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Institutional Review Board  
Adverse Event Report

An adverse event (AE) is an untoward physical or psychological occurrence in a human subject participating in research which occurs during the study having been absent at baseline or, if present at baseline, appears to worsen.   Serious adverse events (SAE) include those resulting in death, life-threatening injury, hospitalization or prolongation of hospitalization, persistent or significant disability, or a congenital anomaly or birth defect. Events not meeting the above criteria but requiring intervention to prevent one of these outcomes are also considered serious adverse events.  Any AE that is unanticipated with regard to specificity, severity, or frequency for the investigational agent and the population or disease being studied, related to the research (related or possibly related), and is serious or involves risks to subjects or others requires reporting to the IRB within 10 working days (deaths must be reported within 2 business days) of the investigator’s knowledge of the event whether the event occurred here (internal SAE) or at another study site (external SAE).  

Submission Requirements (report within 10 working days):

· Submit electronic copy to the IRB mailbox:  In subject line of e-mail identify the Type of Submission, IRB #, PI last name.  Attach electronic versions of this form and all supporting documents

· Also submit the original, signed hard copy of the form and supporting documents to the Office of Research Integrity and Compliance, Box 205 or deliver to the front desk of the Research Center
I. Study Information

	  Principal    Investigator
	      
	  Email
	 

	
	
	  Phone
	      

	
	
	Mailbox
	       

	  Department
	      
	  Division
	      

	  Coordinator or Primary   Contact 

  
	      
	  Email
	      

	
	
	  Phone
	      


List all IRB approval protocols this adverse event relates to as long as there are no changes to risks, protocols, or consents indicated (in which case, submit separately):

	  Protocol Title
	      
	IRB Number
	     


	  Protocol Title
	      
	IRB Number
	     


	  Protocol Title
	      
	IRB Number
	     


	  Protocol Title
	      
	IRB Number
	     


II. Report Information

	Was this event internal (occurring at our institution) or external (occurring at another institution)? 
	 FORMCHECKBOX 
  Internal

 FORMCHECKBOX 
  External                  

	  Date of Report 
	          
	Date Sponsor Notified (if applicable)
	     

	  Report Type 
	      FORMCHECKBOX 
  Initial Report

        FORMCHECKBOX 
  Follow-up Report           Initial Report Date       FORMTEXT 

     
 
Report #                               

	  Event Outcome 
	      FORMCHECKBOX 
  Resolved
 FORMCHECKBOX 
  Stabilized
 FORMCHECKBOX 
  Ongoing


	  Patient ID or Initials
	      
	  Place of Event
	       
	  Date of Event
	      

	  Briefly Describe 

  the Event* 
	      

	*Attach Safety Reports or Additional Description/Documentation as is applicable.


	1.  Did this event occur in a study for which we are a site – OR – in a study using the same investigational agent and population used in a study for which we are a site? 
	    FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	2.  Is this a SERIOUS adverse event –or- does it place subjects or others at a greater risk of physical or psychological harm than was previously known or recognized?
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	3.  Is the event DEFINITELY or POSSIBLY RELATED to the research?

            FORMCHECKBOX 
  Definitely (clearly) related to the research
            FORMCHECKBOX 
  Probably (likely) related to the research
            FORMCHECKBOX 
  Possibly related to the research
            FORMCHECKBOX 
  Unlikely related to the research 
            FORMCHECKBOX 
  Unrelated to the research 
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	4.  Is this an UNEXPECTED adverse event?
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO



If the answer to any of these questions is “NO”, the adverse event does not need to be reported. DO NOT SUBMIT THIS FORM.  If you answered “YES” to all of the above, please complete the remainder of the form.
	4.  Please provide a detailed summary of the nature of the adverse event, the circumstances under which it occurred, and its outcome. (If this information is included in an attached report, write, “See attached.”)       



	5.  Has this subject had a similar previous adverse event on study?  
  If yes, please explain:      
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	6.  Please provide the IRB with additional information on the current status of the research subject (e.g. continues on study drug and study; taken off study; off drug but on study, etc.)       


III. Recommendations by Investigator and/or Sponsor  (Reminder:  If changes are indicated, must submit separate AE Report forms for each study.)
	1.  Does the Sponsor or PI think that this Serious Adverse Event warrants a temporary suspension of enrollment pending further analysis of the SAE?
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	 2.  Does the Serious Adverse Event change the risk/benefit ratio?
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	3.  Do you recommend a change to the protocol?

If yes, please attach recommended changes and sponsor approval if needed.  If the sponsor does not agree with the recommended changes, please include the sponsor’s rationale as to why a change is not necessary.
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	4.  Do you recommend a change to the site’s consent form?

If yes, please attach a tracked consent form and sponsor approval if needed.  If the sponsor does not agree with the recommended changes, please include the sponsor’s rationale as to why a change is not necessary.
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	5.  Do you recommend a change to the study-wide consent form?
If yes, please attach a tracked consent form and sponsor approval if needed.  If the sponsor does not agree with the recommended changes, please include the sponsor’s rationale as to why a change is not necessary.
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	6.  Is it necessary to inform subjects currently enrolled in the study about a change in the risk/benefit profile?

If yes, please attach a description of how subjects will be informed and sponsor approval if needed.  If the sponsor does not agree with the recommended changes, please include the sponsor’s rationale as to why a change is not necessary.
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO


Investigator’s Assurance:

The signature of the Principal Investigator certifies that he/she assures that the information in this form is correct and all procedures performed under the project were conducted in strict accordance with all applicable Federal, State and local regulations and policies regarding the protection of human subjects in research.

​​​​​​​​​​​​​​​​​​______________________________________________________________________                                              ____________________

Principal Investigator’s Signature
 





Date

	For IRB Use Only

Type of Review Required:

· Expedited

· Full Board

· Return to PI – Does not meet reporting requirements

Action:

· Continue Study as approved – no changes necessary

· Place study on hold pending further review/investigation

· Recommend changes in protocol and/or consent documents (see comments)

· Report to Institutional Officials and/or FDA:  ____________________(Date)

· Follow-up Report Required within 30 Days or _____________________(Date)

Comments:       
Reviewer Signature:   _________________________________________    Date:   _________________________



Date received by the IRB:
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