









MIRB.No.________

Subcommittee on Human Studies

DATE RECEIVED:
AE Level:
______________________

DATE REVIEWED:
Risk/Scrutiny Level:
______________________


DEVIATION CATEGORY:

	Check One:
	Class
	Deviation Definition
	Send to RCC?

	
	I
	Subject’s rights and/or welfare are compromised, or the scientific validity of the study is significantly compromised for reasons other than protecting the subject’s safety.  Must be forwarded to the RCC.


	Yes

	
	II
	Subject’s rights and/or welfare are not compromised, or the scientific validity of the study is not significantly compromised. The deviation was not intended to protect the subject’s safety, nor were there circumstances beyond control.  Training was not an issue.  Forwarded to the RCC at the reviewer’s discretion.


	

	
	III
	Same as Class II, however, training was an issue.  Forwarded to the RCC at the reviewer’s discretion.


	

	
	IV
	Subject’s rights and welfare were not compromised.  The deviation was intended to protect subject safety and/or circumstances were beyond control.  Forwarded to the RCC at the reviewer’s discretion.


	

	
	V
	Other: ______________________________________________

______________________________________________

Forwarded to the RCC at the reviewer’s discretion.


	


COMMENTS:

______________________________
_________________________
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