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WHAT is the IRB Correspondence Log?
The IRB Correspondence Log is means to track and ensure documentation of pertinent correspondence with the Institutional Review Board (IRB) for Boston Children’s Hospital.
Includes the following information
Optional information as deemed helpful (not inclusive)
▪ Description of Document/Submission
▪ Checkbox to ensure document is filed
▪ Date sent to IRB
▪ Additional description of attachments (consents)
▪ Date approved by the IRB
▪ Dates sent and received for all IRB actions and correspondence prior to approval
WHEN is an IRB Correspondence Log Required?          
Sponsored-studies may require investigators to maintain a correspondence log, in which case sponsors should specify what information to capture, or provide the log prior to study start.

It is recommended for all studies to consider if a IRB Correspondence Log will help them conduct the study in a more efficient and organized manner.  
WHY would you need a IRB Correspondence Log?
A IRB Correspondence Log can serve as a good concise reference of the protocol’s history.  The detail is dependent on the information added to the log, but at a minimum can list of what was approved and when.  It can also help ensure timely submissions (forecasting upcoming continuing reviews), and may help prevent delays in IRB response.  It is recommended to follow-up with the IRB if no correspondence or response has been received within 2 weeks.  
Finally, the IRB Correspondence Log can serve as a good index or checklist of all documents which should be filed or available in the study records.  
HOW do you use it?

Create a log that includes all the information that the research staff agrees will be useful throughout the study.   Two templates are provided: one tracks only IRB approvals, the other is more detailed and documents all reviews, including pertinent questions and other actions such as conditional approvals and deferrals. Please tailor the log in a user friendly format that will be easy to update and reference.
Create the log prior to study start, though it may be implemented during a study and retrospectively filled in.  The log should be updated regularly, ideally with each submission.  Maintaining and tracking the log should be a designated study role.  It is recommended that the person responsible be added as the Additional Contact for the study to ensure they receive copies of all correspondence.  This person may also track delayed responses, or follow-up on no responses. 

WHERE do you put it?

If a sponsor provides the IRB Correspondence Log, file as instructed.  Otherwise, the log may be filed in a location easily accessible and available for the research staff to reference and update. 
Applicable References for Consideration:
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