BBH IRB Application to Report Adverse Events Occurring Within 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 WITHIN 

BROOKWOOD BAPTIST HEALTH 

ANSWER ALL QUESTIONS - PLEASE TYPE
All serious and unexpected incidents of illness or injury experienced by subjects in research conducted at a Brookwood Baptist Health facility must be reported to the BBH-IRB.  This report should be submitted as soon as possible, but NO LATER THAN 5 WORKING DAYS after first awareness of the adverse event. 
INSTRUCTIONS FOR SUBMISSION: Submit only unexpected adverse events outlined by the FDA and OHRP guidelines. Submit the following electronically to Vyvette.Isabelle@bhsala.com: 
· Your completed BBH Application to Report Adverse Events Occurring Within Brookwood Baptist Health form signed by the investigator.  (Unsigned forms will be returned to you.)  Do not put more than one AE on this form.
· Back-up material MUST be attached for initial and follow-up adverse event reports, i.e., your report to the sponsor (required), lab reports, chart notes, death certificate, etc.  BE SURE THAT ALL PATIENT IDENTIFIERS HAVE BEEN REMOVED, such as name, medical record number, patient number, address, social security number, etc.

Date of this Application:

	


Initial or Follow-up Report from Sponsor?

	


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.
List patient identifier (patient’s initials or number) for the serious adverse event that you are reporting.

	


RELATIONSHIP TO PROTOCOL

1.
Research involves (check the appropriate box(es)):


Drug


If checked, list name of drug




____





Device   

If checked, list name of device









  


Procedure   
If checked, name of procedure









2.
Is this adverse event listed in the investigational drug brochure?

yes

no
3.



Number of subjects to be enrolled at this site

4.



Number of subjects enrolled to date at this site

ADVERSE EVENT HISTORY


1.  How many adverse events of this type have been previously reported at your site?
	



2.  What is the approximate number of serious adverse events reported nationwide?
	


DESCRIPTION OF THIS ADVERSE EVENT

1.
In layman’s terms (no abbreviations), provide a brief description of the adverse event.  Please do not refer to back-up documents.  A separate sheet may be attached if more space is needed.
	


2.
Date of this adverse event:

	


3.
Date you were first made aware of the event: 

	


4.
How were you made aware of the adverse event?  Please be detailed.
	


5.
Was this adverse event(s) submitted within 5 days from the day that you were made aware of the event?  


yes


no

If no, please explain why.
	


TREATMENT PROVIDED TO THE SUBJECT

1.
On what date did the treatment to the patient begin and when did it/will it end? 

	


2.
Subject’s outcome is:

resolved;


ongoing (follow-up required);


fatal

3.
In layman’s terms (no abbreviations), describe the treatment provided to the subject. Please do not refer to back-up documents.  A separate sheet may be attached if more space is needed.

	


PLEASE BE SURE THAT ALL PATIENT IDENTIFIERS HAVE BEEN REMOVED FROM BACK-UP DOCUMENTS, i.e., the patient’s name, medical record number, hospital patient number, address, social security number, etc.  The patient’s anonymity must be preserved.  

A COPY OF THE REPORT TO THE SPONSOR MUST BE ATTACHED.  Attach other reports that would further explain the event, i.e., lab reports, chart notes, death certificate, etc. 
Signature of Principal Investigator








Date

Must be original signature.  No signature stamps please.

















09/26/16
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