the time of Continuing Review
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Report to the IRB within 48 hrs. of learning about the event and submit written report within 5 business days.
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To submit the written report of a problem/event, please use the “Reporting Unanticipated Problem and/or Adverse Event” form located under the “Application Forms” link at www.irb.purdue.edu
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Is it Expected but occurs with Unexpected Severity or Frequency?


Is the problem, event or outcome listed as a risk in the consent form and/or protocol but occurs more frequently than anticipated or with unexpected severity?





Is it Unanticipated?


Does the problem, event or outcome affect subjects or others (non-subjects) not described as a potential risk in the consent form, IRB protocol and/or Investigator’s brochure, not part of an underlying disease or condition or though described as a risk, the event or outcome has occurred with unexpected frequency or severity?





Is It Serious? 


Does the problem/event result in an outcome that is fatal, life-threatening, requires or prolongs hospitalization, produces a disability/incapacity; results in congenital anomaly/birth defect, requires medical intervention to prevent one of the above conditions?











