Principal Investigator: 



Title of Study:    
                                          

Date of Application:  


VA Tennessee Valley Healthcare System (VA TVHS)

Research and Development Service

 Application to Utilize VA Resources / VA Laboratory Space

This application is to be used to request approval of research that utilizes VA resources that does not involve: a) use of identifiable or sensitive VA information such as a chart review; b) recruitment of veterans for participation in studies at another institution.

If you need assistance in completing this form, please contact the Research and Development Service office at 615-327-5346

DO NOT SUBMIT SENSITIVE INFORMATION VIA UNENCRYPTED EMAIL (i.e., SSN).

	Date of Application:
	

	Title of Study:
	

	Type of Application:
	 FORMCHECKBOX 
 NEW PROJECT


	
	 FORMCHECKBOX 
 MODIFICATION   

Specify Changes:
	


:  
	Principal Investigator Information


In addition to completing this application, all Principal Investigators must provide a copy of the VU-VA Memorandum of Understanding outlining clinical/research effort.  If submitting an application to VA TVHS for the first time, all Principal Investigators must provide a copy of their Curriculum Vitae.   Appendix A must also be completed for all new Principal Investigators only.

Principal Investigator: 

           Degree(s):      
VA Appointment Status:

  FORMDROPDOWN 
  
VA Title:


     
VA Service / Department: 
     
Affiliation(s):


     
Address (Include Mail Stop)
     
E-mail Address:


     
Phone:
     

Fax:
     

Pager:        
	VA Resource Information


 FORMCHECKBOX 
 YES    FORMCHECKBOX 
   NO   Are ANY research activities for this study being conducted at the VA? If yes, specify:      
 FORMCHECKBOX 
 YES    FORMCHECKBOX 
   NO   Do you utilize any VA space or equipment to conduct research activities? If yes, specify:       FORMCHECKBOX 
 YES    FORMCHECKBOX 
   NO   Is this a VA funded study?  If yes, specify:      
 FORMCHECKBOX 
 YES    FORMCHECKBOX 
   NO   Are study personnel utilizing official VA duty time (effort)? 

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
   NO   Do you utilize any VA patients or VA data?

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
   NO   Are animals housed or brought into VA facilities?

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
   NO   Are you a full-time (8/8ths) VA paid employee?

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
   NO   If part-time, are you conducting this research on official VA duty time (effort)?

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
   NO   If you have VA lab or office space, do you utilize this space for any activities related to this project. (ie.  Publication, grant preparation etc.)

[image: image1.wmf] If you answered NO to ALL of the questions above, Skip to Appendix C at the end of this application. 

	Study Contact Person


If there is no study contact person, please check the box indicating “Not applicable.”  In the absence of a study contact person, all correspondence will be directed to the Principal Investigator.                       

  FORMCHECKBOX 
  Not applicable 

Study Coordinator/Contact:
           Degree(s):      

VA Appointment Status:

  FORMDROPDOWN 
  

Service / Department: 

     

Address (Include Mail Stop)
     

E-mail Address:


     

Phone:
     

Fax:
     

Pager:        
	Study Personnel and Training


Only list those individuals who are involved in the conduct of the study at VA Tennessee Valley Healthcare System. (i.e. interacting with veterans, accessing identifiable information about research subjects, performing research activities in the VA or in VA research labs.)  
If this is a VA funded study, all research personnel must be listed in the table below.  


List all personnel authorized to work on this study.  

	NAME

(professional degree, MD, PhD)
	VA

Appointment
	Role in Project
	Animal Subject Contact?
	Human Subject Contact?

	
 
	 FORMDROPDOWN 

	Principal Investigator
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	

	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
     
	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
     
	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
     
	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
     
	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
     
	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	
     
	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 



	Sponsorship of Project



Funding Agency / Source of Funds: 
     
Name of Principal Investigator:

     

External Grant / Contract No.:
 
      

Administering Institution: 

     

Inclusive Dates of Project Funding: 
From:
        
To:        
	Project Information


1.  
List 3 keywords (MeshTerms) related to this research: 
     
     
     


A listing of Mesh terms is available at http://www.nlm.nih.gov/mesh/MBrowser.html


2. 
In Lay Language, Include A Statement Regarding The Relevance Of This Research To The VA

     
	Activities to be Conducted at the VA


Provide a summary of the activities to be conducted at the VA and involvement of any VA employees while on official VA time. Also include a statement regarding the relevance of this research to the VA.

     
	Study Abstract


Provide a summary of the proposed research to include the hypothesis, objective(s), research plan, and methodology.  In addition, please provide a separate study protocol and the corresponding IACUC or IRB application and approval letter.  Your submission will not be processed without this documentation.  The protocol can be the sponsor’s protocol, grant application, or an individual investigator’s formal research plan.  

 FORMCHECKBOX 
  Abstract included below.  Protocol Attached.

Or 

 FORMCHECKBOX 
  Abstract and Protocol attached.
     
	VA Resources Utilized


List the type of resource(s) and location(s) to be utilized at VA Tennessee Valley Healthcare System (Double click on the check box for the Check Box Form Field Option.)

	Check all that apply
	Resource Utilized 
	VA Location (Room #, Floor, Bldg)
	Description 

(e.g., house animals at the VA for VU approved research  conducted at VU or analyze de-identified/non-VA data on VA computers)

	 FORMCHECKBOX 

	Investigator Research Effort/Time
	XXXXXXXXX
	     

	 FORMCHECKBOX 

	Technology Support 

(e.g., data analysis )
	     
	     

	 FORMCHECKBOX 

	ACRE Building:

Animal Facility
	     
	     

	 FORMCHECKBOX 

	ACRE Building:

 Laboratories 
	     
	     

	 FORMCHECKBOX 

	Other (Specify):  

     
	     
	     


	RESEARCH SAFETY


Does the research involve the use of any of the following?

1.
This project involves the following at Vanderbilt University (Check all that apply):


 FORMCHECKBOX 
   
Biological Hazards (Microbiological or viral agents, pathogens, toxins, select agents or animals) 


 
 FORMCHECKBOX 
 
Human or Animal cell or tissue samples (including cultures, tissues, blood, other bodily fluids or cell lines)  



 FORMCHECKBOX 

Cell lines

 

 FORMCHECKBOX 
 
Recombinant Deoxyribonucleic Acid (DNA) 


  
 FORMCHECKBOX 
 
Chemicals (toxic chemicals (Including heavy metals; flammable, explosive, or corrosive chemicals; Carcinogenic,  mutagenic, or teratogenic chemicals; Toxic compressed gases; Acetylcholinesterase inhibitors or neurotoxins ) 

 FORMCHECKBOX 

Controlled Substances  



 FORMCHECKBOX 

Ionizing Radiation (Radioactive materials, and/or radiation generating equipment   


 FORMCHECKBOX 

Nonionizing Radiation (Ultraviolet Light, Lasers (class 3b or class 4); radiofrequency or microwave sources) 
2.
This project involves the following at VA TVHS (Check all that apply):

 FORMCHECKBOX 
   
Biological Hazards (Microbiological or viral agents, pathogens, toxins, select agents or animals) 


 
 FORMCHECKBOX 
 
Human or Animal cell or tissue samples (including cultures, tissues, blood, other bodily fluids or cell lines)  



 FORMCHECKBOX 

Cell lines


 FORMCHECKBOX 
 
Recombinant Deoxyribonucleic Acid (DNA) 


  
 FORMCHECKBOX 
 
Chemicals (toxic chemicals (Including heavy metals; flammable, explosive, or corrosive chemicals; Carcinogenic,  mutagenic, or teratogenic chemicals; Toxic compressed gases; Acetylcholinesterase inhibitors or neurotoxins ) 

 FORMCHECKBOX 

Controlled Substances  



 FORMCHECKBOX 

Ionizing Radiation (Radioactive materials, and/or radiation generating equipment   


 FORMCHECKBOX 

Nonionizing Radiation (Ultraviolet Light, Lasers (class 3b or class 4); radiofrequency or microwave sources) 
For positive responses, complete Appendix D (VA Form 10-0398 Safety Survey).  

	Service Chief (s) Approval


If this study involves personnel, equipment, or other resources that are NOT considered standard of care, the appropriate Service Chief must review and extend his/her approval by signing below.  Please note that if more than one service is impacted, signatures must be obtained from each of the impacted services..  This signature must be obtained prior to submission. 

	1. Will you use any of your VA paid effort to perform this research?  If you answered yes, your VA Service Chief signature is required below:  

[image: image2.emf]X


	 FORMCHECKBOX 
  YES

 FORMCHECKBOX 
  NO


	2.  Does this study involve personnel, equipment, or other VA resources that are NOT considered standard of care? If you answered yes, you must describe in detail below, and obtain the impacted Service Chief approval.



If yes, describe in detail:  


[image: image3.emf]X


	 FORMCHECKBOX 
  YES

 FORMCHECKBOX 
  NO



	Data Security Checklist for Principal Investigators

	Yes
	No
	N/A
	Specific Requirement 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	All VA sensitive research information is used and stored within the VA

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	All copies of VA sensitive research information are used and remain within the VA


	Instructions: If you answer NO to any one of the statements above, you may not remove or transmit the data outside the VA and you must consult with your supervisor, the IRB, ISO and Privacy Officer.  If the research will not obtain any VA sensitive information/data the statements below should be marked as not applicable (N/A)


	Yes
	No
	N/A
	Specific Requirements

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Permission to remove the data has been obtained from 1) your immediate supervisor, 2) your ACOS/R&D, 3) the VA Information Security Officer (ISO), and 4) the VA Privacy Officer. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	A property pass for the equipment (Laptop etc.) has been obtained.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The laptop or other portable media is encrypted and password protected. Note: Contact the VA ISO at your facility for encryption issues.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Data are not transmitted as an attachment to unprotected e-mail messages.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Names, addresses, and Social Security Numbers (real and scrambled) have been replaced with a code.  Note: Names, addresses, and Social Security Numbers (real or scrambled) may only be maintained on a VA server and documentation of the procedure by which the data were coded must remain within the VA

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Data sent via mail or delivery service have been encrypted.  Note: It is preferable to send data on CDs or other media by a delivery service where there is a “chain of custody”. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	For data that will reside on a non-VA server:  The server has be certified and accredited as required by Federal Information and Security Management Act of 2002 (FISMA). Note: your facilities ISO should be consulted.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Access to the data is only by those who are authorized to access it and the access is related to VA-approved research. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Procedures for reporting theft or loss of sensitive data or the media such as a laptop, containing sensitive data are in place and familiar to the researcher and all others who have access to, use, store, or transport the data.   


[image: image4.wmf]  If you have answered yes or N/A to both statements above, skip the section below, sign at the bottom of this page, then continue to the "Principal Investigator Assurance Statement" below.
	I certify to the best of my knowledge that all VA sensitive information associated with this research study will be used, stored and security in accordance with the applicable VA and VHA policies and guidance.

	Signature of Principal Investigator:

 


	Principal Investigator Assurance Statement


As the Principal Investigator, I agree to comply with all VA policies and procedures, as well as with all applicable federal, state, and local laws regarding research and use of VA resources.  I ensure that all qualified associates, colleagues, and employees assisting with this research are informed about and comply with their obligations in meeting all required appointment, credentialing, and training commitments.  

In addition, I agree to document references to VA where either direct or indirect support for the research originated from VA, either in the form of research funding, resources (e.g., facilities or patients), or as a result of my full-time, part-time, or without compensation (WOC) employment status.
[image: image5.emf]X



	Research Financial Conflict of Interest Statement (FCOI)




A Research FCOI Statement is required for each principal investigator, co-principal investigator, investigator and collaborator. The information will be used to determine if there is a perceived or real financial conflict of interest or if there is the potential for such financial conflicts of interest. 

SECTION I

	1.  INCOME AND COMPENSATION. Do you or your spouse or dependent child receive income or other compensation for services (to include consulting fees, honoraria, gifts, and/or in kind compensation) from a single entity (or a group of affiliated entities) that when aggregated for you, your spouse and dependent child has in the prior year exceeded $10,000 and/or is expected to exceed $10,000 in the next 12 months? NOTE: An entity is any for profit organization, institution, corporation, partnership, or other entity (other than a Federal agency or university affiliate) that does or seeks to do business in an area related to your present research or research you are currently planning.
	 FORMCHECKBOX 
  YES

 FORMCHECKBOX 
  NO


	2.  PATENTS. Do you or your spouse, or dependent child, or an organization (other than a Federal agency ) in which you are an officer, director, trustee, general partner or employee own any patents or provisional patents that are related to your present research or research you are currently planning or to any of your other research duties?
	 FORMCHECKBOX 
  YES

 FORMCHECKBOX 
  NO


	3.  COPYRIGHTS. Do you or your spouse, or dependent child, or an organization (other than a Federal agency ) in which you are an officer, director, trustee, general partner or employee hold any copyrights that are related to your current research or research you are currently planning?
	 FORMCHECKBOX 
  YES

 FORMCHECKBOX 
  NO


	4.  ROYALTIES. Do you or your spouse, or dependent child, or any organization in which you are an officer, director, trustee, general partner or employee receive any royalty payments or non-monetary considerations from a business or organization that does business in an area related to your current research or research you are currently planning?
	 FORMCHECKBOX 
  YES

 FORMCHECKBOX 
  NO


	5.  BUSINESS CONCERNS. Do you or your spouse, or dependent child, or an organization in which you are an officer, director, trustee, general partner or employee have any business or financial relationship with any person or organization for which the results of your current research or research you are currently planning may be reasonably expected to affect the development or marketing of that person’s or organization’s product or service?
	 FORMCHECKBOX 
  YES

 FORMCHECKBOX 
  NO


	6.  NON-PUBLICLY TRADED COMPANIES. Do you or your spouse, dependent child, or any organization in which you are an officer, director, trustee or general partner own or have any equity interests by way of stock ownership or stock options in a non-publicly traded company that does business in an area that is related to your present research or research you are currently planning?
	 FORMCHECKBOX 
  YES

 FORMCHECKBOX 
  NO


	7.  PUBLICLY TRADED COMPANIES. Do you or your spouse, dependent child, or any organization in which you are an officer, director, trustee or general partner own or have an equity interest valued at more than $15,000 (stock ownership or stock options, etc.) in a publicly traded company that does business in an area that is related to your present research or research you are currently planning?   NOTE: This does not include stock that is controlled through a widely diversified mutual fund or a blind trust.
	 FORMCHECKBOX 
  YES

 FORMCHECKBOX 
  NO


	IF YOU HAVE CHECKED NO TO ALL QUESTIONS ABOVE CHECK THIS BOX   FORMCHECKBOX 


	I certify that, to the best of my knowledge and belief, all of the information on this disclosure is true, correct, complete, and made in good faith. I understand that false or fraudulent information on this disclosure may be grounds for not accepting the research proposal and may be punishable by fine or imprisonment (U.S. Code, Title 18, section 1001).      

[image: image6.emf]X

 




	FCOI SECTION II: SUPPLEMENTAL INFORMATION

	1. INCOME & COMPENSATION. If you answered yes in Section I, explain source, and reason for compensation: 

     


	2. PATENTS. If you answered yes in Section 1 provide additional information below. For additional patents provide same information on a separate sheet and attach.

	2A. PATENT NUMBER:
	     

	2B. IS THIS A PROVISIONAL PATENT?
	   FORMCHECKBOX 
  YES       FORMCHECKBOX 
  NO

	2C. DATE OF PATENT:
	     
	2D. PERIOD COVERED:
	     

	2E. TITLE OF PATENT:
	     

	2F. PROJECTED ROYALTIES BY YEAR:
	     

	2G. HAVE ANY ACTIVE OR PENDING LICENSE AGREEMENTS BEEN ISSUED? (If yes, attach a copy of each license.)
	  FORMCHECKBOX 
  YES       FORMCHECKBOX 
  NO

	3.  COPYRIGHTS.  If you answered yes in Section 1, provide additional information below.

     


	4. ROYALTIES.  If you answered yes in Section 1, provide additional information below.

	4A. SOURCE:
	     

	4B. AMOUNT:
	     

	5. BUSINESS CONCERNS. If you answered yes in Section I, provide additional information below including specific information on the business and on the development or marketing of the product or service.

     


	6. NON-PUBLICLY TRADED COMPANIES.  If you answered yes in Section 1, provide additional information below. 

	6A. VALUE OF STOCK/STOCK OPTIONS:  Does this value represent more than a 5% ownership of the company?
	    FORMCHECKBOX 
  YES       FORMCHECKBOX 
  NO

	7. PUBLICLY TRADED COMPANIES. If you answered yes in Section I, provide additional information below.

	7A. VALUE OF STOCK/STOCK OPTIONS: Does This Value Represent More Than A 5% Ownership Of The Company?
	    FORMCHECKBOX 
  YES       FORMCHECKBOX 
  NO

	I certify that, to the best of my knowledge and belief, all of the information on this disclosure is true, correct, complete, and made in good faith. I understand that false or fraudulent information on this disclosure may be grounds for not accepting the research proposal and may be punishable by fine or imprisonment (U.S. Code, Title 18, section 1001).    

[image: image7.emf]X


                  














If yes, VA signature required 








     Sign & Date




















If yes, VA signature required 





     Sign & Date








     Sign & Date








     Sign & Date
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