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UNANTICIPATED PROBLEM REPORT Form 

Event #      

	Principal Investigator:
	     
	Phone:
	     

	Department:
	     
	E-mail
	     

	Title of Research Project:
	     

	IRB Study No.: 
	     
	IRB Approval Expiration Date
	     

	The study is (check one):
	 FORMCHECKBOX 
 Currently in progress (open to enrollment)


No. of subjects enrolled:      

No. of subjects still in treatment:      
 FORMCHECKBOX 
 Closed to enrollment (participants in follow-up)

	Date of Event:

Date of awareness of event:
	     
     

	 FORMCHECKBOX 

Adverse Event 
 FORMCHECKBOX 

Serious Adverse Event

 FORMCHECKBOX 

Other Unanticipated 
Problem
(See below for definitions and guidance)
	 FORMCHECKBOX 

Anticipated and related or possibility related to the research but 
occurring at a significantly higher frequency or severity than 
expected.

 FORMCHECKBOX 

Unanticipated and related or possibly related to the research.
 FORMCHECKBOX 

Unanticipated and related or possibly related, regardless of 
severity, and may alter the risks for subjects, and as a result, 
warrants changes to the protocol and/or consent process.

 FORMCHECKBOX 

Unanticipated and may place participants or others at a greater 
risk of harm or discomfort than was previously known or 
recognized.

	Description of Event (give enough detail here to determine the rationale for study-or-treatment relatedness and, if appropriate, attach a detailed report or specific pertinent information):
     


	Description of any and all steps and actions taken in response to the incident or to resolve the issue:
     


	Number of similar experiences in this protocol:      


	Was the event reported within policy time frames (Within 5 working days of investigator knowledge for deaths and life threatening events or within 15 working days of investigator knowledge of other event types) ? If not, explain:      


	What was subject’s participation level after the event?

 FORMCHECKBOX 
 Subject stopped research participation

 FORMCHECKBOX 
 Subject had already completed research

 FORMCHECKBOX 
 Subject continued research participation

 FORMCHECKBOX 
 Subject withdrew from further participation

 FORMCHECKBOX 
 Subject continued participation/follow-up only
 FORMCHECKBOX 
 Investigator withdrew subject from participation

 FORMCHECKBOX 
 Other (describe): 

	Effect on Research – In your judgment, should the research

 FORMCHECKBOX 
 continue as planned with no changes to the research protocol or consent process. Explain why:      
 FORMCHECKBOX 
 continue with changes to the research protocol or consent process; 


Attach proposed changes for IRB review and approval.

 FORMCHECKBOX 
 suspend new subject enrollment until the event is further examined;

 FORMCHECKBOX 
 be terminated (stopped completely), with all subjects removed from research.

	Have other agencies or sponsors been notified of this event? 
 FORMCHECKBOX 
 Yes (list agencies/sponsors notified including dates and methods used)

     
 FORMCHECKBOX 
 No (describe steps to be taken to notify appropriate parties)

     


	Does this study have a Data Safety Monitoring Board (DSMB)?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes, has the DSMB been notified?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	Investigator Assurance(s):
I have reviewed the contents of this form and hereby assure that the information provided is complete and accurate to the best of my knowledge.

_________________________________________________

 FORMCHECKBOX 
 person filing report

Signature of Principal Investigator



Date

_________________________________________________

 FORMCHECKBOX 
 person filing report

Study Coordinator





Date




An adverse event is any untoward or unfavorable medical occurrence, although not necessarily unexpected, in a research participant including any abnormal sign, symptom, or disease temporally associated with the individual’s participation in the research. Adverse events encompass both physical and psychological harm.
An unanticipated problem is an event that is not expected given the nature of the research procedures and the subject population being studied and is related or possibly related to an individual’s participation in the research. The event may place individuals at increased risk of harm or discomfort (including physical, psychological, economic or social harm) related to the research than was previously known or recognized. (Example: events that could lead to a breach of confidentiality such as an unanticipated loss or theft of files constitutes an unanticipated problem.)

A serious adverse event is any adverse event that:

· Is fatal or life-threatening,
· Is persistent or significantly disabling or incapacitating,
· Results in inpatient hospitalization or prolongation of hospitalization,
· Results in psychological or emotional harm requiring treatment,
· Creates a persistent or significant disability,
· Causes a congenital anomaly or birth defect, and/or
· Results in a significant medical incident (considered to be a serious study related event because, based upon appropriate medical judgment, it may jeopardize the subject and may require medical or surgical intervention to prevent one of the outcomes listed in this definition.)

When determining “unanticipated” status and whether an event is reportable, consider the following:

· Review of the Unanticipated Problem Analysis Chart (attached.)

· Was there a description of the known or foreseeable adverse events and risks in the IRB-approved research protocol, any applicable investigator brochure, the IRB-approved consent form, or other relevant sources of information;

· Consider any underlying disease or conditions of the subject experiencing the adverse event; and 

· Conduct a careful assessment of whether the adverse event is related or possibly related to the subject’s participation in the research.
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Unanticipated Problem Analysis 
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Any AE may be considered unexpected if it occurs in one or more subjects, the nature, severity, or frequency of which is not consistent with either:


the known or foreseeable risk of AEs associated with the procedures involved in the research that are described in (a) the protocol-related documents such as the IRB-approved research protocol, any applicable investigator brochure, and the current IRB-approved informed consent document, and (b) other relevant sources of information, such as product labeling and package inserts; or


the expected natural progression of any underlying disease, disorder, or condition of the subject(s) experiencing the adverse event and the subject’s predisposing risk factor profile for the adverse event.





Adverse Events may be caused by one or more of the following:


The procedures involved in the research;


An underlying disease, disorder, or condition of the subject; or


Other circumstances unrelated to either the research or any underlying disease, disorder, or condition of the subject.


In general, AEs that are determined to be at least partially caused by (1) would be considered related to participation in the research, whereas adverse events determined to be solely caused by (2) or (3) would be considered unrelated to participation in the research.





An adverse event occurs in one or more subjects.





1) Is the adverse event unexpected in nature, severity, or frequency?


(See Box 1)








2) Is the adverse event related or possibly related to participation in the research? (See Box 2)





3) Does the adverse event suggest that the research places subjects or others at a greater risk of physical or psychological harm than was previously known or recognized? NOTE: If the adverse event is serious, the answer is always “YES.”





�


Report the adverse event as an unanticipated problem under 45 CFR 46





�


The adverse event is not an unanticipated problem and need not be reported under 45 CFR 46





Box 1





Box 2





YES





YES





YES





NO





NO





NO
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