Note-To-File: Explanation of Irregularity / Non-Compliance
	IRB Number:
	

	Study Title:
	

	Principal Investigator:
	

	Author of Note:
	

	Subject ID Number :

(if applicable)
	


Check all that apply: 

  Subject Consent issue 

  Inclusion/Exclusion criteria not met 

  Subject in simultaneous interventional trials 
  Required source data documentation could not be obtained
  Adverse event not reported to Sponsor as required 

  Adverse event not reported to IRB as required (see local IRB requirements) 

  Drug or Device accountability issue 

  Subject seen or procedure performed, outside the allowed visit window 

  Required study procedure not completed 

  Other 
1. Description of irregularity or non-compliance: ____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
2. Remedy for this irregularity (if applicable): ___________________________________________________________________

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

4. Notification Record (if applicable): 

Date Sponsor representative notified: _____________________________________________________________________

Name of Sponsor representative contacted: _______________________________________________________________

Study team member contacting Sponsor representative: ________________________________________________

Other parties receiving this Note, e.g., IRB: ________________________________________________________________________

Study Coordinator: ____________________________________________________________________Date: ________________________ 

(Signature) 

Investigator: ___________________________________________________________________________Date: ________________________ 

(Signature) 

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