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	Serious Adverse Event (SAE)/Unanticipated Problem (UP) Log




Study Title:      
IRB #:      
Principal Investigator (PI):      

An unanticipated problem (UP) is any incident, experience, or outcome that is: 1) unexpected, 2) related or possibly related to participation in the study, AND 3) suggests that the research places subjects or others at a greater risk of harm than was previously known or recognized.

An adverse event (AE) is any untoward medical occurrence that may present itself during the conduct of a study and which may or may not have a causal relationship with the study procedures. An AE can be any unfavorable and unintended sign (including an abnormal laboratory finding, for example), symptom, or disease temporally associated with enrollment in a research study, whether or not considered related to the product, device, or intervention being tested.

A PRIVATESerious AE (SAE) is an event that results in any of the following outcomes: 

· Death

· A life threatening experience

· Inpatient hospitalization or prolongation of existing hospitalization

· Persistent or significant disability/incapacity; or 

· A congenital anomaly/birth defect.

In addition, events that may not result in death, are not life-threatening, or do not require hospitalization may be considered serious when, based upon appropriate medical judgment, they may jeopardize a subject and may require medical or surgical intervention to prevent one of the outcomes listed above. 

The Principal Investigator is responsible for reporting problems and events to the IRB in accordance with CHA policy.  
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