Principal Investigator:  

Version Date:  

Study Title:  

Institution: 

Middle Tennessee State University Institutional Review Board

Specimen/Data Repository Application  

1.    Principal Investigator Information  


 MTSU Human Subjects Training Completed   FORMCHECKBOX 
     FORMCHECKBOX 


 FORMCHECKBOX 

      

	First Name: 

     
	Middle Initial:      
	Last Name:

     

	Degree(s):  FORMCHECKBOX 

  FORMCHECKBOX 


 FORMCHECKBOX 
 Ed.D.   FORMCHECKBOX 
     FORMCHECKBOX 


 FORMCHECKBOX 
 J.D.    FORMCHECKBOX 
     FORMCHECKBOX 


 FORMCHECKBOX 
 M.D.        FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
 Ph.D.   FORMCHECKBOX 
      FORMCHECKBOX 


 FORMCHECKBOX 
 R.N.      FORMCHECKBOX 


 FORMCHECKBOX 
 Other, specify:                                                                             

	Job Title:      
	Affiliation:  FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
 MTSU  FORMCHECKBOX 


 FORMCHECKBOX 
 Other, specify:     

	Department:      
	School:      

	Division:      
	College:      

	Campus Address:      
	Zip+4:      

	Campus Phone:      
	Fax:      
	Pager:      
	Email:      

	Complete if PI does not have campus address: 

	Address:      
	City:      

	State:      
	Zip:      
	Phone:      


2.    Faculty Advisor (complete if PI is a student, resident, or fellow)  FORMCHECKBOX 
 NA


MTSU Human Subjects Training Completed   FORMCHECKBOX 
     FORMCHECKBOX 


 FORMCHECKBOX 

	Faculty Advisor’s Name:      
	Title:      

	Department:      
	School:      

	Division:      
	College:      

	Campus Address:      
	Zip+4:      

	Campus Phone:      
	Fax:      
	Pager:      
	Email:      


3.   Study Contact Information (complete if primary contact is different from PI)  FORMCHECKBOX 
 NA

	First Name: 

     
	Middle Initial:       
	Last Name:

     

	Degree(s):  FORMCHECKBOX 
  FORMCHECKBOX 


 FORMCHECKBOX 
 Ed.D.      FORMCHECKBOX 
  FORMCHECKBOX 


 FORMCHECKBOX 
 J.D.       FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
 M.D.        FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
 Ph.D.      FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
 R.N.      FORMCHECKBOX 


 FORMCHECKBOX 
 Other, specify:                                                                             

	Job Title:      
	Affiliation:  FORMCHECKBOX 
  FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
 MTSU   FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 
 Other, specify:     

	Department:      
	School:      

	Division:      
	College:      

	Campus Address:      
	Zip+4:      

	Campus Phone:      
	Fax:      
	Pager:      
	Email:      

	Complete if contact does not have campus address:

	Address:     
	City:      

	State:       
	Zip:      
	Phone:      


4. Key Study Personnel (insert additional rows if needed) 
Note: include all individuals responsible for the design or conduct of the repository.
	Name (First, Middle, Last)/Degree
	Department/Division

or

Affiliation
	Role

In 

Project
	MTSU Human Subjects Training Completed

	     
	       /       
	     
	 FORMCHECKBOX 
 FORMCHECKBOX 


 FORMCHECKBOX 
 Yes  FORMCHECKBOX 


 FORMCHECKBOX 
  FORMCHECKBOX 
 No

	     
	       /       
	     
	 FORMCHECKBOX 
 FORMCHECKBOX 


 FORMCHECKBOX 
 Yes  FORMCHECKBOX 


 FORMCHECKBOX 
  FORMCHECKBOX 
 No

	     
	       /       
	     
	 FORMCHECKBOX 
 FORMCHECKBOX 


 FORMCHECKBOX 
 Yes  FORMCHECKBOX 


 FORMCHECKBOX 
  FORMCHECKBOX 
 No


5. Specify the types of tissue or data to be banked.

6. Are the specimens/data identified/coded?

 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes

Note: If identifiers are used and the data or results could adversely affect the participant or family, now or in the future, a Certificate of Confidentiality is recommended.

7. Describe the procedures that will “de-identify” specimens/data, if applicable.

8. Will the specimens/data to be collected involve interaction with human subjects?

 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes

9. Does this research use or disclose protected health information (PHI)? PHI is defined as individually 

identifiable health information that is or has been collected or maintained by Middle Tennessee State University Medical Center, including information that is collected for research purposes only, and can be linked back to the individual participant. 

 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes  

    
If “Yes”, please complete the HIPAA Compliance Form for submission with this application 
10. Are all the specimens/data considered “Existing data” (on the shelf at the time the proposal is initiated)?
 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes 

11. Describe the mechanism of obtaining informed consent. (If there are plans to include genetic testing with
these samples now or in the future, include genetic screening rider  language in the ICD. See genetic screening language.
12. Describe the management of the Repository including:
· The identity of the person responsible for maintaining the Repository and the identity of any others involved with “stripping” identifiers, coding or distributing samples/data; 

· What will happen to specimens if the PI leaves the institution; and 

· What will happen if an individual decides to withdraw consent.

13. Describe the storage facilities and tracking system to be used, including how the specimens/data are 

received, accessed and released. (Please be aware it is the PI’s responsibility to assure that specimens/data are only released to projects with specific IRB approval for their use.)

14. Potential Conflict of Interest

A. Is there a potential conflict of interest for the Principal Investigator or key research personnel? 
Assessment should include anyone listed as Principal Investigator, or other research personnel on page 1 of this application.  Please note that the thresholds of ownership described below apply to the aggregate ownership of an individual investigator, his/her spouse, domestic partner and dependent children (e.g., if an investigator, his/her spouse, domestic partner and dependent children own together $10,000 or 5% worth of equities in the sponsor, it should be reported below).  Do not consider the combined ownership of all investigators.

 FORMCHECKBOX 


 FORMCHECKBOX 
 FORMCHECKBOX 
 No   

 FORMCHECKBOX 
 Yes
 If “Yes”, the investigator must complete and submit IRB Form, “Conflict of Interest Supplemental Form” with this application.  The form and the protocol must be reviewed by the MTSU IRB. 

NOTE: Although approval may be granted by the IRB, the Investigator may not proceed with the research until a final determination letter has been rendered by the IRB.

B. If “Yes”, check all that apply:
 FORMCHECKBOX 


 FORMCHECKBOX 
  Compensation whose value could be affected by the study outcome.

 FORMCHECKBOX 


 FORMCHECKBOX 
  A proprietary interest in the tested product included but not limited to, a patent, trademark, copyright or licensing agreement, or the right to receive royalties from product commercialization.

 FORMCHECKBOX 


 FORMCHECKBOX 
  Any equity interest in the sponsor or product whose value cannot be readily determined through preference to public prices (e.g., ownership interest or stock options).

 FORMCHECKBOX 


 FORMCHECKBOX 
  Any equity interest in the sponsor or product that exceeds $10,000 or 5%. 

 FORMCHECKBOX 


 FORMCHECKBOX 
  Significant payments or other sorts with a cumulative value of $10,000 made directly by the sponsor to any of the investigators listed on page 1 of this application as an unrestricted research or educational grant, equipment, consultation or honoraria. 

Investigator Assurance and Compliance Statement

As the PI of this study I agree:

 FORMCHECKBOX 

To accept responsibility for the scientific and ethical conduct of this project;

 FORMCHECKBOX 
 
To submit for approval any additions, corrections or modifications to the protocol or consent form to the IRB for approval prior to the implementation of any changes; and

 FORMCHECKBOX 
 
This project will not be started until final approval has been granted from the IRB.

________________________________________________________   
____________________

Principal Investigator’s Signature




Date

_________________________________________________________   
___________________

Faculty Advisor (if PI is non-faculty)




Date

PAGE  
1
Adapted from Vanderbilt University


