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	For prompt assessment and Board review, Institution site submissions are submitted with the Site Information Questionnaire (SIQ) and should contain general elements as noted in the Site Submission Checklist found on Quorum’s website at www.quorumreview.com.  Including the Institution Cover Page will ensure proper handling of your initial site submission.  

	NAME OF INSTITUTION
	University of South Florida
	IRB #      

	PRINCIPAL INVESTIGATOR
	     

	PROTOCOL NUMBER
	     

	SPONSOR NAME
	     

	The following attachments are included with my submission:

 FORMCHECKBOX 
 USF Approval to Proceed Letter

 FORMCHECKBOX 
 Approved COI Management Plan from USF COI Committee (only required if a Conflict of Interest has been identified)
Consent Form Options:
A. USF has developed client template consent language with Quorum. USF has asked that Quorum add this language to USF consent forms, on USF’s behalf, whenever Quorum reviews a new USF site submission for the first time. Unless you indicate otherwise below, Quorum will add this language to your consent form(s) when Quorum reviews your new site submission. If you have questions about the client template language, please contact Catherine Jahrsdorfer at (813) 396-9172.

· If there are sections of client template language that you do not want Quorum to add to your consent form(s), please note those here AND include institutional approval for deviating from the existing client template language. 
· The sponsor Eli Lilly and Company and its representatives.
B. As part of the client template consent language, USF has asked that Quorum typically include the following information in the HIPAA authorization of your consent form(s). Please either provide the requested information for Items 1–3 below (so that Quorum can add it to the HIPAA authorization) OR note “NA” if any item does not apply to your consent form(s).
1. List all designated review committees that will possibly be recipients (for example, Data and Safety Monitoring Board, VA Research Services, etc.):      
2. List all sites that will use and share PHI for the research study:      
3. List any other persons, classes of persons, and/or organizations that will possibly be recipients and are not listed in the HIPAA pre-negotiated language * :      
*
Note that Quorum will routinely edit the HIPAA authorization to include applicable regulatory agencies (such as the FDA and OHRP), the sponsor, and any contract research organization.
C. The following information only applies if you would like your consent form(s) to include specitic text other than the client        template language that Quorum will add to the consent form on USF’s behalf: Before routing your submission to Quorum, please add your changes to the Quorum-approved model consent form. (Please track in all changes using the Track Changes feature in MS Word.) If you are a site in a central study for which Quorum is the central IRB, contact the Quorum Site Support Team by email at sitesupport@quorumreview.com or phone at (206) 448-4082 to make sure that you have the current Quorum-approved model consent form.
.

	Additional Consent Form Questions:

 FORMCHECKBOX 
 This research is being conducted with another facility, specified here (if no, leave blank):      

 FORMTEXT 
     
(If this research is being conducted at Tampa General Hospital, please ensure that the TGH Institutional Cover Page is also included with this submission.)

 FORMCHECKBOX 
 The following individuals or organizations will be given access to participants’ personal health information (if already listed in the “Who will disclose (share), receive, and/or use your information?” section of the pre-negotiated client template, leave blank.):      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
          
 FORMCHECKBOX 
 The participants’ protected health information will include information other than what is listed in the “How will my information be used?” section of the pre-negotiated client template, as described here (if no, leave blank):      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
          


	Acknowledgement by University of South Florida:
The Investigator(s) named at the beginning of this form are authorized to conduct the above referenced investigational research study in this institution under the jurisdiction of Quorum Review.

Signature of Institution Official or authorized Designee:   See USF Approval to Proceed letter attached    Date:       
Please give portal account access to the following individuals:

       Name: Rachel Karlnoski 

       Email address:  rkarlnos@health.usf.edu
       Name: Pamela Neu 

       Email address:  pneu@health.usf.edu
Name: Julie Moore 

       Email address:  juliemoore@usf.edu
Name: Amber Moore 

       Email address:  amber1@usf.edu
Name: Ivana Neff 

       Email address:  isehovic@usf.edu
Name: Andi Encinas
       Email address:  encinas1@usf.edu
Name: Wendy Duncan 

       Email address:  wduncan3@usf.edu
       Name: Sara Li 

       Email address:  xli9@usf.edu
       Name: Dusan Nikolic-Dorschel 

       Email address:  nikolic@health.usf.edu


	FOR QUORUM USE ONLY

Institution has a Master Jurisdiction Agreement (MJA) with Quorum Review IRB.

See University of South Florida account for handling requirements. 

CFD: Please see instructions related to client template language above.
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