Baystate Medical Center Institutional Review Board

Request to Re-Open a Closed Study


On occasion, researchers seek to temporarily re-open a study after study closure has occurred.  This is typically related to a request from the sponsor or the FDA for clarification of existing data or for follow-up communication to subjects.  This form provides the IRB with the basic information necessary to consider the request.  This form should not be used if a researcher is seeking to re-open a study due to a lapse in continuing review; in these instances please contact the IRB Office directly (413-794-4356) for guidance.

I.  Abbreviated Description

Indicate the reason for re-opening the study at this time: 

 FORMCHECKBOX 
 Audit Site Visit

 FORMCHECKBOX 
 Query for data clarification/data existing at the time of study closure

 FORMCHECKBOX 
 Query for new data related to events occurring since study closure.  In addition, this form must also be accompanied by a Request for Modification (Amendment).

 FORMCHECKBOX 
 To Notify Subjects of their Randomization and/or the Study Results

 FORMCHECKBOX 
 Other:      
If Audit:  provide the anticipated date of the audit:      

Who is conducting the audit? (sponsor, other institution for which we are a sub-site, regulatory agency, etc.)       

Attach the audit notification and any other relevant communications and notify the HRPP, your Department Chair, and any ancillary service that may be impacted (Investigational Pharmacy, Radiology, etc.).
II.  Detailed description:  Describe the reason for re-opening the study at this time:


If notifying subjects of their randomization and study results describe how study subjects will be notified (letter, newsletter, etc.) and attach the proposed communication.
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