BBH IRB Application to Report Adverse Events Outside Brookwood Baptist Health
















BBH-IRB ARCHIVE NUMBER_______________
















BBH FACILITY___________________________
Brookwood Baptist Health
Institutional Review Board (IRB)
Suite 1000 Ridge Park Place, 1130 22nd Street South, Birmingham, Alabama 35205 

Telephone: 205-715-5308 / Fax: 205-715-5304 
APPLICATION TO REPORT 

ADVERSE EVENTS OCCURRING OUTSIDE

BROOKWOOD BAPTIST HEALTH 

ANSWER ALL QUESTIONS - PLEASE TYPE
For multi-site studies, adverse events occurring outside Brookwood Baptist Health are to be reported promptly to Brookwood Baptist Health as soon as the investigator is made aware of the adverse events.  These adverse events have already been reported to other IRBs, the FDA, and the sponsor.

INSTRUCTIONS FOR SUBMISSION: Submit the following electronically to Vyvette.Isabelle@bhsala.com:
· Your completed BBH Application to Report Adverse Events Occurring Outside Brookwood Baptist Health form signed by the investigator.  (Unsigned forms will be returned to you.)  You may put more than one outside AE on this form, provided all AEs are related to the same study.

· Attach all materials that would be helpful for the committee to understand more about the AE, e.g., Medwatch Reports, safety letters, reports or letters from the sponsor (required). 
Date of this Application:

	


PROJECT IDENTIFICATION

1.
Project Title as it Appears on the Protocol:  
	



2.
Name of Sponsor and Protocol Number:  
	



3.
Printed Name of Principal Investigator:

	



4.
Status of this project at your site:

· Not yet recruiting 

· Actively recruiting patients


· Closed to patient recruitment

· Closed to patient follow-up



5.
List subject ID for the adverse event that you are reporting and indicate whether, in your opinion, it is possibly related, related, unknown, or not related to the protocol.  Also, indicate if this is the initial or follow-up report for the Adverse Event that is being reported.

	List Subject ID
	Relationship to Protocol
	Initial/Follow-up

	
	
	


A COPY OF THE REPORT FROM THE SPONSOR MUST BE ATTACHED. 

Signature of Principal Investigator








Date

Must be original signature.  No signature stamps please.
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