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RESEARCH SUBJECT ADVERSE EVENT NOTIFICATION FORM
	· This form must be provided to the Office of Clinical Research (OCR) office within 24 hours of event for ALL patients participating in research at TGH.
· All information requested below must be completed.
· The form can be submitted via e-mail, fax, or hand-delivery to OCR via research@tgh.org , 813-844-1165, or to Harbourside Medical Tower, Suite 470.


IRB Number:

     

Principal Investigator:
     
Study Coordinator:
     

Phone:
     
Study Type:



 FORMCHECKBOX 
  Drug
 FORMCHECKBOX 
  Device
 FORMCHECKBOX 
  Other

Sponsor:



     
Patient/Subject Name:

     
Patient MR Number:

     
Patient Insurance:


     
Date of Enrollment/Service:
     
Date of AE:



     
Study Related AE:


 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No


Description of AE:


     
Resolved



 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

Date of Resolution     
Is Patient Still at TGH?

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No


Date of Discharge:


     






