 SEQ CHAPTER \h \r 1SOUTHERN UTAH UNIVERSITY IRB PROPOSAL SUBMISSION FORM

Please read the SUU IRB Proposal Submission Form instructions prior to completing this form.  Errors and/or omissions could cause significant delays.

1. TITLE OF PROPOSAL:

2. PRINCIPAL INVESTIGATOR: (Name, degree, title, dept., college, address, phone #,       e-mail & fax).  

3. SUPERVISOR (IF PI IS STUDENT):  (Name, degree, title, dept., college, address,           phone #, e-mail & fax)

4.  OTHERS INVESTIGATORS: (may be named individually or collectively if a whole            class is involved)

5.  IRB TRAINING CERTIFICATES

The principle investigator (and supervisor if applicable) has submitted an NIH Ethics in Research Training Completion Certificate to an SUU IRB or SUU’s OSP (note: It is the PI’s responsibility to make certain that all individuals involved with the project receive appropriate and adequate training in the protection of human research participants .  If the PI is a student, this responsibility rests with the supervisor):



____Yes
____No 

____Attached

NOTE: An SUU IRB will not review the SUU IRB Submission form until ALL training completion certificates have been received.

6. DATES OF PROPOSED RESEARCH: From ______________ To ______________

NOTE: Research activities MAY NOT BE INITIATED until SUU IRB approval has been granted.  Disciplinary actions may result.

7.  THE PROPOSED RESEARCH IS FOR: (check all that apply)


___ class project (specific course number ____________________)


___ SUUSA


_____ SUU administration


___ faculty research    
_____ other (please describe)

8.  INDICATE TO WHOM THE RESULTS WILL BE DISSEMINATED 


____
Class presentation 


____
SUU Campus Community

____
Off campus presentation and/or publication


____
Other (describe)

9. WHAT ARE YOUR RESEARCH QUESTIONS AND WHY ARE THEY IMPORTANT?

10. DESCRIBE HOW PARTICIPANTS WILL BE RECRUITED AND ANY PROPOSED         COMPENSATION OR INCENTIVES TO PARTICIPATE.  Include (here or as an              appendix) the recruitment script, newspaper ad, flyers etc... as applicable.

11.  DESCRIBE ALL MATERIALS AND/OR APPARATUS TO WHICH PARTICIPANTS          WILL BE EXPOSED.  Include a copy of the materials in the appendix.  If any of the         materials can not be included, explain why.

12. DESCRIBE THE RESEARCH METHODOLOGY IN NON-TECHNICAL                             LANGUAGE.  The SUU IRB needs to know exactly what will be done with or to the          research participant(s).  Specific rationale must be provided for any procedure(s) 

      requiring deception.

13.  RISK/BENEFITS & PARTICIPANT INFORMATION

 SEQ CHAPTER \h \r 1ASSESSMENT OF RISK AND VULNERABLE POPULATION STATUS

Please fill out this portion of the form carefully.  Errors and omissions could result in significant delays.

Part A: Assessment of Vulnerability

Indicate which of the following describes the research participants (the individuals from or about whom you will be obtaining information).

Estimated no. of participants

 1.   ____
active, independent living adults (non-SUU)



________

 2.   ____
SUU students, faculty, or staff





________

 3.   ____
SUU students whose course instructor is involved in the research


________




________

 4.   ____
pregnant women or fetuses





________

 5.   ____
cognitively challenged individuals





________

 6.   ____
physically disabled individuals





________

 7.   ____
seniors 65 years and older






________

 8.   ____
hospital patients or similar






________

 9.   ____
individuals with learning disabilities




________

10.  ____
economically disadvantaged individuals




________

11.  ____
prisoners








________

12.  ____
minors (individuals under age 18)





________

13.  ____
others subject to risk

             (physical, psychological, social, economical or legal)



________



Please describe:

If you checked #3 above, will the course instructor know who participated in the research and who did not?    


 ________ yes
________ no

If Yes, describe the instructor’s role/involvement in the research, and explain why he/she cannot or should not be blind with respect to student participation.  

Part B: Privacy & Confidentiality


The data collected in the study will be:

1.  ________ anonymous: no names or other identifiers (e.g. SSN’s, student ID’s) will be attached to any of the data
2.  ________ confidential: names or other identifiers (e.g. SSN’s, student ID’s) will be associated with at least some of the data collected

If you checked #2 above, answer each of the following.  Your answers should be complete and as concise as possible.



I.  Who specifically will have access to the confidential data?



II.  What steps will be taken to ensure that the data remains confidential?

III.  For all confidential data (visual, auditory, or printed), when and how                        will this data be destroyed or de-identified?  


Participation in the study will be:


1.  ________
anonymous: participants’ identity will not be known, directly or indirectly, to the researchers



2.  ________
confidential: At least some of the participants’ identity will be known 

If you checked #2 above, answer each of the following.  Your answers should be complete and as concise as possible.  


I.  Who specifically will have access to the participants’ identity?


II.  What steps will be taken to ensure that participation in the study remains                         confidential?

Part C: Risks & Benefits
Total time commitment requested from participants: _________________________

If total time commitment varies according to each type of participant, please describe in the space provided below.

Indicate which of the following types of information will be solicited from or about the participants.













Yes
No


1.    Physical health disorders, past or present




____
____


2.    Mental health disorders, past or present




____
____


3.    Sexual attitudes or behaviors






____
____


4.    Alcohol or tobacco use







____
____


5.    Illegal activities








____
____


6.    Feelings/thoughts/attitudes about colleagues or co-workers


____
____


7.    Feelings/thoughts/attitudes about employers




____
____


8.    Feelings/thoughts/attitudes about significant others 



____
____


9.    Financial status or activity







____
____

    10.   Behaviors considered undesirable in the present local culture


____
____

    11.   Any other information which might reasonably cause



____
____


       embarrassment and/or other emotional distress to participants

    12.   Any other information which most people generally keep 


____
____



  private and/or confidential 


Yes answers indicate that a risk (physical, psychological, social, economical, or legal) could present itself. 

To minimize these risks, participants must be informed of the nature of the risks and how they will be minimized.  

Risks & Benefits... continued
Participants will be subjected to the following procedures:














Yes
No


1.    Blood sampling








____
____


2.    Other invasive biomedical procedures





____
____


3.    Moderate or strenuous exercise






____
____


4.    Procedures which could cause physical pain/discomfort


____
____


5.    Procedures which could cause psychological pain/discomfort


____
____


6.    Procedures designed to increase stress levels




____
____


7.    Consumption of food or beverage other than water



____
____


8.    Administration of a non-food related drug or chemical



____
____


9.    Physical therapy








____
____

     10.   Psychological intervention/treatment





____
____

     11.   X-ray or similar imaging techniques





____
____

     12.   Use of radiation or lasers







____
____

13.  Use of potentially hazardous materials





____
____


14.  Exposure to stimuli of a mature nature





____
____

            (language, violence, nudity, sexual content)

    15.   Any other procedure capable of causing harm




____
____


 Please describe:








Yes answers indicate that a risk (physical, psychological, social, economical, or legal) could present itself. 

For each and every “Yes” response: 

A.  Explain the procedure, relevant apparatus and/or stimuli involved  

B.  Explain the nature of the risk, its consequences, and how it will be minimized  

C.  Explain what will be done in the event the risk does become a reality.

Your answers should be complete and as concise as possible. 

Risks & Benefits... continued
Please describe all probable immediate (within one year) benefits to the participants.

Please describe all probable benefits to others.

Please describe all probable benefits to the discipline/organization.

14.  LOCATION OF STUDY (check all that apply)


____Participants will be tested/interviewed on campus


____Participants will be tested/interviewed off campus


____Private residence



____Commercial establishment (e.g. restaurant, store, gym clubs)



____State or federal office (e.g.  Dept. of transport, Workforce services)



____Other University/college campus



____School (public or private)



____National or state parks



____Other (please describe)

NOTE: Except for participants tested/interviewed on campus or in their private residence, it is likely that on site testing/interviewing will require permission from the site manager/director.  A copy of the request must be attached.  Documented approval from the site manager/director MUST be obtained prior to initiating on site research activities.  Failure to obtain such documentation will void any IRB approval for the research project and could result in disciplinary action.

15. INFORMED CONSENT


Informed consent 



____will not be sought verbally or in writing (explain why)



____will be read to all participants (attach script)



____will be read by all participants




____a separate informed consent document is attached

____required elements of informed consent will be printed on the survey/instructions

If the proposed research involves more than minimal risk and/or tests one or more vulnerable populations, the SUU INFORMED CONSENT TEMPLATE should be used to construct the informed consent document.  In almost all cases, this document will need to be signed by the participant or his/her legal guardian, and the primary investigator.

All other proposed research will require that participants be informed of the following, either verbally or in writing: NOTE: signed consent is not required.


Informed Consent Checklist for Minimal Risk Research


____Your name and position at SUU



____An explanation of the purposes of the research


        
____The expected duration of the subject's participation



____A description of the procedures to be followed

____If surveying/interviewing participants, a description of the type/nature of           the questions     



                             ____not applicable: not using survey/interview

____Include the statement “Participation is voluntary.  You may discontinue the study at any time for any reason without penalty.  You may ask questions at any time.”

____If a survey or interview is involved, include the following statement: “You may skip any question you do not wish to answer.”


                                      ____not applicable: not using survey/interview



____A description of any reasonable, foreseeable risks or discomforts to the                             participant, if any     



                             ____not applicable: no foreseeable risks or discomforts

____A description of any benefits to the participant which may reasonably be expected from the research       



                            ____not applicable: no foreseeable benefits

____A statement explaining whether participation and the data collected is                               anonymous or confidential



____Who to contact for information or concerns regarding the study

____A statement whether or not compensation will be awarded and the details thereof.



                           ____not applicable: no compensation available

16.  Is this research being funded (or intended to be funded) by a grant?


____Yes       ____No


If yes, indicate source(s) of funds:

I approve this protocol for submission to the SUU IRB:

     _________________________________        Date ________

     Principal Investigator's Signature

    ___________________________________     Date ________

     Supervisor's Signature

The PI or Faculty Supervisor (if PI is a student) will be informed in writing of the IRB’s decision.  The proposed research may not be initiated prior to receipt of IRB approval.  

Should you wish to modify this proposal prior to its approval, please contact the IRB Chairperson for your college immediately.  Inform him/her of your intention, and submit the revised proposal as soon as possible.   

Modifications to an approved IRB proposal MUST be requested by completing the Proposed Changes to a Previously Approved Protocol Form.  No changes may be initiated until such approval is granted, unless they are to eliminate or reduce immediate harm to participants.

Everyone named (individually or collectively) in this proposal is required to be familiar and comply with SUU policy 6.20.
