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FLORIDA INTERNATIONAL UNIVERSITY

FORM E – WCG IRB PRE-SUBMISSION ELIGIBILITY FORM

This form must be approved by the FIU Office of Research Integrity (ORI) prior to submitting a project to WCG IRB for review.  Student research projects are required to have an FIU faculty member serving as the Principal Investigator (PI).  If the student research project involves a thesis/dissertation, then the PI needs to have Graduate Faculty Status or Dissertation Advisor Status (DAS). Please submit this completed form to the FIU WCG IRB Liaison via email attachment (graysonc@fiu.edu).    You will receive an email notice regarding the outcome of the review.  

	Today’s Date:  
	     
	Sponsor Name:  
	     

	PI Name: 
	     
	PI Panther ID:  
	     

	PI Department:  
	     
	PI Email:  
	     

	PI Telephone:  
	     
	Student Investigator:  
	     

	Study Title:  
	     



Brief Description of Project in Layperson Terms: 

	     


Indicate the type of project below (select all that apply):  

 FORMCHECKBOX 

Single-Site Clinical Trial
 FORMCHECKBOX 
    Multi-Site Clinical Trial
 FORMCHECKBOX 
    Drugs or Biologics

 FORMCHECKBOX 

Industry-Initiated Study
 FORMCHECKBOX 
    Investigator-Initiated Study
 FORMCHECKBOX 
    Medical Devices



Indicate below if your project will also involve any of the following compliance related areas:

 FORMCHECKBOX 

Recombinant DNA (rDNA)   
 FORMCHECKBOX 
    Animal Subjects   
 FORMCHECKBOX 
    FIU Grad School

Include the following attachments for your project:
 FORMCHECKBOX 

Full Grant Proposal
 FORMCHECKBOX 
   Informed Consent Form(s)
 FORMCHECKBOX 
    IRB Protocol
 FORMCHECKBOX 

Investigator’s Brochure (if applicable) 
 FORMCHECKBOX 
   WCG IRB Initial Review Submission Form (optional)
Include the following attachments for all project staff to be engaged in research w/ human subjects:
 FORMCHECKBOX 

List of Researchers & Responsibilities
 FORMCHECKBOX 
   Curriculum Vitae(s)
 FORMCHECKBOX 
   Medical License(s)

 FORMCHECKBOX 

CITI IRB/GCP/HIPS Training(s)
 FORMCHECKBOX 
   DEA License(s) (if applicable)

Include the following attachments if your project involves Drugs (if applicable):
 FORMCHECKBOX 

FDA IND Determination Letter
 FORMCHECKBOX 
   Signed FDA Form 1572


Include the following attachments if your project involves Medical Devices (if applicable):
 FORMCHECKBOX 

FDA IDE Approval Letter
 FORMCHECKBOX 
   Risk Determination Letter
 FORMCHECKBOX 
   510(k) Clearance
 FORMCHECKBOX 

FDA Pre-IDE Determination Letter
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