Durham VAMC Protocol Deviation Log


Instructions:  Investigators may use this log to report protocol deviations that are not serious noncompliance and do not place one or more subjects at increased risk of harm.  Submission of a completed log will satisfy the Continuing Review protocol deviation reporting requirement.  
If a deviation is serious and unanticipated and places one or more subjects at increased risk of harm, report the deviation as a serious unanticipated problem on the Serious Unanticipated Problem/Unanticipated Serious Adverse Event report form within 5 business days of learning of the event.  If deviation is apparent serious noncompliance, report within 5 business days of learning of the event. 
Protocol Deviation:  Any departure, alteration, or procedural error in the IRB approved protocol and/or study procedure that occurs without prior IRB notification and approval.  The cause of the deviation may be within the Investigator‘s control (e.g., change a protocol procedure or medication), or a deviation may not be in the control of the Investigator (e.g., a subject fails to show-up for a procedure defined in the protocol).
Serious Problem:  A serious problem involves substantive harm, or a genuine risk of substantive harm, to the safety, rights, or welfare of human research subjects, research staff, or others; or substantively compromises the effectiveness of Durham VAMC’s human research protection programs.

Unanticipated:  An event or problem in VA research that is new or greater than previously known in terms of nature, severity, or frequency, given the procedures described in protocol-related documents and the characteristics of the study population.

Serious Noncompliance:   Failure to adhere to the laws, regulations, or policies governing human research that might reasonably be regarded as involving substantive harm, or a genuine risk of substantive harm, to the safety, rights, or welfare of human research participants, research staff, or others; or substantively compromising the effectiveness of a VA facility‘s human research protection or human research oversight programs.

The following deviations did not meet criteria for a serious unanticipated problem or serious noncompliance and are being reported at Continuing Review (add additional rows as necessary):

	***Required Information***
	Optional Information

	Event Date
	Subject ID

(if applicable)
	Description of Deviation
	Reason for Deviation
	Corrective Action
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