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                Institutional Review Board                                revised: 11/2007

University of South Alabama 

Amendment/Revision Form
For Human Subjects Research

Address:




Campus Mail

Office Contact for Questions:

College of Medicine


CSAB #138


IRB Office(251) 460-6308
IRB Office








Facsimile: (251) 461-1595

307 University Boulevard






email: srobbins@usouthal.edu
CSAB #138









Mobile, Alabama 36688







Date of Submission to IRB:     




FOR IRB USE:


IRB Assigned Protocol Number:       



Date Received by IRB: 

 

 

INSTRUCTIONS FOR COMPLETING THIS FORM:
 FORMCHECKBOX 

If no subjects have been enrolled:

Submit two copies of the following: this form, the addendum, current protocol with highlighted changes (if applicable) and investigator brochure (if applicable), the most recent version of the stamped approved consent and the revised consent with highlighted changes (if applicable).

 FORMCHECKBOX 
 
If subjects are enrolled:


Submit thirty-five copies of the following: this form, the addendum, the most recent version of the approved IRB stamped consent, the revised consent with highlighted changes (if applicable) and four copies of the most current protocol and investigator’s brochure (if applicable)


	Protocol Title:       

	

	Principal Investigator :

	Name/Degree:      
	Title:      
Telephone #:      

	Campus Address:      
	

	Department:      
	Email Address:      

	

	Amendment No. & Date: (if applicable):       

	


Current Status of Project (check only one)
	 FORMCHECKBOX 
  Currently in progress- # of subjects enrolled:       
 FORMCHECKBOX 
  Study has not yet begun
 FORMCHECKBOX 
  Closed to enrollment (remains active)
 

	Amendment Changes (check all that apply)

	 FORMCHECKBOX 
  Protocol Revision

 FORMCHECKBOX 
  Protocol Amendment

 FORMCHECKBOX 
  Revised Consent Form

 FORMCHECKBOX 
  Revised Investigator Brochure

 FORMCHECKBOX 
  Study closed to enrollment

 FORMCHECKBOX 
  Other:      


	


	Amendment/Revision Information

	1. List requested changes to the protocol and/or consent form being requested at this time.
           
2. Does the change revise or add a genetic or storage of samples component?

       FORMCHECKBOX 
  YES    FORMCHECKBOX 
  NO

3. Does the change affect subject participation? (e.g., procedures, risks, costs, etc?)

       FORMCHECKBOX 
  YES    FORMCHECKBOX 
  NO

4. Will subjects be reconsented as a result of the changes?   FORMCHECKBOX 
  YES   FORMCHECKBOX 
  NO

5. Have there been any serious adverse event (on-site) reports since the last IRB approval?
             FORMCHECKBOX 
   YES    FORMCHECKBOX 
  NO

            If YES, date of event:           Briefly explain:       
 


	Signature of Principal Investigator

	Signature:       

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
               Date:       

 FORMTEXT 
     

 FORMTEXT 
     



NOTE:  CHANGES SHOULD BE HIGHLIGHTED WHERE APPLICABLE ON THE CONSENT FORM, PROTOCOL AND/OR INVESTIGATORS BROCHURE











