
East Tennessee State University 
ETSU/VA and ETSU Campus Institutional Review Board
VA Narrative Description of the Project 

If your study does not involve any research conducted at VA facilities or using VA patients, time or equipment, do not complete this narrative.  Complete ETSU narrative. 

[bookmark: Text260]Date of this narrative:      

[bookmark: Text130]1.  Name of Principal Investigator:        

[bookmark: Text170]2.   Project Title :        

[bookmark: Text171]3.  Where will the study be conducted ?       

A. Complete the table below to describe the sites outside of ETSU, the VA, or MSHA where you will conduct the research (e.g., schools, health care facilities, etc.):  Attach permission letters from external sites to this application.
	List each external site
	Permission granted?
	Contact info for site
	Is site engaged?*
	Does site have IRB?
	If yes, has the site IRB
approved research or
does IRB plan to defer
review to ETSU IRB or 
ETSU/VA IRB? 

	[bookmark: Text216]     
	
	[bookmark: Text226]     
	[bookmark: Text263]     
	[bookmark: Text231]     
	[bookmark: Text236]     

	[bookmark: Text217]     
	[bookmark: Text222]     
	[bookmark: Text227]     
	[bookmark: Text264]     
	[bookmark: Text232]     
	[bookmark: Text237]     

	[bookmark: Text218]     
	[bookmark: Text223]     
	[bookmark: Text228]     
	[bookmark: Text265]     
	[bookmark: Text233]     
	[bookmark: Text238]     

	[bookmark: Text219]     
	[bookmark: Text224]     
	[bookmark: Text229]     
	[bookmark: Text266]     
	[bookmark: Text234]     
	[bookmark: Text239]     

	[bookmark: Text220]     
	[bookmark: Text225]     
	[bookmark: Text230]     
	[bookmark: Text267]     
	[bookmark: Text235]     
	[bookmark: Text240]     


* Engaged: An institution becomes "engaged" in human subjects research when its employees or agents1 (i) intervene or interact with living individuals for research purposes; or (ii) obtain individually identifiable private information for research purposes [45 CFR 46.102(d),(f)]. An institution is automatically considered to be "engaged" in human subjects research whenever it receives a direct HHS award to support such research. In such cases, the awardee institution bears ultimate responsibility for protecting human subjects under the award.
B. [bookmark: Check37][bookmark: Check38]Is this a multi-site study? |_| Yes  |_| No If yes, provide the following information. 
[bookmark: Check39][bookmark: Check40]       1. Are you the lead investigator? |_| Yes |_| No
       2. Which organization is the lead site? 
[bookmark: Text209]                 
       3.  If you are the lead investigator, or the organization is the lead site, describe the management of information obtained in this multi-site research that might be relevant to the protection of research participants, such as unanticipated problems, interim results, and protocol modifications.
[bookmark: Text211]                 

4. List all study staff:            
	Name
	 Role in Study 
	FOR IRB STAFF ONLY: Education Verified 

	[bookmark: Text241]     
	[bookmark: Text250]     
	

	[bookmark: Text242]     
	[bookmark: Text251]     
	

	[bookmark: Text243]     
	[bookmark: Text252]     
	

	[bookmark: Text244]     
	[bookmark: Text253]     
	

	[bookmark: Text245]     
	[bookmark: Text254]     
	

	[bookmark: Text246]     
	[bookmark: Text255]     
	

	[bookmark: Text247]     
	[bookmark: Text256]     
	

	[bookmark: Text248]     
	[bookmark: Text257]     
	

	[bookmark: Text249]     
	[bookmark: Text258]     
	



Indicate who will be conducting the consent interview or obtaining consent and  explain the training provided. 
[bookmark: Text206]            

5.   The objectives of this study are:    

[bookmark: Text157]            


6.   Summarize the study:  
[bookmark: Text172]           


7.  Recruitment and Enrollment

a.  Identify the participants. Check all that apply. (All populations marked with single asterisk require  submission of additional supplemental form with this application; all forms available at www.etsu.edu/irb)

[bookmark: Check18]|_| Cognitively Impaired* (Complete Supplemental Submission Form for Studies Involving Cognitively Impaired or Persons with Impaired Decision Making Capacity)
[bookmark: Check19]|_| Elderly
[bookmark: Check20]|_| Females of Child-Bearing Potential 
[bookmark: Check21]|_|Pregnant Women/fetal tissue/placenta* (Complete Supplemental Submission Form for 
    Pregnancy/Fetal Tissue/ Placenta)
[bookmark: Check46]|_| Educationally/Economically Disadvantaged
[bookmark: Check23]|_|Terminally ill participants
[bookmark: Check24]|_| Veterans
[bookmark: Check31]|_| Inpatients
[bookmark: Check32]|_| Outpatients
Others 
[bookmark: Check43]|_| Adults over the age of 18
[bookmark: Check44]|_| Healthy volunteers
|_| VA employees (Submit letter/memo of approval from VA Union Representative)
[bookmark: Check45][bookmark: Text190]|_| Others; please specify:      

Please note: VA studies may not involve children. 
Research involving prisoners must not be conducted by VA investigators while on official duty, or at VA-approved off-site facilities unless a waiver has been granted by the Chief Research and Development Officer. Stop and contact the local VA R&D before completion of this form if you were planning to include prisoner participants. 

[bookmark: Check41][bookmark: Check42]b. Will non-veterans be participating? |_| Yes |_| No
        If yes, what is the rationale for using non-veterans in this study?
[bookmark: Text212]                   

c. Does the list of participants for this study include vulnerable populations (populations that are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons)?
[bookmark: Check27][bookmark: Check28]            |_| Yes  |_| No

   If yes, describe the additional safeguards included in this study to protect the rights and 
   welfare of the participants. 
[bookmark: Text193]                 

d. Describe how the selection of participants is equitable in relation to the purpose of the research and the setting in which the research will be conducted.                                      
[bookmark: Text191]                  

     
e.  Describe the specific steps used to identify and/or contact prospective participants. 
[bookmark: Text176]                 


[bookmark: Check64][bookmark: Check65]f. Will access to PHI be required for recruitment?  |_| Yes*   |_|  No

[bookmark: Text269] *If yes, please indicate all sources of PHI to be accessed (i.e., CPRS, Vista, Data Repository):     


*If yes, then the study will require a HIPAA IRB WAIVER OF AUTHORIZATION FOR RECRUITMENT (this form can be downloaded from the ETSU IRB Website under VA Forms).

Note:   Copies of the informational brochure, “Volunteering in Research – Here are some things you need to know,” are required to be available in settings where participants may be recruited (e.g., clinical waiting areas), and it is required that a copy of the brochure is given to each prospective participant when that individual is approached to take part in a project (per VHA DIRECTIVE 2008-079).  PIs should contact the R&D office to acquire adequate supplies of the brochure.


g.  If applicable, describe how you have access to lists of potential participants.
[bookmark: Text177]                


[bookmark: Check9][bookmark: Check10]h.  Will you be using letters, scripts or advertisements? |_| Yes*  |_| No
     *If yes, please provide a copy of all advertising material, including ads, letters, and  
      telephone scripts, with this application.  In addition, the IRB must review and approve final  
      copies of all audio and videotapes prior to use. 

i.  List the criteria for inclusion and exclusion below or attach a copy of the criteria to this 
     narrative.    
[bookmark: Check12][bookmark: Text178]           |_| Inclusion/exclusion criteria attached  OR  List:      


j. Explain the procedures that will be used to determine eligibility. 
[bookmark: Text259]                

k.   How many participants do you plan to enroll in this study?
[bookmark: Text179]                


8. Informed Consent Process:

[bookmark: Check1][bookmark: Check2]a.  Will non-English speaking participants be consented?   |_| Yes  |_| No
      If yes, how will they be consented?
[bookmark: Text174]                 
       Who will be providing translation as needed? 
[bookmark: Text213]                 
        Describe the translator’s  qualifications.
[bookmark: Text214]                      

[bookmark: Check3][bookmark: Check4]b.  Will a VA consent form be required?  |_|  Yes   |_| No (If yes, attach to this narrative)

c.  Is a waiver or alteration of the consent process or a waiver or alteration of the consent  
[bookmark: Check5][bookmark: Check6]     documentation being requested?  |_|  Yes   |_| No 
   
If yes, justify the waiver request according to regulatory criteria.  See additional instructions for narrative (on forms page of website) for specific criteria and guidance. 
[bookmark: Text205]                
       
[bookmark: Check7][bookmark: Check8]d.  Are you requesting permission for consent by legally authorized representative?|_| Yes   |_| No
     If yes, what is the rationale for this request?
[bookmark: Text175]                 

e. Who will be obtaining informed consent? 
[bookmark: Text194]                 

f. Does the person obtaining consent have an existing relationship with any of the participants? 
[bookmark: Check13][bookmark: Check14]|_| Yes |_| No
     If yes, describe the relationship and how you will protect against undue influence or
     coercion. 
[bookmark: Text181]                    

g.  Describe the timing of the consent process, and any waiting period between discussion and 
     consent.
[bookmark: Text195]                

[bookmark: Check33][bookmark: Check34]h. Are there any anticipated circumstances under which the participant will be removed from the research by the investigator without the participant’s consent? |_| Yes |_| No 
If yes,  list those circumstances: 
[bookmark: Text207]                 


9.  Specific Role of Human Participants 

Describe what procedures the participant will be required to do:
[bookmark: Text182]                



10. Specific Risks to Participants

Discuss risks to participants.
[bookmark: Text183]                



11.  Minimizing Risks to Participants/Data and Safety Monitoring Plan 

 a.  How does this study use procedures which are consistent with sound research design and 
      which do not unnecessarily expose participants to risks?
[bookmark: Text184]                

b. Whenever appropriate, how does this study use procedures already being performed on the 
    participant for diagnostic or treatment purposes?
[bookmark: Text185]                 


c. Is the research more than minimal risk? |_| Yes*  |_| No
[bookmark: Check60][bookmark: Check61]    *If yes, does the research involve an intervention? |_| Yes** |_| No

**If yes to both questions, is there a data safety monitoring committee or board to review the study for safety? 
[bookmark: Check62][bookmark: Check63]|_| Yes  |_| No 

 If yes, describe the timing of reviews and reports and planned interim analysis.
     
If no, provide a general description of the data and safety monitoring plan.
[bookmark: Text268]     

Note: unanticipated problems involving risks to subjects or others must be reported to the IRB (and VA R&D) if applicable within 10 working days.

12. Benefits to Participants 

a. Describe the benefits to participants.
[bookmark: Text188]                

b. Describe how the risks to participants are reasonable in relationship to anticipated benefits, if any, to participants, and the importance of the knowledge that may reasonably be expected to result.
[bookmark: Text189]                

13. Payments to Participants 

Describe any payments being offered, including method and timing. 
[bookmark: Text192]                

Describe how the payments are considered reasonable and commensurate with the expected contributions of the participant, and how the payments do not constitute undue influence or pressure.
[bookmark: Text215]                 

14. Costs to Participants 

[bookmark: Check35][bookmark: Check36]Will there be any additional costs to the participant that may result from participation in this research?  |_| Yes |_| No
If yes, describe those costs:
[bookmark: Text208]                


15. Participant Privacy 

Describe how the privacy of participants will be protected. (Note: privacy is about the person and their rights as opposed to confidentiality, which is about data).
[bookmark: Text196]                

State the location (include building name and room number) where consent will be obtained and where study procedures will be conducted.
[bookmark: Text270]                


16. Participant Confidentiality

a.  How will research data be recorded and maintained?   What safeguards are in place to ensure confidentiality? (e.g., locking computer, logging off the computer after use, password protected computer access, locked office or storage cabinet)

[bookmark: Text197]                

b. List all data elements that will be collected or maintained electronically (e.g., excel, etc.) or on paper (e.g. names, SSN, meds, labs, etc)?

[bookmark: Text271]                  

c. Is VA sensitive research data stored on portable media (all research data that contains information about human subjects and has not been de-identified is considered sensitive research data)?     |_| Yes* |_| No
      

*If yes, then a VA IT Equipment Request form must be completed and approved (found on ETSU IRB website under VA Forms).



d. Will any Protected Health Information be transmitted (e.g., email) or transported outside of VA?    |_| Yes* |_| No

*If yes, then a VA Data Use and Transfer Agreement form must be completed (found on ETSU IRB website under VA Forms).


e. Who will have access to the research information? 

Always check:  
[bookmark: Check51]           |_| DHHS
[bookmark: Check52]           |_| Study personnel
           |_| VA R&D
           |_| ORO (Office of Research Oversight)
           |_| GAO (Government Accounting Office)
[bookmark: Check55]           |_| ETSU/VA IRB 
If applicable, check the following: 
[bookmark: Check53]           |_| FDA (check if this is FDA-regulated drug or device study or includes data being submitted to the FDA)
[bookmark: Check59]           |_| Sponsor

f. Has the staff that will have access to and/or will be working with the data (research information) completed Information Security 201 (one time requirement) and CITI training (annual requirement)?    |_| Yes |_| No


g. If identifiable information is to be retained, explain why it is necessary to the research to retain this identifying information. 
[bookmark: Text199]                

h. Describe how the confidentiality of participants will be assured. Include a description of any issues specific to the study that might increase the risk of loss of confidentiality. If codes will be used to protect identities, describe how codes will be generated and who will have access to the codes. 
[bookmark: Text200]                

[bookmark: Check47][bookmark: Check48]i. Will the data be electronically or physically sent to another location? |_| Yes  |_| No
[bookmark: Text261]If yes, describe the provisions for transporting the data securely.      

[bookmark: Check49][bookmark: Check50]j. Does the protocol involve the use of identifiable data? |_| Yes  |_| No
[bookmark: Text262]If yes, describe the provisions to destroy the identifiable data once it is no longer needed. Include provisions for secure destruction of electronic files.      

k. Where will records be stored in accordance to the VHA’s records control schedule (RCS 10-1)? (if appropriate, include  institution, department, building and room number) 
[bookmark: Text203]                

[bookmark: Check29][bookmark: Check30]l.  Does the study include the use of audio or video taping? |_| Yes  |_| No
     If yes, answer the following questions and complete VA Form 10-3203 (found on ETSU IRB website under VA Forms) :

     Describe how the audio/videotapes will be stored.
[bookmark: Text201]                

     Describe how the tapes will be disposed of when the research is complete. 
[bookmark: Text202]                

17. Pertinent Literature

[bookmark: Text204]Provide a bibliographic listing of pertinent literature.     
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