Reporting of Protocol Violations and Deviations

Protocol violations are considered to be any change or departure from the study design or study procedures of a research protocol that affects the subject’s rights, change the risk/benefit ratio of the study, safety or well-being and/or completeness, accuracy or reliability of the study data.  Examples of protocol violations include the following:

· Subject receives the wrong treatment and/or drug

· Subject receives incorrect dose of the study drug

· Subject was enrolled but did not meet the eligibility criteria (NOT related to screen failures)

· Inadvertent loss of study data (e.g. loss or theft of laptop, etc.) resulting in potential breach of subject confidentiality

· Change in protocol without prior IRB approval 

· Not following the IRB approved protocol

Protocol violations are required to be reported to the IRB within 10 business days of becoming knowledgeable of the violation.  A letter signed by the Principal Investigator must be submitted, which contains the following information:

· IRB Project Number, Subject ID Number, Date(s) of the Event(s)

· Description of the protocol violation

· How the event deviated from the protocol

· Date the study sponsor was notified of the violation

· Investigator’s assessment regarding any effect on subject risk as a result of the violation.  
Include description of additional treatment the subject required as a result of the violation.

· Corrective action plan describing what will be implemented in order to avoid the violation 
from reoccurring in the future.

For Sponsored Clinical Trials Only:

Protocol deviations are considered to be those changes or alterations in the conduct of the study which do not have an impact on the subject’s rights, safety, or well-being and/or completeness, accuracy or reliability of the study data.  Examples of protocol deviations include the following:

· Lab tests or study visit not being conducted at the correct time or date, but inside an acceptable time frame as defined by the study sponsor
· Collection of study data (e.g. temperature readings) performed incorrectly by subject or subject’s parent/guardian
Protocol deviations are not required to be reported to the IRB.  However, if the study sponsor requires that the deviation be reported to the IRB, the IRB will provide acknowledgement of receipt and review of the deviation.
Reporting of Errors that Occur During the Informed Consent Process
Errors that occur during the informed consent process must be reported to the IRB within 10 business days of becoming knowledgeable of the error.  Examples of informed consent errors include the following:

· Subject undergoes study procedure(s) prior to giving informed consent 

(this is a protocol violation)
· Subject signs outdated or incorrect version of the consent form (this is a protocol violation)
· Subject undergoing the research intervention is not re-consented when new information is incorporated into the consent form (this is a protocol violation)
· Other consenting errors the study sponsor requires be reported to the IRB

A letter signed by the Principal Investigator must be submitted, which contains the following information:

· IRB Project Number, Subject ID Number, Date the Error Occurred
· Description of the consenting error
· Date the study sponsor was notified of the error
· Investigator’s assessment regarding any effect on subject risk as a result of the error.  Include 
description of follow-up procedures undertaken to correct the error.
· Corrective action plan describing what will be implemented in order to avoid the error
from reoccurring in the future.

The IRB’s assessment of an event as non-compliance takes precedence over the study sponsor’s monitor’s assessment.  In addition, recurring non-compliance is reportable to federal agencies.
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