LLNL Report of Adverse Event

Incidents of illness, adverse events, or injuries that are (1) potentially serious (2) either unexpected or unusual, and (3) possibly related to study participation must be reported to the IRB Office as soon as possible, but NO LATER THAN 10 WORKING DAYS after first awareness of the problem. 

Principal Investigator:      
Project IRB #:      

Date of incident:       
Date known to you:      

	Describe in detail the nature and timing of event(s).  Include dates and times in relationship to exposure to drug, device, and/or procedure​—attach additional documentation if needed.       


What is the likelihood that the event was caused by study participation?

 FORMCHECKBOX 
 Unlikely
 FORMCHECKBOX 
 Probably 
 FORMCHECKBOX 
Possibly
 FORMCHECKBOX 
 Definitely unrelated

Check all that apply:

 FORMCHECKBOX 
 Subject died
 FORMCHECKBOX 
 Resulted in, or prolonged, hospitalization 

 FORMCHECKBOX 
 Resulted in disability 
 FORMCHECKBOX 
 Required supportive treatment 

 FORMCHECKBOX 
 Subject remains on the study
 FORMCHECKBOX 
 Blind has been broken 

	Describe treatment provided:      
By whom: Where:      


	Does this event require changes be made to the protocol?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 

Does this event require changes be made to the consent form?   FORMCHECKBOX 
Yes  FORMCHECKBOX 
 No 

Is the event listed as a possible risk of study involvement in the consent from?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
No 


Was this event reported to:  FORMCHECKBOX 
 FDA
 FORMCHECKBOX 
 Sponsor
 FORMCHECKBOX 
 Co-Investigators

Signature of PI 
Date      

Printed name of PI      
Phone #      

Signature of person reporting 
Date      

Printed name of person reporting      
 Date      

Report of Adverse Event

10/24/03

