
Adverse Events Form

For Reporting Adverse Consequences to Humans Participating in Research

The principle investigator must report to the IRB Office unanticipated problems (involving human subjects) that arise during the course of the research project within 24 hours of the event. The IRB will review reported events and recommend continuation, modification or suspension of the study. Adverse events that should be reported to the IRB fall into either of the following categories: 

Category A—Any Serious Adverse Event that Occurs within 48 Hours of Participation
Serious adverse events are those requiring medical treatment or hospitalization. 

Category B—Any Event for which All Three of the Following are True: 

(1) Serious—An event or outcome that has resulted in harm to the participant, has worsened a preexisting condition, or an event that has increased the risk of harm to the participant, regardless if such harm has actually occurred (for example, misplacing a participant's research records would constitute an increased risk event that should be reported). 

(2) Unexpected Event—An event or outcome that was not described as a risk of participation in the research, or, though described as a risk, the event or outcome has occurred with unexpected severity or frequency. 

(3) Related or Possibly Related to the Research—An event or outcome that was definitely related to participation in the research or it is reasonable to conclude that the event or outcome was related to participation. 

1.  Date and Time of Event
	


	2.
	Principal Investigator Name
	

	
	Title of Project
	

	
	IRB Number
	


3.  Research Site Where was this activity conducted and where did the incident or consequent events occur?
	


4.  Research Personnel Who was present when the incident was discovered?
	


5.  Event Type
	
	Category A – Serious Adverse Event



	
	Category B – Any other unexpected event that could have negative consequences to participants or others


6.  Participant Information
	Gender
	

	Age
	

	Known preexisting conditions (if any)
	


7.  Provide a narrative description of the event
	


8.  Describe all steps and actions taken in response to the incident or to resolve the issue
	


9.  Prognosis  Describe the participant’s prognosis.
	


10. Explanation of Event  Explain your assessment of causality of event. Explain your assessment of severity of event.
	


11. In your judgment, is a change in protocol necessary to reduce or eliminate risk?

	
	No  Provide rationale:

	
	Yes  Attach description of changes. Describe each proposed change in protocol separately, include justification or rationale for each change, indicate whether the change will require revision of consent/assent documents (if yes, attach both revised consent form and original consent form)

	
	Terminate Study


12. Re-consent Is it necessary to inform current participants who have already consented to participate of the adverse event with either an amendment to or a revision of the consent form? If yes attach both revised and original consent form). If no, provide rationale.

	


I have reviewed the contents of this form and attachments and certify that the information provided is complete and accurate to the best of my knowledge.
Signature 
  Date


Advisor (if student) 
  Date

Institutional Review Board Office 


Dr. Jignya Patel, IRB Chair


Nathan M. Bisk College of


(p) 674-7391


� HYPERLINK "mailto:FIT_IRB@fit.edu" �FIT_IRB@fit.edu�


� HYPERLINK "https://www.fit.edu/research/faculty--researchers/compliance/human-subjects-regulation/" �https://www.fit.edu/research/faculty--researchers/compliance/human-subjects-regulation/�











