ROOSEVELT UNIVERSITY

INSTITUTIONAL REVIEW BOARD ON HUMAN SUBJECTS (IRB)

APPLICATION 

      (revised 3/08)

Put your responses in shaded areas (      ); move mouse and click appropriate boxes ( ( ). In places where narrative is required, the space will expand as needed.

Principal Investigator:


Name:


Address/Street:


City/State/Zip:

OR
RU Office:


Phone:


Email:

The principal investigator has received training and education in the responsible conduct of research with human subjects.  yes  (    no  (
Please insert documentation of that training here.

Supervisor (for students):


Name:


Address/Street:


City/State/Zip:

OR
RU Office:


Phone:


Email:

The faculty/staff supervisor has received training and education in the responsible conduct of research with human subjects.  yes  (    no  (
Please insert documentation of that training here.

Please list below all key project personnel and student investigators involved in the design and conduct of this project. For each person listed, provide documentation of having received training in the responsible conduct of research with human subjects.

Application date:

Project title:

Type of study:

Detailed Project Information

Abstract:

(Please describe your project below. Include the purpose of the study, the research design, and the procedures for the study. Be sure to state clearly what participants will be expected to do.)

Estimated start date for data collection:

Estimated data collection completion data:

(Please note that if data collection continues beyond one year from approval, the application will require renewal. The renewal form is available on the IRB webpage.)

Subjects/Participants and Consent

A. Number of subjects/participants expected to participate:

B. Are any vulnerable populations to be recruited for this project?  yes (  no (
    Check all that apply:  


(  children age 17 and under


(  prisoners


(  pregnant women


(  elderly


(  others (please explain:                                                                                              )

C. How will participants be selected or recruited? Please describe the process, how participants will be informed 

     of their role in the study, and how informed consent will be obtained.

D. Will participants be compensated for their participation in the study?  yes (  no (
     If yes, how much, when, how?  

     Must participants complete the study to be compensated?

E. What form of consent will be obtained?  (See additional information for guidance relative to consent.)

    (  implied consent (describe below)

    (  verbal consent (attach consent script)     

    (  written consent (attach consent form)

    (  seeking waiver of consent (please explain below why waiver of consent is sought)

    (  consent not applicable (please explain below why consent is not applicable)

F.  Are any participants not legally competent (minor or under care of guardian) to give consent?  yes  (  no (
     If so, how will consent be obtained?
G. Will any ethnic group or gender be excluded from the study pool?  yes (  no  ( 
     If yes, justify the exclusion.

H. Is this study by design likely to involve participants who are not native users of English?  yes ( no (
     If yes, please submit both the English and translated versions of consent forms and survey instruments, and 

     describe credentials of the translator.

I.  Does this study involve participants located outside the United States?  yes (  no (  

J.  Do you have any personal, educational, or business affiliation with any of the participants?  yes (  no (   

     If yes, please describe

Data Collection

A. Indicate the method(s) to be used:

     (Check all that apply.)


( survey/questionnaire  (Please attach a copy of the survey/questionnaire.)

                      to be administered by



( investigator



( subject 



( mail



( phone



( Internet



( other (please explain                                                                                                        )


( interview (Please attach a copy of your interview protocol.)



( individual



( focus group



( other


( observation of public behavior



( in a classroom



( at public meetings



( other


( examination of archived data or records



( academic



( medical



( legal



( other


( taste/sensory evaluation



( food tasting



( olfactory



( auditory



( visual


( examination of tissue samples


( therapeutic



( biomedical



( psychological



( physical therapy


( experimental

( biomedical



( psychological



( other

B. For any instrumentation that you use from an outside source, please indicate whether 

it is public domain   yes (  no  (
you have permission of the author/publisher to use it     yes (  no (


     Please attach a reference list for such instrumentation.

C. Recording of participants (check all that apply)

     
( video recording (tape, DVD, etc.)


( audio (tape, cd, DVD, etc.)


( photographs

D. The data for this study will be  (check the appropriate box) ( anonymous; ( confidential; ( participants 

     intentionally identified.   

     If data are to be anonymous or confidential, describe how that anonymity or confidentially will be 

     maintained.

     If participants will be identified, describe how participants’ consent to be identified was/will be obtained.

     Who will have access to the data, once they are gathered?

     How will the data be protected and secured in the long term if it is to be kept?

E. Will the results of this research be disseminated publicly (thesis, dissertation, publication, presentation that is 

     not internal)? yes (  no (
F. Is the investigator requesting authorization for use and disclosure of Protected Health Information (PHI) from 

     a covered entity (e.g., hospital, pharmacy, physician’s office)?   yes (  no (
     Is the investigator requesting waiver of authorization for use and disclosure of PHI? yes (  no (
     If yes, please submit a completed form requesting waiver of authorization for review of PHI.

Drugs and Alcohol
Note: Special guidelines are required for the administration of drugs and/or alcohol as part of a research procedure.

A. Will any investigational new drug (IND) be used?   yes (  no (
     Will any other drugs be used?   yes (  no (
     If drugs will be used, for each drug list the name and manufacturer of the drug, the IND number, the dosage, 

     side effects or toxicity, and how and by whom it will be administered.

B. Will alcohol be ingested by the participants?  yes (  no (
     If yes, describe what type and how it will be administered.

Deception

Will this study involve any deception?   yes (  no (
If any deception is necessary for the validity of this research, please explain why it is necessary. When and how will participants be debriefed regarding the deception.

Risks and Benefits

A. Describe any potential risks to the participants. (Risks include stress, discomfort, social risks such as 

     embarrassment, legal risks, invasion of privacy, and side effects.)

     How will you minimize these risks?


     If any of the potential risks occurs, how will it be handled?

B. Will this study interfere with any participant’s normal routine (e.g., prevent her/him from going to class or  

     work)?  yes (   no (
     If yes, please explain.

C. Describe the expected benefits to the individual participants and those to society.

D. If blood or other biological specimens will be taken, please describe the following:

    Description of sampled tissue

    Personnel involved and procedure(s) for obtaining the specimen(s). (Note that the IRB requires that only

    trained certified or licensed persons may draw blood.)

Funding Information (if applicable)

Is there, or will there be, funding from a source outside the University that supports this research? yes (  no (
If yes, what is (are) the funding agency (ies)?

Is this a subcontract?  yes  (   no (
If yes, what is the direct source of funding to the University?

Amount:

Proposal Log No. (if applicable)

If the research involves a collaborating agency, institution, school district, etc., a letter of agreement to participate in the research (on letterhead) is required. If the collaborating agency has an IRB, a copy of that agency’s IRB approval is required. These must be attached to this application.

List below all independent outside investigators. (Independent investigators who are not employees of this institution or of another institution with a Federalwide Assurance [FWA] must sign a formal written commitment to follow the human subject protection policies of this University and provide documentation of training in the responsible conduct of research with human subjects.)

Conflict of Interest Information
A. Does this study evaluate a drug, a device, a test for disease, or a product?  yes (  no (
     If yes, do you or any member of your immediate family own stock, shares, or have other investments in the 

     product or the company owning, manufacturing, or developing the drug, device, test, or product exceeding

     $10,000 or 5% ownership during the conduct of the research or within one year of the termination of the

     study?   yes (  no (
B. Do you receive any remuneration from the manufacturer or developer or owner of the device, drug, test, or 

     product being evaluated?  yes (  no (
C. Are you serving as a paid consultant or speaker on behalf of the sponsor of your research? yes (  no (
    If yes, are you receiving more than $10,000 per year for your services? yes (  no (
D. Do you serve on a board of directors of the sponsor of your research? yes (  no (
If you responded in the affirmative to A, B, C, or D, please explain how the relationship will be disclosed to subjects/participants in your study.

Roosevelt University Investigator Assurances

This investigation involves the use of human participants. I understand the university’s policy concerning research involving human participants, and I CERTIFY as follows concerning the above research proposal:

1.
To obtain voluntary consent of persons who will participate in this study, as required by the IRB;

2. 
To provide consent forms in nontechnical language understood by the participants (including translated forms for non-English speaking participants);

3. 
To report to the IRB any adverse effects on participants that become apparent during the course of, or as a result of the activities of the investigators;

4.
To cooperate with members of the IRB charged with review of this project, and to give progress reports if required by the IRB;

5.
To obtain prior approval from the IRB before amending or altering the project or before implementing changes in the approved consent form (i.e., changes that would alter what is required of the participant;

6.
To maintain documentation of IRB approval, consent forms, and/or procedures together with the data for at least three years after the project has been completed or paper has been published—whichever is later; and

7.
To treat participants in the manner specified on this application form.

Signatures

Principal Investigator(s)

I certify that the information provided in this application is accurate and the project will be conducted in accordance with the above assurances.

Print Name

Signature






Date

Print Name

Signature






Date

Faculty Supervisor (if relevant)

I certify that the information provided in this form is accurate and the project will be conducted in accordance with the above assurances.

Print Name

Signature






Date
