The University of Texas at Arlington
Institutional Review Board

Narrative Description of the Project 

1.  Name of Principal Investigator:        
2.   Project Title :  
            
3.  Where will the study be conducted ?  
            
A. Complete the table below to describe the sites outside of UTA where you will conduct the research (e.g., schools, businesses, health care facilities, etc.):

	List each external site
(Provide complete site name and address)
	Written Permission granted?
(Is the letter attached to protocol?)
	Contact info for site
(Provide name and telephone no. or email of contact person)
	Does site have IRB?
	If yes, has the site IRB

approved research or

does IRB plan to defer

review to the UTA IRB? 

	     
	
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


B. Is this a multi-site study?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
If yes, provide the following information.

       1. Are you the lead investigator?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

       2. Which organization is the lead site? 
                 
       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 breach of confidentiality, unanticipated problems, interim results, and protocol modifications.
                 
4. List all study staff: 

	Name
	 Role in Study 
	FOR IRB STAFF ONLY: Education Verified 

	
	
	

	     
	     
	

	     
	     
	

	     
	     
	

	     
	     
	

	     
	     
	

	     
	     
	

	     
	     
	

	     
	     
	


 If the PI will not be consenting individuals into the research, indicate who will be conducting the consent interview or obtaining consent and explain the training provided. 
            
5.   The objectives of this study are:
      
6.   Summarize the study:  
           
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 are available at:_(enter hyperlink here_)
 FORMCHECKBOX 
 Children/Minors* (Complete Supplemental Submission Form 2D for Minors)
 FORMCHECKBOX 
 Cognitively Impaired* (Complete Supplemental Submission Form 2A for Mentally Incapacitated)
 FORMCHECKBOX 
 Elderly

 FORMCHECKBOX 
 Females of Child-Bearing Potential 

 FORMCHECKBOX 
 Pregnant Women/fetal tissue/placenta* (Complete Supplemental Submission Form 2B for 
      Pregnancy/Fetal Tissue/ Placenta)

 FORMCHECKBOX 
 Prisoners* (Complete Supplemental Submission Form 2C for Prisoners)
 FORMCHECKBOX 
 Minor-aged Wards of the State

 FORMCHECKBOX 
 Healthy Adult Volunteers 

 FORMCHECKBOX 
 UTA Students
 FORMCHECKBOX 
 Adults who speak English as a second language (ESL)
 FORMCHECKBOX 
 Non-English-speaking Adults
 FORMCHECKBOX 
 Others; please specify:      

b. 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)?

             FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

   If yes, describe the additional safeguards included in this study to protect the rights and 

   welfare of the participants.
                 
c. 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. 
                  

d. Describe the specific steps used to identify and/or contact prospective participants. 
                 
e. If applicable, describe how you have access to lists of potential participants (or enter N/A 

     below).
                
f.  Will you be using letters, scripts or advertisements?  FORMCHECKBOX 
 Yes*   FORMCHECKBOX 
 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. 

g.  List the criteria for inclusion and exclusion below or attach a copy of the criteria to this 

     narrative.    
            FORMCHECKBOX 
 Inclusion/exclusion criteria attached -- OR -- List:      
h. If applicable, explain the procedures that will be used to determine eligibility (or enter N/A       

     below). 
                
i.   How many participants do you plan to enroll in this study?

                
8. Informed Consent Process:

a.  Will non-English speaking participants be consented?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

      If yes, how will they be consented?
                 
      If yes, who will be providing translation as needed? 
                 
      Describe the translator’s  qualifications.
                     
b.  Is a waiver or alteration of the consent process or a waiver or alteration of the consent  

     documentation being requested?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No

     If yes, justify the request the waiver request.  Refer to the Waiver Checklist (hyperlink) 
                 
c.  Are you requesting permission for consent by legally authorized representative? FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

     If yes, what is the rationale for this request?

                
d.   Who will be obtaining informed consent (e.g., PI, Co-I, etc.)? 
                 
e.  Does the person obtaining consent have an existing relationship with the participant?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

     If yes, describe the relationship and how you will protect against undue influence or

     coercion. 
                    

f.  Describe the timing of the consent process, and any waiting period between discussion and 

    consent (e.g., pre-testing and debriefing activities used with deception) – OR --  FORMCHECKBOX 
 N/A.
                
g. Are there any anticipated circumstances under which the participant will be removed from the research by the investigator without the participant’s consent?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 

If yes, list those circumstances: 
                 
9.  Specific Role of Human Participants 

Describe what procedures the participant will be required to do:
                
10. Specific Risks to Participants

Discuss risks to participants.
                
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?
                
b. Is the research more than minimal risk?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, provide a general description of the data and safety monitoring plan. 
      
12. Benefits to Participants 

a. Describe the benefits to participants.
                
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.
                
13. Payments to Participants 

Describe any payments being offered, including method and timing for distribution. 
                
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.
                 
14. Costs to Participants 

Will there be any additional costs to the participant that may result from participation in this research?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

If yes, describe those costs:
                
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).
                
16. Participant Confidentiality

a.  How will research data be recorded and maintained? 
                
b.  Who will have access to the research information?  (Include DHHS and study personnel;  UTA IRB, the sponsor (if funded) and FDA if this is FDA-regulated drug or device study or includes data being submitted to FDA.
                
c. If identifiable information is to be retained, explain why it is necessary to the research to retain this identifying information.
                
d. 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. 
                
e. Where will records be stored for the required period of 10 years? (if appropriate, include department, building and room number) 
                
f.  Does the study include the use of audio or video taping?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

     If yes, answer the following questions:

     Describe how the audio/videotapes will be stored.
                
     Describe how the tapes will be disposed of when the research is complete. 
                
17. Pertinent Literature

Provide a bibliographic listing of pertinent literature.     
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