BBH IRB Report of Termination of Research Project



BBH 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 

TERMINATION 

OF A PREVIOUSLY APPROVED PROJECT 

ANSWER ALL QUESTIONS - PLEASE TYPE

INSTRUCTIONS FOR SUBMISSION: Submit the following electronically to Vyvette.Isabelle@bhsala.com. 

1). Termination Application form; 2). Letter from the sponsor terminating the project, if applicable; 3). Title the Submission:  IRB Submission: Termination Application 

1. Date of this Application:

	


2. Date of Study Closure:

	


PROJECT IDENTIFICATION

1. Project Title as it Appears on the Protocol:
	


2.
Name of Sponsor and Protocol Number:  
	


3.
Printed Name of Principal Investigator:

	


SUMMARY REPORT ON INVOLVEMENT OF RESEARCH SUBJECTS AT THIS SITE

DEMOGRAPHIC INFORMATION

1.
Has the involvement of research subjects in this project come to an end at this site? 
 


No

A “No” answer would indicate closure to enrollment, in which case a completed Amendment application would be necessary.

Yes
A “Yes” answer would mean that the involvement of all subjects in this research project has come to an end, no research subject is still being followed or contacted, and no new subject will be recruited.

2.
All together, how many research subjects were recruited at this site since the initiation of this project? 
	
	Caucasian
	Black
	Hispanic
	Asian or Pacific Islander
	American Indian or Alaskan Native
	Other or Unknown

	Male
	
	
	
	
	
	

	Female
	
	
	
	
	
	

	Total
	
	
	
	
	
	


PROBLEMS, COMPLICATIONS, SUBJECT WITHDRAWAL

1.
Since the last BBH-IRB review were there any non-medical problems or complications in the study that affected the subjects or others?

No

Yes

If yes, describe the problems or complications.

	


2.
Since the last BBH-IRB review did any subject suffer an unanticipated adverse event?

No

Yes
If yes, specify the number of reported events and describe briefly their nature and significance.  If any subject suffered an unanticipated adverse event in this study that has not yet been reported to the BBH-IRB, an Application to Report Adverse Events in a Previously Approved Project should be submitted to the BBH-IRB in conjunction with this application.
	


3.
Was there any unusual increase in the frequency of serious but expected adverse events?

No

Yes

If yes, a description of this finding should be provided.
	


4.
Since the last BBH-IRB review were any external adverse event reports submitted to the BBH-IRB?


No

Yes
If yes, provide a brief summary of serious adverse events related to the drug or other intervention.
	


5.
Was any subject withdrawn from the study because of medical problems or complications?


No

Yes
If yes, describe the medical problem or complication for each subject who was involuntarily withdrawn.
	


6.
Did any subject voluntarily withdraw from the study for non-medical reasons?


No

Yes

If yes, describe any known reasons for each subject withdrawal.
	


7.
Where will all study documents be stored (e.g., regulatory documents, source documents, and case report forms)?
	


NEW FINDINGS
1.
Have there been any significant new findings that should be disclosed to subjects who have participated in the study?

No

Yes

If yes, provide a summary of the new findings and how the subjects will be informed.
	


________________________________________________________________________

Signature of the Principal Investigator







Date
09/26/2016
1

