BBH IRB Scheduled-Continuation Application

BBH HRRB 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 REQUEST 

SCHEDULED-CONTINUATION APPROVAL 

OF A PREVIOUSLY APPROVED PROJECT 

ANSWER ALL QUESTIONS - PLEASE TYPE

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

· Application to Request Scheduled-Continuation Approval of a Previously Approved Project form signed by the Investigator (no signature stamps)
· A copy of the current informed consent form if the project is still in the enrollment phase  

· Title the Submission:  IRB Submission: Continuing Review Application 

Date of this Application:

	


PROJECT IDENTIFICATION

1. Project Title as it Appears on the Protocol:

	


2.
Name of Sponsor and Protocol Number:  
	


3.
Information on the Principal Investigator:
	Name:
	

	Academic Degree:
	

	Specialty:
	

	Name of Brookwood Baptist Health Medical Center or Practice:
	

	Mail address & zip code: 
	

	Telephone number:  
	

	Facsimile number:
	

	Email address:
	


4. Principal Investigator’s Assurance
I certify that the information provided in this application is complete and correct.

I understand that as Principal Investigator, I have ultimate responsibility for the conduct of the study, the ethical performance of the project, the protection of the rights and welfare of human subjects, and strict adherence to any stipulations imposed by the BBH- IRB.

I agree to comply with all Brookwood Baptist Health policies and procedures, as well as all applicable Federal, State and local laws regarding the protection of human subjects in research, including, but not limited to the following:

· performing the project by qualified personnel according to the approved protocol;

· implementing no changes in the approved protocol or consent form without prior BBH-IRB approval (except in an emergency, if necessary to safeguard the well-being of human subjects);

· obtaining the legally effective informed consent from human subjects, and using only the currently approved consent form with human subjects;

· promptly reporting significant or untoward adverse effects to the BBH-IRB in writing within 5 working days of occurrence.

	
	


Principal Investigator Signature











Date

Note:  The BBH-IRB requires original signatures of all Principal Investigators.  No signature stamps will be allowed.
5. Since your last IRB review, have you been inspected by the FDA or OHRP?  Did you receive a Form 483?  


No

Yes

If yes, please append the Form 483 to your application and explain below.

	


A.
DEMOGRAPHIC INFORMATION

This section is intended to address the issue of equitable recruitment of subjects for research (45 CFR 46.111(a)(3)).
1.
What is the status of subject enrollment?

Subjects are currently being enrolled.  (Full Board Review required)
· The protocol is closed to enrollment.  Subjects are still being treated.  (Full Board Review required.)

· The protocol is closed to enrollment.  No subjects are currently being treated.  The only contact with the subjects is follow-up by telephone or mail.

When did the study close to enrollment?

	


2.
What is the number and gender of subjects enrolled since the date of the last approval and since the initial approval?
	
	Enrolled since the date of the last approval
	Enrolled since the initial approval



	Male
	
	

	Female
	
	

	Total
	
	


3.
What is the number of subjects enrolled by ethnic origin?
	
	Caucasian
	Black
	Hispanic
	Asian or Pacific Islander
	American Indian or Alaskan Native
	Other or Unknown
	Total

	Enrolled since the date of the last approval
	
	
	
	
	
	
	

	Enrolled since the initial approval


	
	
	
	
	
	
	


B.
PROBLEMS, COMPLICATIONS, SUBJECT WITHDRAWAL
This section is intended to address the issue of risks to the subject in an effort to determine whether the risk-benefit relationship is satisfactory and risks to subjects are minimized as required by 45 CFR 46.111(a)(1).  Importantly, information reported in this section must be consistent with the investigator=s review of the current risk-benefit assessment (Section C.2) and informed consent evaluation/current information accuracy assessment. (Section D.2)
Events related or possibly related to the research intervention that were unexpected based on available data or experience, or that were of greater severity or frequency than originally anticipated must be reported to the BBH HRRB.  The following questions (2-5) address the occurrences of these adverse events, as a reflection of risks of participating in research that would not necessarily have been reflected in the original application for research involving human subjects.  Response to these questions should be the major determinant for the investigators= assessment of changes in the risk-benefit relationship (Section C.2).
Answers to questions 5 and 6 provide additional information to the BBH IRB regarding risks associated with the research.  Involuntary withdrawal from a study may occur because of toxicity as described in the research protocol, or due to noncompliance with research procedures.  Such noncompliance may suggest that research procedures are too onerous or improperly described in the consent process or document.  Voluntary subject withdrawal may occur for a variety of personal reasons, but may also reflect understatement of the potential risks to subjects as described in the consent document or lack of understanding on the part of the subject with regard to what research participation actually entails.

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 at your site?

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 for Continuing Review.
	


3.
Was there any unusual increase in the frequency of serious but expected adverse events at your site?

No

Yes

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


4.
Since the last BBH-IRB review were any adverse event reports submitted to the BBH-IRB from the sponsor?

No

Yes

If yes, provide a brief summary of serious adverse events related to the drug or other intervention.
	


5.
Was any subject at your site 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 from your site voluntarily withdraw from the study for non-medical reasons?

No

Yes

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


C.  STUDY RESULTS AND RISK-BENEFIT ASSESSMENT
This section is intended to provide information on potential benefits of the research (that is, study results), as well as the investigator=s assessment of the current risk-benefit relationship (45 CFR 46.111(a)(2)).
1.
What results (preliminary or final) have been obtained in the study?  If the study is part of a multi-center trial, this should be clarified and any available results provided.  If there are no results that are appropriate to report to the BBH IRB at this time, this should be stated and explained.

	


2.
Has anything occurred since the last BBH-IRB review which may have altered the risk/benefit relationship?  Specifically, positive answers to Section B.1-6, as well as positive clinical outcomes should be considered.


No

Yes

If the answer is yes, provide a current assessment of the risk benefit relationship of the research based on results, internal and external adverse events and other factors.
	


3. 
How favorable is the risk/benefit ratio in this research?
What is the risk/benefit ratio of the research, compared with that of the available alternatives?  Please enter one of the following:   excellent;  good;  fair;  poor.

D.  INFORMED CONSENT EVALUATION
This section is intended to provide information related to obtaining and documenting informed consent. (45 CFR 46.116; 45 CFR 46.117; 21 CFR 50.25; and 21 CFR 50.27). 

1.
Did any problems occur relative to the obtainment and documentation of informed consent?

No

Yes

If yes, describe the problems encountered.
	


2.
Is the consent form(s) still acceptable, e.g., the information contained in the document is accurate and complete and there is no new information that may have been obtained since the last BBH-IRB review that should be disclosed to the subject.

No

The approved consent form is no longer acceptable.  A marked up copy of the old version and a revised consent form is attached.

Yes

The approved consent form is still acceptable.  A copy of the current consent form is attached.


The study is closed to enrollment and no consent form is attached.
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