
Protocol Exceptions and Deviations 

It is the policy of the BH IRB to be notified of all protocol deviations or exceptions.  

The following procedures, Sections 9.1 through 9.3, describe how protocol deviations and 
exceptions are reported to the IRB.  

9.1 Definitions  

Exceptions - Protocol exceptions are defined as circumstances in which the specific procedures 
called for in a protocol are not in the best interests of a specific patient/subject (example: 
patient/subject is allergic to one of the medications provided as supportive care). Usually it is a 
deviation that is anticipated and happens with prior agreement from the sponsor.  

Deviations - A protocol deviation is defined as a deviation from the approved research activity 
without prior approval of the IRB (protocol visit scheduled outside protocol window, blood 
work drawn outside protocol window, required procedure omitted, etc.). The IRB will review 
these reports for frequency and may audit any protocol reporting frequent deviations.  

9.2 Exceptions  

It is the responsibility of the Investigator to seek approval of the IRB of any proposed exceptions 
to be made to the protocol.  Exceptions must be approved by the sponsor (if applicable) and IRB 
prior to being implemented.  The only time a protocol exception would not require prior IRB 
approval is when the change is necessary to avoid an apparent immediate hazard to the 
subject.  In these instances, the event should be reported within five (5) business days as 
described in the section on Unanticipated Problems.   

To request a protocol exception, the investigator should submit a Modification Request form, 
justification, documentation of Sponsor approval (if applicable), and any other relevant 
information.  If the request is time-sensitive, the investigator should contact the IRB office by 
phone or email.   

Depending on the nature of the exception, the IRB may be able to  perform an expedited 
review.  

Exceptions may not increase risk or decrease benefit, affect the participant’s rights, safety, 
welfare, or affect the integrity of the resultant data.  

9.3 Deviations  

It is the responsibility of the Investigator not to deviate from the research activity approved by 
the IRB, except to avoid an immediate hazard to the participant.  On occasion, circumstances 
arise that are unanticipated or outside of the investigators control which cause the investigator 
to deviate from the research plan approved by the IRB (e.g. blood work drawn outside of 
protocol window, protocol visit scheduled outside of protocol window due to scheduling needs 



of subject, etc.).  Such events are commonly known as Protocol Deviations or Violations.  A 
subset of deviations meet the definition of an UAP, therefore, these should be reported 
according to the procedures in Section 8.  Other protocol deviations should be submitted to the 
IRB via an Event Reporting Form.  The report should include the subject ID, date of event, 
relevant details, any reason for the deviation, and a summary of actions taken in response to 
minimize the likelihood of the event recurring in the future.   

Repetitive deviations may be ruled by the IRB to constitute non-compliance.  

Reports of protocol deviations are reviewed by the IRB staff to determine if the report is 
complete or if additional information or corrections are needed prior to forwarding the report 
to an IRB reviewer.  Once complete, the report is forwarded to the IRB Chair or designee for 
review. An acknowledgment will be sent back to the investigator for the study file.   

Upon receipt of the report, the Chair or designee will review the report and request additional 
information if necessary so that the Chair or designee can:  

1. Determine if the issue is minor (does not increase risks to the subject or threaten the 
integrity of the study data or research plan) and whether any corrective actions are 
appropriate.  In these instances the report is acknowledged and a letter documenting 
the acknowledgment provided to the investigator via IRBNet.   

2. Determine that the deviation(s) may be indicative of a more serious issue, and: 

a. make a preliminary assessment as to whether the incident warrants immediate 
suspension of the research project. If a suspension is warranted, the procedures in 
Section 3.9 will be followed. 

b. initiate or request additional information or materials from the investigator or 
request a “for-cause” review.   

c. refer the matter to the convened IRB for review to determine if the deviation(s) or 
pattern of deviations represent serious or continuing non-compliance. 

d. refer the matter to the convened IRB for review to determine if the deviation(s) are 
an UAP.  

The Chair may choose to place any deviation or exception on the agenda of the next convened 
IRB meeting for discussion. The investigator may be asked to appear at that meeting to answer 
any questions or clarify issues for the IRB.  

 


