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Deviations Log

Summarize all deviations that occurred during the reporting period.  
· Minor deviations are deviations from the approved protocol that did not require prompt reporting to the HQ USAMRDC IRB.
· Major deviations are deviations from the approved protocol that required prompt reporting to the HQ, USAMRDC IRB (those that potentially adversely affect the subject’s or subjects’ rights, safety, welfare, or willingness to participate or affect the design of the study and/or the integrity of the data).
· Deviations made in response to an emergency or life threatening situation.

Place the cursor in the cell and type.  The cell will expand to accommodate all text. Tab to next field.  Add/insert rows as necessary.

	Date of Event
	Subject ID
	Type 
	Brief Description of Deviation

	Click here to enter a date.	     
	|_| Minor
[bookmark: Text1]|_| Major -  date reported:      
	

	Click here to enter a date.	     
	|_| Minor
|_| Major -  date reported:      
	

	Click here to enter a date.	     
	|_| Minor
|_| Major -  date reported:      
	

	Click here to enter a date.	     
	|_| Minor
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	Click here to enter a date.	     
	|_| Minor
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	Click here to enter a date.	     
	|_| Minor
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	Click here to enter a date.	     
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Principal Investigator’s printed name: _________________________________________
Principal Investigator’s Signature:        _____________________________________________ 		Date: __________________________
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