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Note-To-File: Project:  

Date:  
 Investigator:  
Participant # (if applicable): 

EXPLANATION OF IRREGULARITY 

(1) Description of irregularity:

(2) Remedy for this event (if applicable):

(3) Steps to prevent recurrence (if applicable):

Record of parties notified (as applicable): 

Study Coordinator: _______________________________Date: ________________________ 
  (Signature) 

Investigator: ____________________________________Date: ________________________ 
  (Signature) 

File this with the study document or documents related to the event or issue that prompted this note. 
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