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Institutional Review Board

office:  Research 1, 1735 NDSU Research Park Drive, Fargo, ND 58102

mail:  NDSU Dept. #4000, PO Box 6050, Fargo, ND 58108-6050

p: 701.231.8995  f: 701.231.8098  e: ndsu.irb@ndsu.edu  w:  www.ndsu.edu/irb
Report of Unanticipated Problem or Serious Adverse Event 
Investigators must report possible unanticipated problems and serious adverse events to the IRB within 72 hours of knowledge of the incident, experience or outcome. Reference: SOP 7.7 Reports of Unanticipated Problems.  

	Unanticipated problem involving risks to subjects or others:  any incident, experience, or outcome that is unexpected (in terms of nature, severity, or frequency), and possibly related to research participation.  Not all unanticipated problems may result in actual harm, but may only represent risk of harm (physical, psychological, economic, legal, social, etc.) to participants.

Adverse event:  any untoward or unfavorable medical occurrence (physical or psychological) in a human subject, including any abnormal sign, symptom, or disease, temporally associated with the subject’s participation in the research, whether or not considered related to their research participation

Serious adverse event:  any adverse event that meets any of the following criteria:  results in death, is life-threatening, requires hospitalization, results in persistent or significant disability, results in congenital anomaly, may jeopardize subject’s health or may require medical intervention to prevent any of the other outcomes listed here.




Protocol #:          Title of Project:       
Principal Investigator:        
Report submitted by:                          Date:       
Role in research project:       
1.   Describe the problem or event, including whether or not any subject experienced harm:  
	     



2.  Describe any immediate or proposed actions in response to the problem:  

	     



3.  Does the problem/event alter the level of risk to past, present or future participants?

 FORMCHECKBOX 
 yes  
 FORMCHECKBOX 
 no  
 FORMCHECKBOX 
 Unknown
Explain:
	     



4. Based on your judgment, should currently enrolled subjects, or those completing the study be notified?

 FORMCHECKBOX 
 yes  
 FORMCHECKBOX 
 no  

Explain:
	     



5. Based on your judgment, should this problem/event be added to the protocol and consent form as a potential risk or discomfort?

 FORMCHECKBOX 
 yes  - provide revised consent form

 FORMCHECKBOX 
 no  - explain why this should not be necessary:  

	     



- - - - - - - - - -FOR IRB OFFICE USE ONLY - - - - - - - -

	Reviewed by:   FORMCHECKBOX 
 Expedited method    or      FORMCHECKBOX 
 Full Board on ​​​​​​​​​​​​_________
Corrective actions:      FORMCHECKBOX 
 Not required                FORMCHECKBOX 
 Required; see comments  
Comments:  

External report to OHRP, funding sponsor, other entities:    FORMCHECKBOX 
 Not required           FORMCHECKBOX 
 Required 

	IRB Signature:                                                                                  Date:


IRB Protocol #:
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