BBH IRB Amendment Application


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 FOR APPROVAL OF AMENDMENTS 

IN A PREVIOUSLY APPROVED PROJECT 
ANSWER ALL QUESTIONS - PLEASE TYPE

INSTRUCTIONS FOR SUBMISSION: Submit the following electronically to Vyvette.Isabelle@bhsala.com. 
· Application for Approval of Amendments form

· Appropriate materials that are being amended.  For a revision to the informed consent form, send a marked-up copy of the old informed consent form and an original revised consent form that can be stamped with the IRB approval stamp and returned.  
· Title the Submission:  IRB Submission: Amendment Application 
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.
The amendment involves one or more of the following:


Amendments in Study Protocol


Amendments in Informed Consent Document


Amendments in Investigatorship


Amendments in Investigator’s Brochure


Amendments in Any Aspect of the Study, Which Are Likely to Affect the Research Subjects Directly, but Are Not Covered Elsewhere
Complete only the appropriate sections.

Amendments in Study Protocol
1.
Please submit a copy of the text of amendment to the study protocol.
The text must include all details of the changes in procedures involving the research subjects.  

	


2.
Does the protocol amendment carry a specific identifier or date?
Please enter relevant information which will appear in the letter that you will receive from the IRB (e.g.  Amendment #2 dated 8/01/01).  

	


3.
Please summarize the protocol changes in lay language. Do not refer to the protocol.

	


4.
Will the protocol changes affect the research subjects directly?  

No


Yes
If yes, please revise the current informed consent document to reflect the protocol changes, and submit the revised document for approval.  On the printed copy, please highlight the changes for quick recognition.  (Consent document need not be revised, if subject recruitment has ended.)


Subject recruitment has ended.  Please indicate the date of closure to enrollment.    

	


5.
Will the protocol changes impose greater risks on the subjects than originally estimated?  

No


Yes
If yes, please clearly define the nature and magnitude of the additional risks and whether or not the benefits of this study still outweighs the risks.    

	


6.
Do the protocol changes involve publicity about the study? (e.g.  Advertisement; news release, etc.)    

No


Yes
If yes, please submit the text of the publicity for approval.  

	


Amendments in Informed Consent Document
1.
Please submit a copy of the revised consent document and a copy of the old version.  Highlight changes on the old version.  

2.
What are the reasons for making changes in the consent document?
(e.g.  To accommodate investigatorship amendments;  to accommodate study protocol amendments;  to improve clarity of information given;  to correct typographical errors, etc.)  

	


3.
Please summarize the consent document changes in lay language. 


Do not refer to attached documents. 
	


Amendments in Investigatorship
1.
Does the investigatorship change involve the Principal Investigator?

No


Yes

2.
Information on the New Principal Investigator:
	Name:
	

	Academic Degree:
	

	Specialty:
	

	Name of Brookwood Baptist Medical Center or Practice:
	

	Mail address & zip code: 
	

	Telephone number:  
	

	Facsimile number:
	

	Email address:
	


3.
Principal Investigator 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.
4.
Does the investigatorship change involve the Sub-investigators?    

No


Yes

	Name of Sub-investigator(s) leaving the project


	


5.
Information on the New Sub-investigator:
	Name:
	

	Academic Degree:
	

	Specialty:
	

	Name of Brookwood Baptist Medical Center or Practice:
	

	Mail address & zip code: 
	

	Telephone number:  
	

	Facsimile number:
	

	Email address:
	


6.
Sub-Investigator’s Assurance
Signatures of all Sub-Investigators are required on the printed copy of this application document.  By signing, each sub-investigator acknowledges that he/she is thoroughly familiar with the contents of this research, and pledges to assist the Principal Investigator in protecting the rights and welfare of human research subjects.

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- HRRB in writing within 5 working days of occurrence.

	
	


Signature of Sub-Investigator











Date

Note:  The BBH IRB requires original signatures of all Sub-investigators.  No signature stamps will be allowed.
7.
Please revise the Form 1572 and current informed consent document to reflect the changes in investigatorship and submit the revised documents for approval.  (Consent document need not be revised if no new subjects are to be recruited; please so indicate.)
Amendments in Investigator’s Brochure

1.
Please submit a copy of the text of amended or updated Investigator’s Brochure.

2.
Does this amendment carry a specific identifier or date?  

No


Yes
If yes, please enter relevant information which will appear in the letter that you will receive from the IRB (e.g.  Update #2 dated 08/01/01).   

	


3.
Concisely summarize in lay language the new information provided in the amended brochure. (Do not refer to investigator’s brochure).
	


4.
Does the new information provided in the amended brochure suggest that the use of the test article may impose greater risks on the subjects than originally estimated?  

No


Yes
If yes, please clearly define what the nature and magnitude of the additional risks are, and whether or not the benefits of this study would still outweigh the risks.    

	


5.
Should the new information provided in the amended brochure be included in the informed consent document?  

No


Yes
If yes, please revise the current informed consent document, and submit the revised document for approval.  Please highlight the changes on the previously approved copy for quick recognition.  (Consent documents need not be revised if subject recruitment has ended; please indicate so.)   

	


Amendments in Any Aspect of the Study, Which Are Likely to Affect the Research Subjects Directly, but Are Not Covered in Other Sections
Provide sufficient information and documentation on the unclassified amendments, sufficient for the BBH- IRB to judge their impact on human subjects of research.    

	


_______________________________________________________________________________  Signature of the Principal Investigator








Date

Note:  The BBH-IRB requires original signatures of all Principal Investigators.  No signature stamps will be allowed.
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