Principal Investigator:       
Title of Study:
     


Date of Application:
     
VA Tennessee Valley Healthcare System (VATVHS)

Research and Development Service

Application for Exemption
Please identify if this study is: 
  FORMCHECKBOX 
 Quality Improvement review    FORMCHECKBOX 
 Research Study  

                                     

  FORMCHECKBOX 
  Attach copy of abstract  
 FORMCHECKBOX 
Attach copy of protocol

Intent to publish outcome of study:  FORMCHECKBOX 
 Yes – Please complete the Application for Exemption. 

  FORMCHECKBOX 
 No - If this is a QI review with no intent to publish the outcome of your study, you may be exempt from the IRB review process:  Complete Page 1 and Page 3, Section E, Study Information, Number 1 only.

To enter information, double click on the check boxes for the Check Box Form Field Option  and single click on the text boxes.  For the header above, double click on the header field and enter the requested  information.

	A.                                                     Principal Investigator Information 


In addition to completing this application, all principal investigators must provide a copy of their Curriculum Vitae with a first time submission.   Appendix A must be completed for all principal investigators.  

	First Name:

      
	Middle Initial:

     
	Last Name: 

     
	ID:

     

	Degree(s):   FORMCHECKBOX 
  MD        FORMCHECKBOX 
  PhD        FORMCHECKBOX 
 JD         FORMCHECKBOX 
 MSN       FORMCHECKBOX 
 MS        FORMCHECKBOX 
 RN      FORMCHECKBOX 
 Other: (Specify) 

	Title:       
	Service/Department:      

	Affiliation(s):    FORMCHECKBOX 
 Vanderbilt Univ.       FORMCHECKBOX 
 Meharry Medical College       FORMCHECKBOX 
 Belmont Univ.     FORMCHECKBOX 
 Other:(Specify)  

	Address ( Include Mail Stop for VA Addresses):       

	Mailing Address: (If different from above)       

	VA Email Address:      
	Other Email Address:       

	VA Telephone #:       -       -      
	Other Telephone #:       -       -      

	Cell Phone #:       -       -      
	Pager:       -       -      

	# Ongoing Research Projects:     
	Years of Research Experience:      


	B.                                                              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  

	First Name:

      
	Middle Initial:

     
	Last Name: 

     

	Degree(s):  FORMCHECKBOX 
  MD        FORMCHECKBOX 
  PhD        FORMCHECKBOX 
 JD         FORMCHECKBOX 
 MSN       FORMCHECKBOX 
 MS        FORMCHECKBOX 
 RN      FORMCHECKBOX 
 Other: (Specify) 

	Title:       
	Service/Department:       

	Affiliation(s): 

 FORMCHECKBOX 
 Vanderbilt Univ.       FORMCHECKBOX 
 Meharry Medical College       FORMCHECKBOX 
 Belmont Univ.     FORMCHECKBOX 
 Other:(Specify)  

	Address: (Include Mail Stop for VA Addresses):      

	Mailing Address: (If different from above)      

	Email Address:      
	Other Email Address:       

	Telephone #:       -       -      
	Other Telephone #:       -       -      

	Cell Phone #:       -       -      
	Pager:       -       -      


Please contact the VATVHS IRB Office at 615-873-6076 for information on the application process or to obtain electronic forms.

Note: To meet the criteria for Exempt Review, the de-identified data and/or tissue specimens must not be linked back to identifiable information (no code/link/key).  If a specific list of potential candidates with PHI identifiers is used to identify specific medical records for review or if a code will be used for linking the de-identifiable information back to PHI (sensitive) information, you should complete the Application to Conduct Human Research – Full/Expedited Review (for expedited review).
	C.                                               STUDY PERSONNEL & 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 or VATVHS employees participating as research subjects, accessing identifiable information about research subjects). 
      **  For those with WOC/IPA appointments, please ensure current status.**

	NAME

(LAST, FIRST, MIDDLE INITIAL, professional degree, MD, PhD)


	VA TVHS

Appointment Status
	Role in

Project
	Scope  of research practice
	IRB USE

only

	
	WOC
	IPA 
	VA PAID
	VA Service
	
	Date of PI Review
	verified 



	     
	     
	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	     
	     
	


For each staff member listed above, please provide dates of completion of the following required VA training and attach a copy of the certificate of training – Attach Training Compliance Report (obtain from IRB office to document current training status):


	NAME

(LAST, FIRST, MIDDLE INITIAL)
	GOOD CLINICAL PRACTICE  TRAINING COMPLETED DATE
	VHA PRIVACY POLICY  TRAINING COMPLETED DATE
	VHA INFORMATION SECURITY  AWARENESS

TRAINING COMPLETED DATE
	VA INFORMATION SECURITY 201 FOR RESEARCH PERSONNEL COMPLETED DATE
	IRB USE

only 

VERIFIED 

	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	

	     
	     
	     
	     
	     
	


A Scope of Research Practice (SORP) form is to be completed for all new research personnel (with the exception of the PI).   This SORP is now included with the WOC application (as applicable). Please refer to Appendix G for the SORP form.

	VA Required Training Module 
	Training Web-Links

	Overview of Good Clinical Practices

(GCP) – CITI – VA Only module
	https://www.citiprogram.org/default.asp

	VHA Privacy Policy 
	http://vaww.sites.lrn.va.gov/vacatalog/valoredirect.asp

	VHA Information Security Awareness Policy (formerly Cybersecurity)
	http://vaww.sites.lrn.va.gov/vacatalog/valoredirect.asp

	VHA Information Security 201 for Research (formerly Research Data Security and Privacy Policy) 

  *one-time only training requirement
	Directions:  http://www.research.va.gov/resources/data-security/training.cfm
VA Access: http://vaww.sites.lrn.va.gov/vacatalog/valoredirect.asp 

Non-VA Access: http://www.vcampus.com/vcekpvalo/?


	D.                                            Funding and Administration Information


1.  List all funding and administration sources in the table below.  See Appendix C for list of funding source codes.)
	Funding Source /grant or contract number(VA R&D, NIH, DoD, CDC. Industry, etc.)
	FUNDING CODE
	insTitution administering funds
	administration

Code

	        
	
	No funding
	01

	     
	
	DVA funds (BLR&D, CSR&D, HSR&D, RR&D)
	         02

	     
	
	Affiliated University
	07

	     
	
	Private Research Corporation (Mtri)
	06

	     
	
	Reimbursed from another federal agency
	03

	     
	
	other agency
	08

	     
	
	direct grant 
	04

	     
	
	DVA general post funds
	05


2.     Is the proposed research funded via a grant or contract?    FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No  

3.     If "yes," please provide a copy of the grant and/or contract.    FORMCHECKBOX 
 Grant/Contract Attached

	E.                                                          Study Information


1. Provide a brief summary of the proposed research.   You are requested to attach a copy of the protocol for this study:    FORMCHECKBOX 
  Protocol attached 

(Please provide the purpose and specific objective(s) of this study, include background  information, the rationale, describe the process to access data, relevance to the VA mission, and resources to be utilized, if applicable.)      
2. Describe the subject population and/or data/specimens to be studied.      
Identify proposed number of participants/chart review:       
        Note: Research involving prisoners is not eligible for exemption
3.   Identify the method to be used to access data/medical records: (check appropriate
      box) 

 FORMCHECKBOX 
 Specific list of potential participants with identifiers for access of medical records for data extraction (interim data list with PHI identifiers does not meet exemption criteria)
 FORMCHECKBOX 
 Random selection of medical records for chart review or 

 FORMCHECKBOX 
 Aggregate data mining (de-identified database or record review) 

 FORMCHECKBOX 
 Access only de-identified data or de-identified specimens

4.    Describe the source of data/specimens to be collected.      
        FORMCHECKBOX 
  TVHS CPRS    FORMCHECKBOX 
 VISN 9 Data Warehouse    FORMCHECKBOX 
 Other source:         

       Note: Research applications requesting data from the VISN 9 Data Warehouse must
      complete the VISN 9 Data Access and Security Application.  Contact the VATVHS IRB
     Office to obtain electronic copies of the applications 

        FORMCHECKBOX 
 VISN 9 Data Warehouse Access Request form is attached with the application.
5.  Are the samples publicly available?   

 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No

(If “No”, describe how prior approval will be obtained before accessing this information/data.  Attach a copy of approval/authorization letter, if available.)      
6.  Does this research involve the collection of existing records/data/specimens often referred to as “on-the-shelf” data?  

 FORMCHECKBOX 
  No       FORMCHECKBOX 
  Yes   (If “Yes”, describe: 
a)  the process to collect the data/specimens      ; 
b)  by whom the data/specimens  will be collected      ; 
c)  who will have access to the data      ;  
d) the physical location where will the data/specimens will be stored (specify the room # and institution)      ;  
e) how the data will be de-identified      ;  
f) specify if chart review only involves de-identified data or specimen collection will only involve  de-identified specimens.        

g) Provide a datasheet that lists all information that will be recorded by the
            investigator.
7.  Describe the recruitment process and advertisement to be used for this study.       
     Specify the type of advertisements to be used and attach copies  (as applicable): 

 

 FORMCHECKBOX 
   advertisements,


 FORMCHECKBOX 
   flyer, 


 FORMCHECKBOX 
   brochure, 


 FORMCHECKBOX 
   email letter, or



 FORMCHECKBOX 
   study information letter to be used. 
 

8.
Describe any procedures (i.e., surveys, interviews, questionnaires, validation of data process, etc.) to be used during the research study.       
 FORMCHECKBOX 
  Attach a copy of the data collection tool, anonymous survey and/or questionnaire, or other study instruments (as applicable):  *Note: the data collection instrument(s) must be attached with the application.

 FORMCHECKBOX 
  Datasheet, Excel spreadsheet, etc.,

 FORMCHECKBOX 
  Survey,


 FORMCHECKBOX 
  Questionnaire,




 FORMCHECKBOX 
  Interview form,


 FORMCHECKBOX 
  Observation documentation sheet,

 FORMCHECKBOX 
  Other (specify):      
9.
Will Protected Health Information (PHI) be accessed from within the covered entity in the course of preparing for this research?

 FORMCHECKBOX 
  No       FORMCHECKBOX 
  Yes (if Yes, complete a and b below)  
Note: The following conditions must be met for PHI to be used a “preparatory to research.”

· The use or the disclosure of the PHI is sought solely for the purpose of preparing this research proposal.

· The PHI will not be removed from the covered entity.

· The PHI is necessary for the purpose of the research study.

a. Will a de-identified data set be created?   FORMCHECKBOX 
  No       FORMCHECKBOX 
  Yes
b. Will a limited data set be created?          FORMCHECKBOX 
  No       FORMCHECKBOX 
  Yes
List the specific identifiers to be included the limited data set:      
Note:  A Data Use Agreement (DUA) establishes the terms and conditions in which a Covered Entity will allow the use and disclosure of a limited data set to the data recipient.  A DUA is required if a limited data set will be disclosed outside of the Department of Veterans Affairs.  A DUA is not required if the disclosed information is totally de-identified, if the participant has provided a valid authorization for creation, use or disclosure of PHI, or if the IRB has granted a “Waiver of Consent and/or Authorization.

10.  Will PHI data be accessed in the research process, such as utilizing a VISN 9 Data Warehouse extraction list that includes identifiers?
  FORMCHECKBOX 
  No       FORMCHECKBOX 
  Yes  - If Yes, the Request for Waiver of HIPAA Authorization and/or Waiver
     for Informed Consent Process is required to allow access to 
     identifiable data, i.e. CPRS, medical records, etc.

       FORMCHECKBOX 
  Request for Waiver of HIPAA Authorization and/or Waiver of Consent 
            Process is  attached

	F.        Data Collection, Storage of Data/Specimens and/or Issues of Confidentiality


1.    Describe how data/specimens (including hardcopies and electronic databases, video and audio 

       recordings) will be collected and recorded.        
        FORMCHECKBOX 
 Attach a copy of the data collection tool(s).

        FORMCHECKBOX 
  PI Certification of Data Security (Appendix D and E) are completed and attached.

a.
Where will the data/specimens be used/stored during the study and how will it be secured? If the data/specimens are to be used/stored outside of the VA infrastructure, indicate the rationale for removing the data/specimens.  Include information about the medium/method (e.g., laptop, USB key, etc.) to be used to transfer the data and the type of medium for storage.         



Data Storage and Transmittal Table

	Type of Data
	Location of Data/Specimens

   (Room Number/Building, TVHS Server)

	Sensitive Information - PHI
	

	Research data - hardcopy 
	     

	Research data - electronic
	     

	Limited Data Set with PHI
	     

	Code/Link to PHI data
	     

	Non-Sensitive Information
	

	De-Identified Data - hardcopy
	     

	De-Identified Data - electronic
	     


b.
Will the data be associated with personal identifiers or coded to protect personal privacy?

 FORMCHECKBOX 
  Yes  - If yes, you will need to complete the Application to Conduct Human 
                 Research –  Full/Expedited Review (will not meet criteria for Exempt 
                 Application)

 FORMCHECKBOX 
 No


Note:
VA research data may not be stored outside the VA unless applicable permissions have been obtained from the person’s supervisor, the ACOS/R&D, the Privacy Officer, and the ISO. This includes storage on non-VA computer systems/servers, desk top computers located outside the VA, laptops, or other portable media.
   c.      Who will have access to the data/specimens and/or to the codes?     


          

             d.      What will happen to the data and specimens when the research has been completed? 


       

(The VA requires veterans data and/or specimens to be destroyed or returned to the VA facility at the time of study completion.  If specimens are to be banked for future research unrelated to the initial study protocol an Off-Site Tissue Banking Waiver must be obtained from VA Central Office Research and Development Service.)    

              e.    Will access to the VISN 9 Data Warehouse be requested?    
 FORMCHECKBOX 
  No     FORMCHECKBOX 
  Yes  


(If yes, please contact the TVHS IRB Office at 615-873-6076 to obtain a copy of the
      VISN 9 Data Warehouse  Access and Security Form.) 

       FORMCHECKBOX 
 VISN 9 Data Warehouse Access Request form is attached.

2.  Biological Specimens 

a. Describe the type(s) of specimen(s) that will be collected and/or used:

     
b. What information will accompany the  specimen(s) (e.g., clinical, demographical or
      Personal)  - Will samples be de-identified?    FORMCHECKBOX 
  No       FORMCHECKBOX 
  Yes
     
c. Will there be a code/firewall that is linked to the specimen(s)?  


 FORMCHECKBOX 
  No       FORMCHECKBOX 
  Yes (If “Yes”, describe the coding or firewall system to be used.)


     

d.    Identify the location where the samples will be stored (e.g., TVHS or VU, Room #)  


     
                  Indicate how the  sample(s) will be secured:        
e.
Will the sample(s) be used solely for purposes outlined in the research protocol?

 FORMCHECKBOX 
  No       FORMCHECKBOX 
  Yes
f.
Will the sample(s) be used and/or banked for future research purposes?

 FORMCHECKBOX 
  No       FORMCHECKBOX 
  Yes 

(If “Yes”, please complete the request for Off-Site Tissue Banking Waiver from VA Central Office Research and Development available upon request from the TVHS IRB, 615-873-6076.)

	G.                                                   Basis for Exemption

(45 CFR 46.101(b); 38 CFR 16.101(b); and VHA Handbook 1200.5, Appendix A)


If project involves any human subject participation or procedures which are not listed below,or uses FDA regulated test articles (except for category 6), this project does NOT qualify for exemption.   For clarification please contact the IRB staff at 615-873-6076 for assistance.

Check all categories which apply to this research project.

	 FORMCHECKBOX 

Category 1 (All of the following are true)



 FORMCHECKBOX 
       Research is conducted in established or commonly accepted educational settings


 FORMCHECKBOX 


The research involves normal education practices, such as

· Research on regular and special education instructional strategies; or

· Research on the effectiveness of or the comparison among instructional techniques, curricular, or classroom management methods.

 FORMCHECKBOX 
  
The research is not subject to FDA regulations

 FORMCHECKBOX 


The research does not involve prisoners as participants
 FORMCHECKBOX 


The research meets the organization's ethical standards governing the conduct of research 

	 FORMCHECKBOX 

Category 2 (All of the following are true)



 FORMCHECKBOX 


Research involves the use of one or more from the following: 





 FORMCHECKBOX 

Educational tests (cognitive, diagnostic, aptitude, achievement





 FORMCHECKBOX 

Survey procedures 





 FORMCHECKBOX 

Interview procedures 





 FORMCHECKBOX 

Observation of public behavior, AND 

 FORMCHECKBOX 


Information is recorded in such a manner that either:



 FORMCHECKBOX 

Participants cannot be identified, directly or through identifiers linked to subjects.



 FORMCHECKBOX 

Disclosure of the subjects’ responses outside the research could not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, reputation, or insurability.

 FORMCHECKBOX 
  
The research is not subject to FDA regulations

 FORMCHECKBOX 


The research does not involve prisoners as participants
 FORMCHECKBOX 


The research meets the organization's ethical standards governing the conduct of research 

	 FORMCHECKBOX 

Category 3 (All of the following are true)



 FORMCHECKBOX 


The research involves the use of one or more of the following:




 FORMCHECKBOX 

Educational tests (cognitive, diagnostic, aptitude, achievement)





 FORMCHECKBOX 

Survey procedures





 FORMCHECKBOX 

Interview procedures





 FORMCHECKBOX 

Observation of public behavior 



 FORMCHECKBOX 


Either one of the following is true:



 FORMCHECKBOX 

The subjects are elected or appointed public officials or candidates for public 

                                                office 



 FORMCHECKBOX 

Federal statute requires without exception that the confidentiality of the
                        personally identifiable information will be maintained throughout the research 


 FORMCHECKBOX 
  
The research is not subject to FDA regulations

       
 FORMCHECKBOX 

The research does not involve prisoners as participants
       
 FORMCHECKBOX 

The research meets the organization's ethical standards governing the conduct of

                        research .

	 FORMCHECKBOX 

Category 4 (Items 1-5 are true)



 FORMCHECKBOX 


The research involves the collection or study of existing data, documents, 

                        records, pathological specimens, or diagnostic specimens (the reviewed materials** 
                        currently exist and are not prospectively collected)

**“Existing” means materials must already be in existence (e.g., in the files, in the freezer) at the time the research is PROPOSED. Additional data/specimens may NOT be collected or utilized.

 FORMCHECKBOX 


At least one of the following is true:



 FORMCHECKBOX 

These sources of data/specimens are publicly available




 FORMCHECKBOX 

The information** is recorded in such a manner that participants cannot be directly identified and cannot be identified through identifiers linked to them.

**The investigator should describe what information will be recorded and how it will be recorded.

 FORMCHECKBOX 
  
The research is not subject to FDA regulations

 FORMCHECKBOX 


The research does not involve prisoners as participants
 FORMCHECKBOX 


The research meets the organization's ethical standards governing the conduct of research 

	 FORMCHECKBOX 

Category 5 (All of the following are true)



 FORMCHECKBOX 


The project is a research and demonstration project
 FORMCHECKBOX 


The project is conducted by or subject to the approval of Department or Agency heads


 FORMCHECKBOX 


The project is designed to study, evaluate or otherwise examine:

· Public benefit or service programs;

· Procedures for obtaining benefits or services under those programs;

· Possible changes in or alternative to those programs or procedures; or

· Possible changes in methods or levels of payment for benefits or services under those programs.

 FORMCHECKBOX 


The program under study delivers a public benefit or service 

 FORMCHECKBOX 


These projects must be conducted pursuant to specific federal statutory authority

 FORMCHECKBOX 


There is no statutory requirements that an IRB review the project

 FORMCHECKBOX 


The project does not involve significant physical invasions or intrusions upon the privacy interests of participants and have authorization of concurrence by the funding agency.

 FORMCHECKBOX 
  
The research is not subject to FDA regulations

 FORMCHECKBOX 


The research does not involve prisoners as participants
 FORMCHECKBOX 


The research meets the organization's ethical standards governing the conduct of research 

** According to OHRP, this category of exemption id most appropriately invoked with authorization or concurrence by the funding agency.


	        FORMCHECKBOX 

       The research meets the organization's ethical standards for exempt research if all of the 


following are true:


 FORMCHECKBOX 

The research presents no more that minimal risk to participants


 FORMCHECKBOX 

Selection of participants is equitable


 FORMCHECKBOX 

Either of the following are true:



 FORMCHECKBOX 

The research involves no interventions or interactions on participants



 FORMCHECKBOX 

There are adequate provisions for informed consent of participants and provisions for protecting the privacy interests of participants are adequate


 FORMCHECKBOX 

Either of the following are true:



 FORMCHECKBOX 
 
No private indentifying data are collected


       FORMCHECKBOX 

      Provisions for maintaining the confidentiality of data are adequate

	

	References: 38 CFR 16.101(b); (45 CFR 46.101(b); and VHA Handbook 1200.5, Appendix A


	H.                                          Conflict of Interest Statement 


Conflict of interest, as it applies to research, can be defined as any situation or action in which financial or non-financial obligations may affect or be perceived to affect the protection of research participants or an individual’s or group’s (e.g., institution) professional judgment in designing, conducting, reviewing, and/or reporting research.  Conflicting interests may be financial or non-financial in nature. 
Investigators and others involved in the design, conduct, or reporting of human research are required to complete the Conflict of Interest Disclosure Form at the time of initial and continuing review and keep the IRB apprised of any changes in this disclosure as appropriate.  See Appendix A to complete and sign the disclosure form. 

	I.                                                       Investigator’s Assurance


I certify that the information in this application is complete and correct.  As the Principal Investigator, I have ultimate responsibility for the conduct of the study, the ethical performance of the project, the protection of the rights and welfare of research subjects and/or sensitive data.  I agree to comply with all VA policies and procedures, as well as with all applicable federal, state, and local laws regarding the protection of research subjects, to include documentation of 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.  I will manage and maintain all VA information in compliance with the VA data security requirements.
Signature of the Principal Investigator

Date

Identify the Attachments to Application:

 FORMCHECKBOX 
  Copy of Protocol  
 FORMCHECKBOX 
  PI's Data Security Certification
 FORMCHECKBOX 
  PI's Curriculum Vitae
 FORMCHECKBOX 
  Service Chief Approval Form

 FORMCHECKBOX 
  Request for Waiver of HIPAA and/or Waiver of Consent Process form (to access PHI data)

 FORMCHECKBOX 
  Data Collection Tool(s)

 FORMCHECKBOX 
  Advertisement, flyers, posters, recruitment letter

 FORMCHECKBOX 
  Surveys, Questionnaires, Observation Documentation Forms

 FORMCHECKBOX 
  VISN 9 Data Warehouse Access Request (if applicable)

 FORMCHECKBOX 
  Data Use Agreement (if data is transferred outside of TVHS) 

 FORMCHECKBOX 
  Training Certificates and WOC appointment approval documents

 FORMCHECKBOX 
  Scope of Research Practice – Human Research or Laboratory Research
 FORMCHECKBOX 
   
 FORMCHECKBOX 
  Other (specify)      
	Appendix A 

Conflict of Interest Disclosure – Human Research


General Information:

Conflict of interest, as it applies to research, can be defined as any situation or action in which financial or non-financial obligations may affect or be perceived to affect the protection of research participants or an individual’s or group’s (e.g., institution) professional judgment in designing, conducting, reviewing, and/or reporting research.  Conflicting interests may be financial or non-financial in nature. Investigators and others involved in the design, conduct, or reporting of human research are required to complete the Conflict of Interest Disclosure Form at the time of initial and continuing review and keeping the IRB apprised of any changes in this disclosure as appropriate.  

Definitions:

· "Immediate Family" means spouse, domestic partners, children, and dependents. 

· "Investigator” refers to any individual involved in the design, conduct, or reporting of the 

     research. 

· “Financial Interest Related to the Research” means financial interest in the sponsor, product 

     or service being tested, or competitor of the sponsor or product or service being tested. 
Financial Interests:

If an investigator or an investigator’s immediate family member has any of the following financial interests, the financial interest must be disclosed to the IRB as part of the initial or continuing review application.

1) Ownership interest, stock options, or other financial interest related to the research unless it meets four tests:

· The value of the interest does not exceed $10,000 when aggregated for the immediate family.

· The interest is publicly traded on a stock exchange.

· The value of the interest is does not exceed 5% interest in any one single entity when aggregated for the immediate family.

· No arrangement has been entered into where the value of the ownership interests will be affected by the outcome of the research.
2) Compensation related to the research unless it meets two tests:

· The value of the compensation does not exceed $10,000 in the past year when aggregated for the immediate family.

· No arrangement has been entered into where the amount of compensation will be affected by the outcome of the research.
3)  Proprietary interest related to the research including, but not limited to, a patent, trademark, copyright or licensing agreement.

4)  Board or executive relationship related to the research, regardless of compensation.
Conflict of Interest Disclosure - Human Research 

	Do you or your immediate family (spouse, domestic partner, children, and dependents) have any of the following? (Check all that apply)     FORMCHECKBOX 
 None Apply

	 FORMCHECKBOX 

	Ownership interest, stock options, or other financial interest related to the research of any value.



	 FORMCHECKBOX 

	Compensation related to the research of any value.



	 FORMCHECKBOX 

	Proprietary interest related to the research including, but not limited to, a patent, 

trademark, copyright or licensing agreement.



	 FORMCHECKBOX 

	Board or executive relationship related to the research, regardless of compensation.




	I certify that the information provided on this form is, to the best of my knowledge and belief, true, correct, and complete.  If my financial interest and arrangements, or my immediate family change from the information provided above, I will notify the IRB promptly.

	Signature
	

	Date
	


If you checked any of the above, describe in a separate memorandum to the attention of the VATVHS Conflict of Interest Committee the financial interest and any steps planned to prevent the financial interest from interfering with the design, conduct, or reporting of the research, including interfering with the protection of participant Please ensure the following information is included as applicable:

· Description of the financial relationships between the Investigator and the commercial sponsor

· Compensation that is affected by the study outcome

· Description of proprietary interests in the product including patents, trademarks, copyrights, and licensing agreements

· Description of equity interest in the company (e.g., publicly held company or non-publicly held company)

· Description of significant payments  (e.g. grants, compensation in the form of equipment, retainers for ongoing consultation, and honoraria)

· Description of the specific arrangements for payment (e.g. to whom or what institution) 

IRB review will be withheld until the disclosure of financial interests and proposed management plan have been evaluated by the VA Tennessee Valley Healthcare System Conflict of Interest Committee and a recommendation has been rendered and forwarded to the IRB for consideration in its review of the research proposal.  
	Appendix B: 

Investigator Data 


Required to be completed by all new principal investigators only.  

Please note that some of the sections require codes which are located in the list below.

	First Name:

      
	Middle Initial:

     
	Last Name: 

     
	

	Degree(s): (check box)  

 FORMCHECKBOX 
  MD        FORMCHECKBOX 
  PhD        FORMCHECKBOX 
 JD         FORMCHECKBOX 
 MSN       FORMCHECKBOX 
 MS        FORMCHECKBOX 
 RN      FORMCHECKBOX 
 Other: (Specify) 

	VA Title:
      
	VA Service/Section : 

(enter code for the service and name for the hospital section)

      /      

	VA Employment :  (check box)  

 FORMCHECKBOX 
 Full-Time          FORMCHECKBOX 
 Part-time      Enter hours/week                   FORMCHECKBOX 
 Without compensation (WOC)

 FORMCHECKBOX 
 Consultant        FORMCHECKBOX 
 Contract

	VA Salary Source:  (check box)  

 FORMCHECKBOX 
 VA Funds other than R&D          FORMCHECKBOX 
 Medical Research (Program 821) Funds            FORMCHECKBOX 
 HSRD Program 824) Funds

 FORMCHECKBOX 
 Rehab R&D (Program 822) Funds        FORMCHECKBOX 
 Cooperative Studies (Program 825) Funds          FORMCHECKBOX 
  Not Salaried by VA

	University Appointment:

a.  Academic Rank:  (enter code)       
b.  University Administrative Title:  (enter code)       
c.  University Department: (enter name)          

d.  Department Section/Division:  (enter name)          

e.  University Name: (check box)  

     FORMCHECKBOX 
 Vanderbilt Univ.       FORMCHECKBOX 
 Meharry Medical College       FORMCHECKBOX 
 Belmont Univ.     FORMCHECKBOX 
 Other:(Specify)       

	Diplomate Status, Board Certified: 

 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No        FORMCHECKBOX 
 Not applicable        

	Primary Research Interest: (enter code)  

     

	Secondary Research Interest: (enter code)  

     


ACADEMIC RANK:  The default Academic Rank for each Series is shown.  If actual rank is different, or code is 06, enter name.

01 = Instructor Series
03 = Assistant Professor Series
05 = Professor Series

00 =None

02 = Lecturer Series
04 = Associate Professor Series
06 = Resident/Fellow/Trainee/Other

	APPENDIX C & D

Data Security Checklist for Principal Investigators


Name of VATVHS Privacy Officer (PO):   Larry Young
or Robbie Sowell



PO’s Phone & e-mail address: 615-873-6953; Larry.Young@va.gov  or TVH Privacy@va.gov 
Name of VATVHS Information Security Officer: Bryant Wilson, Gavin Wiggins, or Alex Williams
ISO’s Phone Number & e-mail address: 615-873-8453 Andrew.Wilson2@va.gov  or 
615-225-3610; John,Wiggins2@va.gov;   615-873-6097; Alex.Williams@va.gov or TVH ISO@va.gov 

	Instructions: If you answer NO to any one of the statements, you may not remove or transmit the data outside the VA and you must consult with your supervisor, 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 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


If you have answered yes or N/A to both statements above, stop here.
	If the original or copies of VA research information are removed from the VA the following apply:  


See Appendix A for definition of terms used in this document.
	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.   


APPENDIX D
Principal Investigator’s Certification: Storage

& Security of VA Research Information
	Instructions:  This certification must be completed by all Principal Investigators (PI) for each new protocol and a copy of this form must remain with the research protocol file.  Identify the Location, description and type of media for research data.  List the physical location where veterans’ tissue specimens and identifiable research information will reside (e.g. secured location at VATVHS or VUMC, room number/building).


	Location (Room/Bldg)

Please provide specific location at VATVHS or VUMC, and include multiple locations if applicable; include city/state if out-of-state, etc.
	Description of research data

Sensitive research data; Code that links to PHI data; De-identified research data; specimens


	Media

Identify media type:  Paper, VA Server, VICC Server, VUMC Server, GCRC Server; Flash drive;  CD or VA encrypted laptop, etc), 

	     
	Hard Copy Sensitive Data
	Paper

	     
	Electronic Sensitive Database
	VA THVS Server

	     
	Code that links to PHI Data

(hardcopy or electronic)
	Identify Paper or

VA TVHS Server

	
	
	Other: specifiy

	     
	Hardcopy de-identified data
	Paper

	     
	Electronic de-identified database (Excel spreadsheet)
	VA TVHS Server or 

VICC Server or VUMC Server

	
	
	Other: specify

	     
	Research specimens – coded
	Sample type

	     
	Research specimens -

de-identified samples – no link to PHI
	Sample type

	I certify to the best of my knowledge that all VA sensitive information associated with the research study entitled above is being used, stored and security in accordance with the applicable VA and VHA policies and guidance.

	Signature of Principal Investigator
	Date:   

	Name of PI:

Phone:
	Title:

Email:


 FORMCHECKBOX 
 Yes: VPN Access of VATVHS Server and/or Encrypted mobile media is requested (Attach form)

 FORMCHECKBOX 
 Yes: PI Folder on R&D Server is requested (send email request to Mike.Walsh@va.gov ) 

 FORMCHECKBOX 
 Yes: VA research data will be transported outside TVHS (attach waiver request memo or DUA/DTA)
	APPENDIX E
Principal Investigator’s Certification: Storage

& Security of VA Research Information


Instructions:  

1.  This certification must be completed by all Principal Investigators (PI) and submitted to their facility’s ACOS/R&D with all new research protocol submissions It must also be completed and submitted to the ACOS/R&D annually there after with the Request for Continuing Review submissions.  If you are PI on more then one research protocol, you may a) complete a form for each protocol, b) list additional protocols and date of R&D approval on the bottom of this form, or c) attach a separate list.

2.  This form must be completed for each new protocol and a copy of this form must remain with the research protocol file.

3.  This form must be submitted to ORD during the Just-In-Time process if you will be funded by ORD for a research project.

	APPENDIX F

Background, Definitions, and Requirements for

Protecting VA Research Information




1.  Additional Background. The ability of investigators to conduct research within the Department of Veterans Affairs (VA) is a privilege that comes with many responsibilities. One of these responsibilities is to ensure the security of all VA research information. In addition, there must be compliance with all

applicable Federal laws, regulations, policies, and guidance related to privacy, confidentiality, storage, and security of research data. Research data generated by VA investigators during the conduct of VA-approved research is owned by the VA and its use and storage must meet all Federal standards  including, but not limited to Federal Information Security Management Act of 2002 (FISMA), National Institute of Standards and Technology (NIST) standards for computer systems and encryption, the Privacy Act of 1974, and the Health Insurance Portability and Accountability Act (HIPAA). Compliance requires that VA research information may not be stored on non-VA servers, laptops, or portable

media unless specific permissions have been obtained from the person’s supervisor, the Assistant Chief of Staff (ACOS)/R&D, the Privacy Officer, and the Information Security Officer (ISO) and all other requirements met as defined by VA policy. In addition there are a number of applicable VA and VHA policies to which investigators and research staff must comply. A list of these policies may be found on ORD’s website, www.research.va.gov or on VHA’s publication website: www.va.gov/vhapublications. A list of the current policies is attached.

2.  Definitions: A first step in protecting this data is to clearly define research information. It is also necessary to understand that this term includes more than information found in a veteran’s medical record. The definitions of these terms are found below.

a. Data: Within this document the term data refers to data collected for, used in, or derived from the conduct of a research project.

b. Preparatory to Research: Within VHA, “preparatory to research” refers to activities that are necessary for the development of a specific protocol.  Privacy Health Information (PHI) from data repositories or medical records may be reviewed during this process, but only aggregate data may be recorded and used in the protocol. Within the VA, preparatory to research does NOT involve
the identification of potential subjects and recording of data that would be used to recruit these subjects or to link to other data. The preparatory to research activity ends once the protocol has been approved by the Institutional Review Board (IRB) and the Research and Development (R&D) Committee.

c. Removed from the VA: Means that the data’s destination is other than sites within a VA facility.

d. Research Information: Information that is a subset of sensitive information that is or has been collected for, used in or derived from the conduct of a research project. This can include individually identifiable information and de-identified information derived from human subjects. It also includes data or

information from research involving laboratory animals or other types of sensitive research. 

e. Individually Identifiable Information: Any information, including health, financial information, and employment information, maintained by VHA pertaining to an individual that also identifies the individual 
by name or other unique identifier. Privacy Act systems of records, medical records, personnel files, and

limited data sets are all considered individually identifiable information.
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f. De-identified information: Information that does not identify an individual, (or relative, employers, or household members of an individual) asrequired by VHA Handbook 1605.1 Appendix B and with respect to which there is no reasonable basis to believe that the information can be used to identify an individual. It must also meet the Common Rule (38 CFR 16) definition of de-identified.

De-identified information may not include any of the 18 direct identifiers stipulated by the HIPAA Privacy Rule, e.g., name; social security number; medical record number; age; address; e-mail address; device identifiers and serial numbers; dates directly related to the individual such as birth date, admission dates, discharge dates; or any other unique identifying number, characteristic, or code. (See 45 CFR 164.514(a), (b) for the complete list of direct identifiers). De-identified information may not include any codes that are in any way derived from or related to these direct identifiers or other information

about the individual, e.g., de-identified information may not include portions of  social security numbers or scrambled social security numbers.

g. VA Sensitive Information: These terms are defined in VA Directive 6504 as: All Department data on any storage media or in any form or format, which requires protection due to the risk of harm that could result from inadvertent or deliberate disclosure, alteration, or destruction of the information.

The term includes information whose improper use or disclosure could adversely affect the ability of an agency to accomplish its mission, proprietary information, and records about individuals requiring protection under various confidentiality provisions such as the Privacy Act or HIPAA.

3.  Requirements for Protecting Research Information. The Federal statutes, regulations, and policies (VA and VHA) listed in Appendix E contain a number of requirements. As defined within these statutes, regulations, and policies investigators and other research staff must comply with the following

requirements. Note: This list is not inclusive of all requirements. Please consult the regulations, polices, and guidance documents for all requirements not listed below.

• VA research data may not be stored outside the VA unless applicable permissions have been 
   obtained from the person’s supervisor, the ACOS/R&D, the Privacy Officer, and the ISO. This 
   includes storage on non-VA computer systems/servers, desk top computers located outside

   the VA, laptops, or other portable media.

• Data transfer to a non-VA computer system/server or site must only occur after the required 
   permissions have been obtained and the transfer must be in compliance with requirements 
   found in VA Directive 6504.

• When VA data is stored on non-VA systems, the system must meet all  requirements set forth in 
   FISMA including the required Certification and Accreditation of the system.

• The data residing on non-VA laptops and portable media must be encrypted and password 
   protected with only authorized individuals having access to the data.

• All Research Information residing on laptops, other portable media, or personal computers not    

  within a VA health care facility must be encrypted and password protected. Note: The original 
  data may not be stored on laptops or portable media and all laptops regardless of their location 
  within or outside the VA must be encrypted if used for any research purposes.

• Research subjects or veterans names, addresses, and Social Security Numbers (real or 
   scrambled) may only be stored within the VA and on VA servers. If the data is coded, the key to 
   linking the code with these identifiers must also be stored within the VA.
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• All protocols that will include the collection, use and/or storage of research  information including 
   subject identifiers and PHI that are submitted to an IRB and to a R&D Committee for approval 
   must contain specific information on all sites where the data will be used or stored, how the 
   data will be transmitted or transported, specifically who will have access to the data, and how 
   the data will be secured. If copies of the data will be placed on laptops or portable media a 
   discussion of the security measures for these media must be included.

4. Explanation of concepts or terms used in this document:

a. Restriction to access. Access to data should be restricted to those:

(1) Individuals named within the research protocol, on the research informed consent, and the 
HIPAA-compliant authorization form.
(2) Individuals who are responsible for oversight of the research program.
(3) VA investigators who require access “preparatory to research” if their activity meets
 requirements set forth in VHA policy.

b. Procedures for reporting loss or theft. The loss or theft of VA research data/information or portable media such as laptops or personal computers (PC)s is covered in VA Directive 6504. In addition, medical facilities should have policies and procedures specific to the facility. The research office will be able to assist you in locating these documents. At a minimum the following should occur as soon as it is discovered that there has been a loss: 

(1) Report the loss or theft to security/police officers immediately.

• If you are within a VA health care facility, the VA police must be

  notified.

• If you are on travel or at another institution, the security/police officers   at the institution such as 
  hotel security, university security etc., must be notified as well as the police in the jurisdiction 
  where the event occurred.

• Obtain the case number and the name and badge number of the investigating officer(s). If  
  

  possible obtain a copy of the case report.

 (2) Immediately call or e-mail the following regarding the incident:

• Your supervisor,

• Your facility’s VA’s privacy officer, and

• Your facility’s VA security officer.

(3) Important: Your facility’s procedure may include others to notify such as the COS or the MCD. You must determine the name of your facility’s privacy officer and ISO so that you will have their name and contact information available.

5. Any questions regarding these issues can be directed to your research office at (615)873-8297
or contact Brenda Cuccherini, Ph.D. ((202)254-0277 or Brenda.cuccherini@va.gov) or contact 

Joe Francis, M.D., Deputy CRADO ((202)254-0183 or joe.francis@va.gov) within the Office of Research and Development.
APPENDIX G

VA Tennessee Valley Healthcare System

Scope of Research Practice – Human Research

Section A: General Information

	Name/Staff Position (e.g., Research Coordinator, Co-investigator, etc.)  APPOINTEE
	Service Line (e.g., Medicine, Surgery, etc.)

	     
	     

	Principal Investigator (PI) / Primary Supervisor
	Alternate Supervisor (if applicable)

(Defined as a mentor to a trainee)

	     
	     

	


The Scope of Research Practice (SORP) is specific to the duties and responsibilities of each Research Staff as an agent of the listed Principal Investigator and/or Alternate Supervisor. These duties must: 1) be consistent with the occupational category under which they are hired, 2) allowed by the license, registration, or certification they hold, 3) consistent with their qualifications (education & training), and 4) be agreed upon by the person’s immediate supervisor and the ACOS. 

The Research Staff Member is specifically authorized to conduct VA approved research involving human subjects (on-site and off-site) as outlined in the list of responsibilities below.   The Principal Investigator and/or the Alternate Supervisor must complete, sign, and date this Scope of Research Practice.  Approval to conduct such duties is based on the individual's training, area of expertise, and competency.  Review of the Scope of Research Practice is conducted annually.

NOTE: All licensed personnel are required to undergo review of their credentials and scope of practice by the respective Professional Standards Board or delegated process prior to approval to conduct any research activities. 
Section B: Delegation of Duties

The Research Staff and Principal Investigator discuss and review the duties to be performed by the Research Staff on a regular and ongoing basis or until completion of research activities.  The Principal Investigator initials what duties are granted or not granted and lists any additional duties he/she is authorized to perform. 

	GRANTED
	NOT GRANTED
	Routine Duties/Procedures

Principal Investigator to identify duties granted or not granted.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Supervises the work of other research staff.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Participates in design of the study and the management of study related activities. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Prepares and submits regulatory documents to the IRB, R&D Committee, RSS, sponsor(s), and other persons or agencies.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Collects and manages the secure storage of data.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Prepares and manages research budget (e.g., working with Middle Tennessee Research Corporation, submitting request for study participant reimbursement, etc.)

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Screens patients to determine study eligibility by reviewing study participant medical information or interviewing study participants.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Responsible for interacting with sponsors, collaborators, representatives of academic affiliates, and Medical Center personnel regarding study related activities and/or study results. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Develops recruitment methods to be utilized in the study and is responsible for recruitment procedures.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Performs venous puncture to obtain specific specimens required by study protocol (Requires demonstrated and documented competencies).

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Performs study participant history and physicals, and other health assessments as applicable.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Prepares study initiation activities

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Provides education and instruction on study medication use, administration, storage, and side effects and notifies adverse drug reactions to study site.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Provides education regarding study activities to patient, relatives and Medical Center staff as necessary per protocol.

	GRANTED
	NOT GRANTED
	Routine Duties/Procedures

Principal Investigator to identify duties granted or not granted.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Maintains complete and accurate data collection in case report forms and source documents.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Initiates and/or expedites requests for consultation, special tests or studies following the Investigator’s approval.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Obtains and organizes data such as test results, diaries/cards or other necessary information for the study.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Proficiency with VISTA/CPRS computer system by scheduling study participants, research visits, documenting study progress notes, initiating orders, consults, etc.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Accesses sensitive and/or protected health information while maintaining study participant confidentiality.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Accesses Medical Center, VISN, and/or shared/public databases/data warehouses while maintaining study participant confidentiality.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Is authorized to obtain informed consent from research participants and is knowledgeable to perform the informed consent process.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Initiates intravenous (IV) therapy and administers IV solutions and IV medications.  (Requires demonstrated and documented competencies).

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Administers investigational drugs and/or devices. (Requires demonstrated and documented competencies).

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Collects and handles various types of human tissue specimens. 


Section C: Appointee’s Licensure Status

NOTE TO LICENSED PROFESSIONALS: All licensed personnel are required to undergo review of their credentials and scope of practice by the respective Professional Standards Board or delegated process prior to approval to conduct any research activities.  Individuals found to be working outside their privileges as granted by the VA Tennessee Valley Healthcare System will be subject to disciplinary action.

1.   DO YOU (APPOINTEE) HAVE “DIRECT PATIENT CONTACT” FOR RESEARCH PURPOSES?

 
 FORMCHECKBOX 
  YES.  

 
 FORMCHECKBOX 
  NO.   

 2.   Have you ever been a licensed professional (e.g., physician, registered nurse, audiologist)?

 FORMCHECKBOX 
  YES. Proceed to item 2.a. 

 FORMCHECKBOX 
  NO.   Proceed to Item 3. 

 
    a.  Indicate your status below:



 FORMCHECKBOX 
  
I am currently a licensed professional in the United States.



 FORMCHECKBOX 
  
I have been a licensed professional in the United States, but do not 



 currently hold a license.



 FORMCHECKBOX 
  
I am currently a licensed professional in another country. 



 FORMCHECKBOX 
  
I have been a licensed professional in another country, but do not 



      
currently hold a license.

3.   Do you hold a M.D. degree, BUT are NOT currently licensed to practice in the United 
States? 

 FORMCHECKBOX 
  YES.
Proceed to Section D. and sign the Certification.

 FORMCHECKBOX 
  NO.   
Proceed to Section E. and sign the Certification. 
Section D: Appointee Certification

This Scope of Practice outlines the duties and responsibilities regarding research study conduct delegated to me by the Principal Investigator in Section B.  The Principal Investigator and I are familiar with all the duties and procedures granted in this Scope of Practice and all-applicable VA policies and regulations.  I agree to amend my Scope of Practice as required at anytime my research duties change.  I hereby acknowledge that I am only allowed to perform the duties and/or procedures expressly granted in this Scope of Research Practice.  I also acknowledge that I am not a licensed clinician and as such cannot provide any patient care. 

	Signature of Research Staff Member (APPOINTEE), if applicable:
	Date: 

     


Section E: Appointee Certification

This Scope of Practice outlines the duties and responsibilities regarding research study conduct delegated to me by the Principal Investigator in Section B.  The Principal Investigator and I are familiar with all the duties and procedures granted in this Scope of Practice and all-applicable VA policies and regulations.  I agree to amend my Scope of Practice as required at anytime my research duties change.  I hereby acknowledge that I am only allowed to perform the duties and/or procedures expressly granted in this Scope of Research Practice.  

	Signature of Research Staff Member (APPOINTEE):
	Date: 

     


Section F: Principal Investigator Statement

After reviewing his/her education, clinical competency, qualifications, research practice involving human subjects, peer reviews, and individual skills, I certify that he/she possesses the skills and expertise to safely perform the aforementioned duties/procedures.  Both the research staff member and I are familiar with all duties/procedures granted or not granted in this Scope of Research Practice (SORP).  We agree to abide by the parameters of this SORP, all federal, state, and local hospital regulations and policies.  I have reviewed and discussed the SORP with the research staff member.  This SORP will be reviewed annually and amended as necessary to reflect changes in the research staff member's duties/responsibilities and/or federal, state, and local regulations and/or policies.
I hereby acknowledge that the appointee who works in my research lab is authorized to only perform or complete the duties expressly granted in this Scope of Research Practice.

	Signature of Principal Investigator/PI:
	Date: 

     

	Signature of Alternate Supervisor, if applicable:
	Date: 

     


OFFICE USE ONLY
	Signature Administrative Officer /Research:
	Date: 

     

	Signature of Associate Chief of Staff/Research:
	Date: 
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