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Florida Gulf Coast University Institutional Review Board

Office of Research and Sponsored Programs

Suite 112, Holmes Hall

(239) 590-7522
Request for Amendment/Modification for Submitted or IRB Approved Protocol

Instructions:  Use this form to request an amendment to an exempt, expedited or full board review protocol awaiting approval or approved by the IRB.  Protocol amendments may not be instituted until written approval is received from the IRB.    Any change to a pending or approved protocol, including to the research plan, consent/assent process and form, primary investigator, co-investigators, other research personnel, and/or methods of subject recruitment requires the submission of an amendment request.  Submit a signed, original copy to the IRB through the Office of Research and Sponsored Programs.  
To complete the form, tab to the gray boxes and type in the information.  The box will expand as you type, up to the number of characters allowed.  To select one box from multiple offerings, point the mouse to the box and click.
Section I:  Investigator Information
Principal Investigator:       
Department:       

College:       
Phone:       
E-Mail:       

Section II:  Protocol Information
IRB Number:       
Protocol Title:       
Protocol Status:   FORMCHECKBOX 
 Pending Approval 
  FORMCHECKBOX 
 Approved
Is the study sponsored?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes.  Please provide the following information:
· Sponsor/Funding Agency:  
     

· Sponsor Amendment No.  
     

· Check the appropriate box(es) below and provide the document(s) with this amendment, as applicable:

 FORMCHECKBOX 
  a copy of the sponsor’s amendment, if the amendment came from the sponsor.

 FORMCHECKBOX 
  a copy of your notice to the sponsor of this change, if you initiated the amendment.

 FORMCHECKBOX 
  a copy of the approved amendment will be sent to the sponsor.

Section III:  Requested Changes
1. Change in Personnel.  Change in: 
 FORMCHECKBOX 
 Principal Investigator 
 FORMCHECKBOX 
 Co-Investigator 
 FORMCHECKBOX 
 Student/Other Research Personnel 
 FORMCHECKBOX 
 NA

Personnel new to protocol.  
Attach certificate(s) of training in Human Subjects Research for each new member if not already on file in ORSP.
     
     
     
     


last name, first name
e-mail address
college

role

     
     
     
     



last name, first name
e-mail address
college

role

Personnel resigning from protocol

     
     
     
     



last name, first name
e-mail address
college

role

     
     
     
     



last name, first name
e-mail address
college

role
2. Change in Protocol Title      FORMCHECKBOX 
 NA
     

new title
3. Change in Study Population Age Range and Demographics.  
 FORMCHECKBOX 
 NA
Please describe the changes to the study population and rationale for the change. (500 characters)      
      
4. Addition of Special Populations to be Included in Study.  Check all that Apply.       FORMCHECKBOX 
 NA

 FORMCHECKBOX 
 minors under 18 (attach assent form)
 FORMCHECKBOX 
 pregnant women
 FORMCHECKBOX 
 fetus/fetal tissue


 FORMCHECKBOX 
 prisoners
 FORMCHECKBOX 
 economically disadvantaged
 FORMCHECKBOX 
 impaired cognitive functioning

 FORMCHECKBOX 
 elderly
 FORMCHECKBOX 
 illiterate
 FORMCHECKBOX 
 not fluent in English

 FORMCHECKBOX 
 FGCU students
 FORMCHECKBOX 
 other, specify       
5. Deletion of Special Populations to be Included in Study.  Check all that Apply.       FORMCHECKBOX 
 NA

 FORMCHECKBOX 
 minors under 18 (attach assent form)
 FORMCHECKBOX 
 pregnant women
 FORMCHECKBOX 
 fetus/fetal tissue


 FORMCHECKBOX 
 prisoners
 FORMCHECKBOX 
 economically disadvantaged
 FORMCHECKBOX 
 impaired cognitive functioning


 FORMCHECKBOX 
 elderly
 FORMCHECKBOX 
 illiterate
 FORMCHECKBOX 
 not fluent in English


 FORMCHECKBOX 
 FGCU students
 FORMCHECKBOX 
 other, specify       
6. Change in number of subjects       FORMCHECKBOX 
 NA
To be added         
To be reduced by          
Total number of subjects          

Justification for the change in the number of subjects.  (500 characters) 
     
7. New recruitment method(s).  Check all that Apply.       FORMCHECKBOX 
 NA
 FORMCHECKBOX 
 unsolicited group e-mailing
 FORMCHECKBOX 
 brochure
 FORMCHECKBOX 
 flyer

 FORMCHECKBOX 
 newspaper ad
 FORMCHECKBOX 
 TV ad/public service announcement
 FORMCHECKBOX 
 telephone 
 FORMCHECKBOX 
 facebook/posting on internet web site
 FORMCHECKBOX 
 twitter
 FORMCHECKBOX 
 other, specify       
Please indicate where/how the new recruitment method(s) will be placed/used.  (500 characters)  
     

Please provide the rationale for the new recruitment method(s). (500 characters) 
      
Attach the new recruitment material(s).
8. Change in survey or questionnaire.        FORMCHECKBOX 
 NA
Please provide the rationale for the change. (500 characters) 
     
Attach the new instrument(s).

Section IV:  Impact on Protocol

1. Describe the specific change(s) to the previously approved protocol identified in Section III of this form and provide the rationale for each change.  (500 characters)       FORMCHECKBOX 
 NA
     
2. Does the proposed amendment change the level of physical, psychological and sociological risk to subjects?
 FORMCHECKBOX 
  No change 
 FORMCHECKBOX 
  Increases    
 FORMCHECKBOX 
  Decreases     
 FORMCHECKBOX 
 NA 

Explanation for change in risk level.  (500 characters)      
3. Does the proposed change require a change to the consent/assent form or advertisement?

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
 NA 

Please attach a copy of the revised consent/assent form(s) or advertisement.
Section V:  Signatures


1. I certify that the information supplied in this form and attachment(s) is complete and correct, the modified protocol has not yet been used with any human subject, and the changes will not be implemented until IRB approval has been obtained.

______________________________________________________ 

Date________________
Principal Investigator Signature followed by Typed/Printed Name




__________________________________________________________ 


Co-Investigator Signature followed by Typed/Printed Name

Date ________________

2. Approval by faculty sponsor (required for all students):  I affirm the accuracy of this application for amendment, and I accept the responsibility for the conduct of this research, the supervision of human subjects, and maintenance of informed consent documentation as required by the IRB.  

__________________________________________________________ 

Date________________
Faculty Sponsor Signature followed by Typed/Printed Name
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