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                 Study Title: 
Protocol No:
                        
 Site ID:                                    
              Project Code: 
	
S.No.
	Protocol violation

Code
	Subject ID
	Date Violation Occurred (mm/dd/yyyy)
	Date Protocol Violation

Form Completed

(mm/dd/yyyy)
	Sponsor/IRB/IEC Notified Date (mm/dd/yyyy)
	Investigator Initials and Date
	Comments

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


NOTE: 

SAMPLE PROTOCOL VIOLATION CODES:

1. Failure to obtain informed consent

2. Failure to keep IRB approval up to date

3. Registration and/or treatment of participant prior to IRB approval

4. Consent form missing

5. Consent form not signed and dated by participant

6. Consent form does not contain all required signatures

7. Consent form used was not current IRB-approved version at time of participant

ADDITIONAL POTENTIAL PROTOCOL VIOLATION CODES:

8. Not reporting a serious complication within 24 hours

9. Completing a survey outside the acceptable window for that survey

10. Missing data

11. Enrollment of an ineligible patient

12. Randomization occurring outside normal window

13. Center fails to submit and transport data from their onsite computer to the Coordinating Center

14. Baseline data (e.g. x-rays) for participants were not obtained.

15. Others, Specify

Signature of the Principal Investigator:






    

Date:
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