PAGE  

	[image: image1.jpg]FLORIDA HOSPITAL
PEPIN HEART INSTITUTE

Dr. Kiran C. Patel Research Institute
The skill to heal. The spirit to care.®





	Project Revision / Amendment Form
    Florida Hospital Tampa Bay Division IRB



	Full Board Review Instructions:
	Expedited Review Instructions:

	All Part A & B documents will be submitted by the 1st under (2) separate Part A & B Email attachments or 17 collated paper copies to the IRB.  Ensure all documents and revisions are clearly identified, and in the following order:
	If The revision involves no more than inclusion of MINOR modifications which:  FORMCHECKBOX 
do not alter the risk/benefit ratio,  FORMCHECKBOX 
are not significant in complexity or content to affect the subjects’ decision to continue to participate,  FORMCHECKBOX 
are no more than minimal risk. (45 CFR 46.110) (21, CFR 56.110) Expedited submissions may be submitted at any time via Email, or by submitting 3 paper copies to the IRB.

	Part A  FORMCHECKBOX 
 #1. Revision / Amendment Form filled out completely and signed. Please note that blanks and/or insufficient information may result in a delay of your review/approval.


Contact Information

	Today's Date:       

	Date of Initial Review:       

	Date of Last Continuing Review:       

Date Last Seen by the IRB:       

	Type of Review Requested:
	 FORMCHECKBOX 
 Full Review                              FORMCHECKBOX 
 Expedited Review

	Protocol Information:
	Title:       

	
	Protocol #:       
	Protocol Version (current):       

	Study Type:
	 FORMCHECKBOX 
 Drug     
IND #:                                                  
	 FORMCHECKBOX 
  Device

IDE #:                           
	 FORMCHECKBOX 
  Prospective Data

        Review   
	 FORMCHECKBOX 
  Retrospective 

       Data Review   

	
	 FORMCHECKBOX 
  Post Market   

       Approval Study
	   FORMCHECKBOX 
  Registry
	  FORMCHECKBOX 
  Prospective 

        Data Review   
	  FORMCHECKBOX 
  Retrospective 

        Data Review   

	
	 FORMCHECKBOX 
  Investigator Initiated Study

       *Please describe type of trial:       

	
	 FORMCHECKBOX 
  Other (please describe):       

	Protocol Sponsor:
	     

	Principal Investigator:
	     

	Primary Contact

*address should be the location in which to mail IRB correspondence
	 Name:     
	     

	
	Address: 
	     

	
	Phone #:  
	                                                                                               
	Fax:
	                                                                                                    


Current Status of Project at the Florida Hospital Tampa Bay Division Site(s) only (check only one):

	Current protocol version:       

	 FORMCHECKBOX 
 Study has not yet begun 
	 FORMCHECKBOX 
 No participants entered

	 FORMCHECKBOX 
 Currently in Progress
	Number of participants Enrolled:
	

	 FORMCHECKBOX 
 Closed to participant enrollment (remains active)

Are study interventions (labs, x-rays, etc.) complete? 

Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

	Number of participants:
On therapy/intervention:

On Long-term follow-up only:

                                       Visits complete, data analysis only:
                                                                                Withdrawn:

                                                                                           Total:
	      
      
     
     
     

	Comments:      


	Part A  FORMCHECKBOX 
 #2
	“Tracked changes” Informed Consent
 

	Part A  FORMCHECKBOX 
 #3
	Summary of: Protocol changes, Investigator Brochure changes, MOP changes, as applicable.

	Part A  FORMCHECKBOX 
 #4
	Radiation Risk Calculation: Do the revisions involve additional radiation over that which was originally calculated?  Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

*If yes, please calculate the radiation exposure risk and include the statement with the submission.

 http://www.safety.duke.edu/radsafety/consents/default.asp

	Part A  FORMCHECKBOX 
 #5
	Other: Advertising Material, Patient Retention Material, etc., as applicable


This submission changes the status of this study in the following manner (check all that apply):
*Required:  Include a copy of all documents affected by this change
*Required: Provide a summary of all revisions.  Please do not provide instruction to “see attachment”

	 FORMCHECKBOX 
 New Protocol Revision / Amendment
	Current Version:                                                       
New Version:               

	 FORMCHECKBOX 
 New Investigator Brochure Revision:     
	Current Version:                                                       
New Version:               

	 FORMCHECKBOX 
 New Revised Informed Consent Form
	Current Version:                                                       
New Version:              

	 FORMCHECKBOX 
 Informed Consent form w/ footer version change only
       (revised to match protocol revision version)
	Version:       

	 FORMCHECKBOX 
 New Advertising Material (describe):       
 

	 FORMCHECKBOX 
 Revised Advertising Material (describe):       

	 FORMCHECKBOX 
 New Retention Material(describe):       

	 FORMCHECKBOX 
 Revised Retention Material (describe):       

	 FORMCHECKBOX 
 Study Enrollment Closure (describe reason for closure):       
      *global study enrollment closure

	 FORMCHECKBOX 
 Site Closed to Participant Enrollment (describe reason for closure):       
       *national/global study enrollment remains active, but site specific enrollment closed (patient follow-up, data collection, etc., remains
         active)       

	 FORMCHECKBOX 
 Site Closed, but global study remains active (describe reason for closure):       
       *no further activity related to site (no further patient follow-up, data collection/analysis, etc.)       

	 FORMCHECKBOX 
 Change in protocol personnel(describe):       

	 FORMCHECKBOX 
 Other, (specify):      

	Comments:      


4. Are the risks to subjects affected (increased or decreased) by the modifications?      
  


   FORMCHECKBOX 
Yes*  FORMCHECKBOX 
No

    *If Yes, please explain.

     
5. Reason for change.  Briefly describe/explain the reason for the changes. 

      
6. Does the change affect the consent document(s)?  If yes, briefly discuss the changes.                                                          FORMCHECKBOX 
Yes*  FORMCHECKBOX 
No                                          
    *Include the revised consent document with the changes highlighted.

     
Will any participants need to be reconsented as a result of the changes?                                                                             FORMCHECKBOX 
Yes*  FORMCHECKBOX 
No
*If yes, when will participants be reconsented? 

     
	Part B–All Part B documents will be submitted by the 1st under separate ‘Part B’ Email attachment or collated paper copies to the IRB.  Ensure all documents and revisions are clearly identified, and in the following order:

	Part B  FORMCHECKBOX 
 #1
	“Current Version” of the Informed Consent in use, showing the IRB stamp.  /  Paper Copy = 1 Copy

	Part B  FORMCHECKBOX 
 #2
	“Clean” Informed Consent incorporating all changes and with 1.5” footer margin to accommodate new IRB stamp. ONLY a current stamped version is approved for patient use.  /   Paper Copy =  2 Copies
Note: Investigator Initiated studies should include a description of the consent process in the study protocol

	Part B  FORMCHECKBOX 
 #3
	Full Versions of any and all: New full protocol incorporating all changes, New complete Investigator Brochure incorporating all changes, New complete Manual of Procedures (MOP) incorporating all changes, etc., as applicable.  /  Paper Copy = 3 Copies of Full Version


_______________________________________________               ___________________________

Signature of Principal Investigator



         Date







� - Consent changes must be easily identifiable to the RERB committee.
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