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Dear Coordinator,

Due to the TGH policy of identifying research patients in the hospital, the Office of Clinical Research (OCR) would like to remind you to carry out the following steps to ensure compliance of your new protocol:
· Linking the patient in Epic: The patient must be linked to the appropriate study in Epic to designate that they are a “research participant.”
· Enrollment Notification: The patient status update in MERGE must be completed within 24 hours.

· Billing Notification: Add all patient visits and procedures in MERGE within 24 hours. 

· Monthly Enrollment Log:  The Monthly Enrollment Log is to be turned in at the end of each month.  

· AE Notification Form: This form must be sent if a research patient experiences an SAE or AE (that is related to the study drug/device) while admitted in the hospital.  
· Scanning to Epic: The signed ICF and Research Information Sheet (Drug or Device), must be scanned into the patient’s electronic medical record. The Research Information Sheet should be placed in the patient’s mini chart on the unit and the scanned ICF should be placed into the red TGH HIM dept. bag to go to HIM for verification. All scanned documents must be stamped as “scanned.”
· IRB Approval Letter: A copy of the initial IRB approval letter must be submitted to the Office of Clinical Research.

· IRB Documentation: Copies of all continuing review approval letters, modification request approval letters, and final closure letters must be submitted to the Office of Clinical Research.

· Order Entry in Epic: Enter the Read Research Information Sheet Order into Epic.
I understand and will comply with the TGH Research policy as described to me above.

___________________________________________                       ___________________

Coordinator Signature
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