Baystate Medical Center Institutional Review Board

Protocol Deviation Report


Researchers are responsible for conducting human subjects research in accordance with the principles for ethical research delineated in the Belmont Report, all applicable federal and state regulations, applicable policies and procedures, and the requirements of the IRB. 
Federal regulations specifically require that changes in research activity must be reported to the IRB and “may not be initiated without IRB review and approval except where necessary to eliminate apparent immediate hazards to the subject”.  Research activity includes all aspects of the research study as disclosed in the application, protocol, and other materials reviewed and approved by the IRB (e.g., study procedures and timeline, accrual, members of the research team, recruitment methods, consent document and process, procedures used to protect privacy and confidentiality, etc.). 

During the conduct of a research study, variances from the approved research activity, with or without intent, may occur.  Such variances must be reported to the IRB as Protocol Deviations.  If a sponsor has requested the report of multiple deviations, the deviation log may be attached to this submission and the answers to the questions modified below to accommodate the range of events.  Analyze the deviations for trends and include a description of trends, causative factors, and corrective actions below. 
1. Date of Occurrence:
     
2. Subject ID:

     
3. Describe the deviation:

     
4. Describe any causative or contributing factors:

     
5. Did the deviation negatively impact any of the following (check all that apply)?

 FORMCHECKBOX 

rights/welfare of subjects

 FORMCHECKBOX 

safety of subjects
 FORMCHECKBOX 

integrity of the research data

 FORMCHECKBOX 

subject’s willingness to continue study participation

6. If you have checked any of the above, describe why and any steps that you have taken to minimize harm: 
     
7. Describe the corrective actions that have been or will be taken to avoid recurrence.  

     
8. Provide any other information that could be of importance to the IRB in its review:
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