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UNANTICIPATED PROBLEMS TO APPROVED PROTOCOLS
 
Reporting Form for Unanticipated Problems that May Involve Risks to Subjects or Others
 
Federal Regulations require the IRB to ensure that investigators promptly report “any unanticipated problems involving risk to subjects or others”.   Please refer to the Section 20 of the Academy's HRPP Policy Manual for more information.  
 
These should be reported to the IRB within 10 working days using the attached form signed by the principal investigator. Please submit this form to the Academy's HRPP Office.
 
For additional guidance, please contact the Academy's HRPP Office at 410-293-2533 or HRPPoffice@usna.edu. 
PART I: BACKGROUND INFORMATION 
(Please see the approval letter for the complete number,)
FOR ACADEMY’S HRPP OFFICE USE ONLY: 
PART II:
Provide the following information for each unanticipated problem/event that is serious and possibly related to the research procedures.  Attach any summary or report.  
Does this problem/event alter risk to past, present or future subjects?   
Based on your, the investigator's judgment, should this problem/event be added to the consent form as a potential risk? 
Provide revised consent form with changes highlighted.
Explain why not:
Based on your, the investigator’s, analysis of this problem/event,  
should the currently enrolled subjects be notified?     
should the subjects who have completed the study be notified?  
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