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                             Study Deviation Report Form








 


All study deviations should be reported to the IRB in a timely manner.  Please submit the original signed form with any supporting documentation and two complete copies (total of three sets).








Principal Investigator:	                                                                IRB #: 








		   	


Study Title: 				














Date of deviation:     				Date deviation discovered, if different: 	











Date this report was submitted to the IRB:








			      	


Subject ID number (please refrain from including names or initials, when possible):











Describe the deviation and any known outcome or consequence. If steps were taken to rectify the deviation/violation state such: 











Specify a plan to prevent the above deviation from occurring in the future: 











If the study is sponsored, state whether this deviation has been reported to the Sponsor (including the date the report was made): 











Indicate whether the subject continued in the study, withdrew or was terminated:














______________________________________________		______________


SIGNATURE OF PRINCIPAL INVESTIGATOR			DATE
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