
INSTRUCTIONS FOR SUBMITTING AN AMENDMENT

All amendments, changes to consent forms, changes in study personnel, and any other changes to the research must be reported to NEIRB.  

Except where necessary to eliminate apparent immediate hazards to the study subjects, changes may not be implemented until approved by NEIRB. 

Requirements for Submission:  The following materials should be submitted:

· The amendment
· A cover letter (or attachment to the formal amendment) detailing in an itemized format the requested changed

· A rationale for the changes

· All modified items such as consent forms, protocols, PI Brochures, study instruments, recruitment tools, etc, with all changes clearly marked
It must be clear to the Board exactly what changes are requested, the rationale for those changes, and how the revised document differs from the document that received prior 
approval from the Board. Therefore, the proposed amendment maybe submitted, utilizing the “tracked changes” to demonstrate which changes are being submitted.

Please note that unclear requests will be returned to the PI/sponsor with a request for resubmission.
Questions regarding this process may be directed to NEIRB at 617-243-3924 or by contacting your study Administrator. 
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