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CHECKLIST TO REPORT AN INTERNAL ADVERSE EVENT 

[Version 7/2007]
1. 
Protocol Title:

2. 
IRB Number:  


3. 
Principal Investigator:

4. 
Date of Event:

5. 
This report is:    [  ] Initial     [  ] Follow-up

6. 
Description of Event: (Provide the subject’s initials or study number and a brief description of the event.  Provide sufficient detail to allow IRB review.  The amount of information should be proportional to the seriousness of the event.  Include copies of any information sent to MedWatch, DSMBs, etc.)

7.  Severity of event:

[  ] Fatal: Any event that results in death. (Report within 7 calendar days if study related; and within 14 calendar days if not study related.)

[  ] Serious or life threatening: Any untoward medical occurrence that results in any of the following outcomes:  a life-threatening event, inpatient hospitalization or prolongation of existing hospitalization, a persistent or significant disability or incapacity, a congenital anomaly or birth defect, an event that requires medical or surgical intervention to prevent one of the previously described outcomes, and any event determined by the investigator to be serious. (If study related report within 14 calendar days, otherwise report at continuing review.)

[  ] An event(s) occurred that changes the UHCMC protocol or consent form. (Report within 14 calendar days of learning of the event; the protocol and/or consent form change is submitted with a Protocol Addendum Checklist (A))

Non-serious: Any event that causes interference with routine daily activities without major discomfort and these interferences do not persist. (Report at continuing review.) 

8.  Characterization of Event:

a)
Relationship of the subject’s event to his or her participation in the study:



[  ] study-related         [  ] possibly study-related        [  ] not study-related       

b)  For the protocol and the subject’s medical status this event was:      [  ] expected            [  ] unexpected   

c)
How does this event impact the subject’s participation in the study?



[  ] no change      [  ] study treatment modified        [  ] study participation ends

d)
Does the IRB approved informed consent include this event as a subject risk?

  [  ] Yes         [  ] No

e)
Does the IRB approved informed consent form require revision to reflect this event?

  [  ] Yes         [  ] No  

f)
Is the study open for subject enrollment at this site?

  [  ] Yes         [  ] No  

g)
Was the event reported to the sponsor or FDA?    

[  ] Yes        [  ] No        [  ] not applicable,  If YES, date _______

h)
Was the event submitted to a data safety monitoring committee?    [  ] Yes      [  ] No,       If YES, date _______

9.  Is this protocol active on the UHCMC GCRC? 

[  ] Yes    [  ] No        If Yes, send a copy of this form to the GCRC 

Signature of Principal Investigator ___________________________________________________ Date ______________

Send the original of the completed Internal Adverse Event form to (if a date stamped copy is desired as a receipt, also submit a copy):
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