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Deviation Report 
IRB Protocol number______________

PI_______________________

Investigator: Use this form to report to the IRB any changes to the IRB protocol that occurred without prior approval from the IRB.  Note: Federal Regulations and Institutional policies require that investigators obtain PRIOR approval for all changes to their approved IRB protocol. Any changes that are implemented without IRB approval constitute a protocol deviation.  Some protocol deviations may require reporting by the IRB to institutional officials, funding sources/sponsors and regulatory agencies such as the Office of Human Subjects Protections (OHRP). 

Section I: Type of Deviation: (check all that apply)

___ Deviation related to expiration of IRB approval

___ Deviation related to over-enrollment of study subjects

___ Deviation related to informed consent (e.g. study interventions conducted 

       without obtaining signed consent, incorrect version of consent used, 

       consent did not explain all study procedures or study risks, etc.)

___ Deviation related to recruitment or use of recruitment materials

___ Deviation related to study staff (e.g. person obtained consent who was 

       not listed on IRB protocol as an investigator, investigator conducted 

       research activities prior to being approved by IRB, etc.

___ Deviation related to study procedures or materials, questionnaires, 

       surveys, etc.

___ Other (specify in text box below)

Section II:  Description: In the text box below, describe in detail each protocol deviation, the circumstances that caused it to occur, and whether the deviation resulted in any risk or harm to subjects. 
	


Section III:  Corrective Action Plan (CAP): For each protocol deviation above you must provide an appropriate CAP which clearly explains how you will prevent this deviation from happening again.   An appropriate CAP must be reviewed and accepted by the IRB.   As part of the CAP be sure to state who, specifically (by name and title) is responsible for ensuring that the CAP is carried out.  (Example: if the deviation involves a research assistant failing to get the subject’s signature and date on the consent form the CAP should indicate who would be responsible for retraining and supervising the research subject.)
	


Section IV.  Use of the study data.  Under certain circumstances the IRB must determine whether study data obtained from subjects can be used, for example data obtained without subject’s informed consent or data obtained after study approval has expired, or data collected using procedures that were not part of the IRB approval.  If this deviation relates to specific study data please provide any information that you have that will assist the IRB in determining whether the study data can be used.   

	


Signatures: (no proxy signatures allowed)
PI (printed name)_____________________

PI signature __________________________  Date_____________

If the PI is a student then signature of the faculty advisor is also required

Faculty advisor printed name___________________

Faculty advisor signature __________________    Date__________________
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