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Protocol Deviations Log

Study Title:	[Insert Study Title]

 
 Protocol Number:	[Insert Busara ISERC Protocol Number]

 
Principal Investigator:	[Insert Name]

 
Study Site(s):	[Insert Study locations]

 
Date Range for Log:	[Date range]


Deviation ID	Date of Deviation	Participant ID	Description of Deviation	Classification (Minor/Major)	Reason for Deviation	Actions Taken/Resolution	Reported to BSERC? (Yes/No)	Date Reported	Notes
001									
002									
003									


Instructions for Use
1. Deviation ID: Assign a unique identifier to each deviation.
2. Date of Deviation: The date the deviation occurred.
3. Participant ID: Include if the deviation is specific to a participant; otherwise, note "N/A."
4. Description of Deviation: Provide a brief, clear summary of the deviation.
5. Classification: Categorize as Minor (does not affect study integrity or participant safety) or Major (potentially impacts safety, data integrity, or compliance).
6. Reason for Deviation: Explain why the deviation occurred.
7. Actions Taken/Resolution: Detail corrective actions taken or planned.
8. Reported to Busara ISERC?: Indicate whether the deviation has been or will be reported to the Busara ISERC.
9. Date Reported: If reported, include the date.
10. Notes: Add any additional information or context, if needed.
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