IRB PROTOCOL #______________________

Office of Research Compliance


FUNDED GRANT / CONTRACT #______________________
Phone (817) 272-3723



Fax (817) 272-1111

UNIVERSITY OF TEXAS AT ARLINGTON

OFFICE OF RESEARCH COMPLIANCE
IRB FORM #1

INITIAL SUBMISSION OF A RESEARCH PROTOCOL TO 

THE INSTITUTIONAL REVIEW BOARD FOR THE PROTECTION OF HUMAN SUBJECTS
Faculty, staff, students, or employees who propose to engage in any research, demonstration, development, or other activity involving the use of human subjects must have review and approval of that activity by the Institutional Review Board, prior to initiation of that project.  The Board is responsible for safeguarding the rights and welfare of subjects who participate in the activity.  

If you require further assistance in completing this form or need additional information, please contact the Office of Research Compliance at extension 3723.  

SECTION A: GENERAL INFORMATION

1. Project Title:      
2. Principal Investigator: 

· Name:     
· Title:      
· Department:                                           Mail Box:                         

· Telephone:                                             Email:     
3.  Co-Investigator: 

· Name:     
· Title:     
· Department:                                           Mail Box:                         

· Telephone:                                             Email:     
4. For a student submitting a protocol, please identify the faculty member responsible for conducting the research: 

· Name:      

· Title:      
· Department:                                             Mail Box:     
· Telephone:        
  Email:     
5. Expected Start Date:        ( You are not authorized to start any research on human subjects until the IRB has approved the research protocol.)
6. Expected Completion Date:                    

SECTION B:  FUNDING  If this research is not supported by funding, please skip to section C.  

If you have or are seeking funding for your research, please specify the source.  

     7.  Source:           FORMCHECKBOX 
    FEDERAL (Specify Agency:      )        

                    
     FORMCHECKBOX 
  INDUSTRY SPONSORED  (Specify Agency:      )

                           FORMCHECKBOX 
   Local Departmental              FORMCHECKBOX 
 State                   FORMCHECKBOX 
        Other:      
FUNDED GRANT / CONTRACT NUMBER:      
      FORMCHECKBOX 
  Check here if grant is pending.    Date of Grant Submission:       
8.  Do you plan to do the research if you do not receive funding?       
SECTION C: SUMMARY OF THE RESEARCH PROTOCOL

Please answer the following in simple, non-technical / non-exculpatory language.

9. List primary research questions.      
10. Describe the research design.      
11. List potential benefits that may accrue to the study subjects as a result of their participation.      
12. List potential benefits that may accrue to society as a result of this study.      
13. What are you and your research team’s relevant qualifications to perform this research?  If applicable,   include information about relevant licenses / medical privileges.        
14.  CHECK ALL RESEARCH PROCEDURES INVOLVING HUMAN SUBJECTS:

Any materials presented to the research subject (oral or written) may not ask of the subject to provide information about another human being who has not undergone the informed consent process (this includes the immediate family of the subject). 

 FORMCHECKBOX 
 Collection of Blood   State below the methods of collection (i.e. venipuncture, arterial puncture, etc.)  Attach IRB Form #5 if a Tissue  Repository is needed.

 FORMCHECKBOX 
 Collection of Other Bodily Materials  State below the methods of collection.  Please attach IRB Form #5 if a Tissue Repository is needed.

 FORMCHECKBOX 
 Analysis of Existing Data

 FORMCHECKBOX 
 Cognitive or Perceptual Experiment

 FORMCHECKBOX 
 Evaluation of a Program or Services  State below whether it is Federal, State, Local, or ‘Other’.

 FORMCHECKBOX 
 Interview  State below whether it is oral or written and attach a finalized copy.

 FORMCHECKBOX 
 Questionnaire or Survey  Attach a finalized copy

 FORMCHECKBOX 
 Induction of Mental or Physical Stress

 FORMCHECKBOX 
 Use of Private Health Information  State below the method for obtaining this data

 FORMCHECKBOX 
 Audio/Video recording of subjects

 FORMCHECKBOX 
 Use of Genomic DNA or cDNA

 FORMCHECKBOX 
 Use of Infectious or Carcinogenic Materials

 FORMCHECKBOX 
 Educational Test or Educational Materials (curriculum, books, etc.)  Attach copies or describe in detail

 FORMCHECKBOX 
 Observation of Public Behavior with PI Participation

 FORMCHECKBOX 
 Observation of Public Behavior without PI Participation

 FORMCHECKBOX 
 Analysis of Existing Biological Specimens  State below where the samples were obtained from, where they will be kept and for how long, and who will have access to them.

 FORMCHECKBOX 
 Deception  State below the debriefing procedures used

 FORMCHECKBOX 
 Taste Test

 FORMCHECKBOX 
 Medical Procedures  (e.g. drug, device, radiation, surgery, non-surgical manipulation, non-invasive physical measurements, etc.)

 FORMCHECKBOX 
 Materials Commonly Regarded as Socially Unacceptable

 FORMCHECKBOX 
 Use of Identified Data/Specimens

 FORMCHECKBOX 
 Use of Coded Data/Specimens

 FORMCHECKBOX 
 Use of Recombinant DNA  Attach a copy of the IBC application for rDNA along with this submission to the IRB

 FORMCHECKBOX 
 Use of Biohazardous Materials

 FORMCHECKBOX 
 Psychological Test  Attach Applicable copies or describe in detail 

14a. 
Please describe, in sufficient detail, the procedures for any checked items above.  If you need more 

space, you may attach a separate sheet of paper.       
14b. 
If the proposed research is limited to the use of discarded materials or retrospective chart review and there are no identifiers associating the specimens or chart information with the donors, skip sections D through G.  However, if the donors can be identified, fill out section D and then skip to section H. 

SECTION D:  STUDY POPULATION

15.    Please indicate which, if any, of the following are involved:

 FORMCHECKBOX 
 UTA Staff

 FORMCHECKBOX 
 UTA Faculty

 FORMCHECKBOX 
 UTA Students

 FORMCHECKBOX 
 Non-English Speaking People  Attach the consent form and all applicable materials in the native language(s) of the subjects in the research 
 FORMCHECKBOX 
 Adults competent to consent for themselves (non-UTA)

 FORMCHECKBOX 
 Mentally Incapacitated  Attach IRB Form #2A
 FORMCHECKBOX 
 Children (Ages 0-17 years)  Attach IRB Form #2D
 FORMCHECKBOX 
 Pregnant Women, Fetuses, or In Vitro Fertilization  Attach IRB Form#2C
 FORMCHECKBOX 
 Prisoners Attach IRB Form #2C

16.  Total number of subjects      
17. Subject recruitment.  Please summarize your explanation of how you will recruit subjects.  Include location of recruitment and enrollment.  Please attach a copy of all recruitment flyers and ads.     
Examples of subject recruitment: 

 FORMCHECKBOX 
 Direct person- to person solicitation per consent form. 

 FORMCHECKBOX 
 Telephone (attach oral presentation)

 FORMCHECKBOX 
 Letter (attach finalized copy)

 FORMCHECKBOX 
 Notices (attach finalized copy)

 FORMCHECKBOX 
 Internet (attach finalized copy) 

 FORMCHECKBOX 
 Subject pool

 FORMCHECKBOX 
 Other (explain and / or attach finalized copy if applicable)  

                    17a.  List all criteria for including subjects.      
                    17b.  List all criteria for excluding subjects.      
18. What rewards, remuneration, or other incentives, if any, will be used to recruit subjects?     
19. If the subject is a student who is undergoing this research for a course credit, how will you ensure that the subject was not coerced into participating?       
20. Will you allow alternatives to the participation in the research without negative consequences?      
SECTION E: CONFIDENTIALITY – PRIVACY – COERCION

21. Does this activity utilize data collected for other purposes? (e.g. student record, student assessments, patient records, etc.) (If this is for a data repository, please complete and attach an IRB Form #5 as well as a Consent Form for Data Repositories)

 FORMCHECKBOX 
YES            FORMCHECKBOX 
NO

a. If yes, please specify the source of data to be utilized and how the data will be retrieved and reviewed.      
b. Could any of the recorded data contain personal or sensitive information?  If yes, how do you propose to code and where will you maintain confidentiality of the data?      
(Any subject data (including documents, audio, and videotapes) developed for or used by a human subject investigation protocol are potentially sensitive and must be maintained with confidentiality.  All identifiable data are to be kept in a designated locked file.  Sharing of identifiable data with other institutions, agencies, or companies must be identified prospectively to both the IRB and the subjects of the study.)

22. Could any part of this activity result in the potential identification of child abuse, elderly abuse, communicable diseases, or criminal activities that would / could not have been otherwise identified?  If yes, estimate the likelihood of disclosure and describe the plan of action that you will take if this occurs. In rare circumstances when research reveals these issues, confidentiality should be maintained to the extent that the law allows.
 FORMCHECKBOX 
YES           FORMCHECKBOX 
 NO

23. Does any part of this activity have the potential for coercion of the subject?  If yes, explain and describe proposed safeguards. 

 FORMCHECKBOX 
YES            FORMCHECKBOX 
NO

24. Please explain how you plan to maintain confidentiality.  Include where your signed consent forms and identifiable data, if applicable, will be kept (under lock and key) and who will have access.      
SECTION F:  RISKS -  PSYCHOLOGICAL RISKS

25. Aside from possible loss of confidentiality, is there a possibility of psychological injury resulting from participating in the research? 

 FORMCHECKBOX 
YES            FORMCHECKBOX 
NO

26. If you answered yes,  how do you plan to minimize and control the risks?        
27. Could the desired information be obtained from animals or other laboratory models?  Explain.

 FORMCHECKBOX 
YES            FORMCHECKBOX 
NO

In the event of an adverse event, you must fill out the IRB Form #8 to report the event to the Institutional Review Board for the protection of human subjects immediately.  

SECTION G:  RISKS  - PHYSICAL RISKS

28. Is there a possibility of physical injury resulting from participation in the research?

 FORMCHECKBOX 
YES            FORMCHECKBOX 
NO

29. If you answered yes, how do you plan to minimize and control the risks?        
30. Could the desired information be obtained from animals or other laboratory models?  Explain.

 FORMCHECKBOX 
YES           FORMCHECKBOX 
 NO

In the event of an adverse event, you must fill out the IRB Form #8 to report the event to the Institutional Review Board for the protection of human subjects immediately.  

SECTION H: COST OF RESEARCH

31. Will the subjects incur any additional expenses for experimental (or otherwise unnecessary diagnostic) tests or procedures?  If yes, explain

 FORMCHECKBOX 
YES            FORMCHECKBOX 
NO

       32.  
Is there any charge to the participant for participation?  If yes, explain. 

 FORMCHECKBOX 
YES            FORMCHECKBOX 
NO

SECTION I: INFORMED CONSENT

33. Written, informed consent from the subject or from a legally responsible representative of the subject is normally required from the human research participants.  The finalized consent form in all applicable languages should be included with the materials submitted to the IRB.  You must keep all signed consent forms under lock and key during the study and for a period of 3 years after termination of the research on UTA Campus.  These consent forms are subject to inspection by the Research Compliance Officer, the IRB and / or DHHS. 

       If you do not plan to obtain consent or written documentation of consent, please attach a  

       completed IRB Form # 3. 

a. If appropriate, describe your rationale for obtaining oral consent or assent instead of written consent.  Attach a copy of the information to be read and given to the subjects.       
b. Do you plan to make consent forms available in the native language for all subjects involved in the research?  Please explain your procedures in determining the primary language spoken by the subjects and how you plan to deliver the informed consent process to subjects who do not speak English.  

 FORMCHECKBOX 
YES           FORMCHECKBOX 
 NO

SECTION J: COOPERATIVE AGREEMENTS WITH OTHER INSTITUTIONS

34. If any part of this study will be conducted in an institution or location administratively separate from UTA, please indicate at which institution (attach an approval letter).     
a. Does this activity utilize recorded data to be sent to cooperating institutions, or agencies not under your control? 

 FORMCHECKBOX 
YES            FORMCHECKBOX 
NO

b. If yes, could the data contain personal or sensitive information or put the participant in any type of legal risk?      
c. If yes, how do you propose to maintain the confidentiality of the data?     
SECTION K: CONSULTATION AND COLLABORATION

35. Subject recruitment and management: 

If approval is required from other professionals for the recruitment and management of the subjects, please identify and obtain signature(s) from the individual(s) responsible for the subjects.  If unobtainable, please explain or attach a signed agreement or letter. 

Name of Professional

Department

Signature

Date

1.     ____________________     _________________     ___________________     ____

2.     ____________________     _________________     ___________________     ____

3.     ____________________     _________________     ___________________     ____
36.     Research collaboration:

Research collaborators are other researchers whose participation enhances the scientific merit of a research project.  Have all collaborators indicate by signing this document that they have read the research protocol and agree to participate.  If unobtainable, please explain or attach a signed agreement or letter. 


    Name of Collaborator

Department

Signature

Date

1.      
_____________________
     ________________
     _________________     
2.      
_____________________
     ________________
     _________________     
3.      
_____________________
     ________________
     _________________     
SECTION L: CONFLICT OF INTEREST DISCLOSURE

37. 
Have you submitted a financial disclosure statement to your department chair listing all of your significant           financial interests in accordance with The University of Texas at Arlington conflict of interest policy?  

 FORMCHECKBOX 
YES            FORMCHECKBOX 
NO

38. Did your department chair find that there was a potential conflict of interest and did he/she forward the statement to the Dean and / or the Vice President for Research and Information Technology? 

 FORMCHECKBOX 
YES            FORMCHECKBOX 
NO

39. If yes, please explain the conditions and restrictions imposed.  If the conflict of interest is still pending review, please indicate here.       

 FORMCHECKBOX 
YES           FORMCHECKBOX 
 NO

40. Did your department chair forward the original statement to the Office of Research? 

 FORMCHECKBOX 
YES           FORMCHECKBOX 
NO

SECTION M: SIGNATURES

I understand that I am responsible for the accuracy of the statements made in this protocol and for the conduct of research.   

I understand that I am to submit annual reviews to the Institutional Review Board for the Protection of Human Subjects.  If the annual report (IRB FORM # 7) has not been received by the IRB Chair (or designee) by the anniversary date of the approval, this protocol’s approval is terminated. 

I understand that I am to file a final report upon conclusion of the research with the Institutional Review Board for the Protection of Human Subjects (IRB FORM # 7). 

I understand that if my research is under a sponsored research agreement, additional standards may apply. 

I am aware that the signed consent forms need to be filed under lock and key during the research and for a period of 3 years upon termination of the research (if unfunded).  For funded research, the consent forms will be kept for the length established under the terms and conditions of the award.  These consent forms will be available for inspection by the Research Compliance Officer or agents from Federal Agencies. 

I understand that I, as well as all Human Subject Investigators involved in this study, must have documented Human Subject training in the Office of Research before performing any Human Subject research.  

__________________________________________________                          ________________

Principal Investigator






Date

I have examined this completed form and I am satisfied with the adequacy of the proposed research design and the measures proposed for the protection of Human Subjects.  I will take responsibility for informing the student of the need for safekeeping of all raw data (e.g. test protocols, tapes, questionnaires, interview notes, etc.) in a university office or computer file. 

_________________________________________________

          _________________

Faculty Sponsor (If not the Principal Investigator)



Date

I have read this completed form and endorse this research to be conducted.

_________________________________________________

          _________________

Department Chairman or Dean or Director




Date
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