	
	PROTOCOL No.
	Site Investigator (Name, Contact Telephone Number):

	NCI IRB Report Form
	
	


PROTOCOL TITLE:


PARTICIPATING SITE LOCATION:
	


Date Site Investigator Notified of Event: Click here to enter a date.

Description of Participant:
[bookmark: _GoBack]Sex: Male     Female	Age: 	Diagnosis: 
Is this an Initial or a Follow-Up Report?    Initial     Follow up
For Follow up, AE reference # provided by NIH, if applicable: 
If this is a Follow-up report, describe what was updated from the initial report: 

Category of Report (select all that apply):
Unexpected Serious Adverse Event that is possibly, probably, or definitely related to research
Death, except due to progressive disease
Protocol Violation
Protocol Deviation
Unanticipated Problem

If reporting a Serious Adverse Event, please select appropriate outcome category:
Death 
Life Threatening
Required or Prolonged Hospitalization
Caused Persistent or Significant Disability/Incapacity
Resulted in Congenital Anomalies or Birth Defects
Required Intervention to Prevent Permanent Impairment or Death

Did this result in? (select all that apply)
 Harm or significant or substantive risk of harm to the research subject 
 A compromise in the scientific integrity of the data collected for the study
 A breach of human subject protection regulations, policies or procedures 
 Non-compliance with human subject protection regulations, policies or procedures
A Protocol Deviation that does not impact the safety or welfare of subjects, or protocol integrity

Have similar adverse events occurred on this protocol at this site?  Yes     No

Description of similar events:

Brief description of the event/incident being reported:


Is this event “unexpected”? (i.e., not described in protocol, consent, or Investigator Brochure)
 YES NO   If yes, explain: 

Does the event suggest the research places subjects or others at a greater risk of harm?  
 YES NO      If yes, explain: 

What steps do you plan to take as a result of this report? Select all that apply.
No Action Required
Amend protocol
Amend consent document
Inform current participants and document in the medical record
Terminate protocol
Educate staff
Conduct audit
Suspend enrollment
Other

Specify other steps taken:


In addition to the NCI IRB, is this report being submitted to the local IRB? 
Yes
No

Adverse Event Information:

	CTCAE Term
	Date of Event
	Location of Event
	CTCAE Version
	CTCAE Grade
	Attribution to Research
	Attribution to IND Agent
	Expected

	
	Click here for date.
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	Attribution
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