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Application for IRB Review

Instructions for Submitting Materials:
Every application for full IRB review must be accompanied by an original and 14 copies (15 total) of the following items.  If applying for expedited review, submit an original and 1 copy (2 total) of the following items.  All materials must be properly collated and submitted as individual packets.  Please ensure that each packet is securely fastened. Do NOT place the packets in individual folders or envelopes. 

· "Application for IRB Review of Research Involving Human Subjects" (i.e., cover sheet, checklist, assurances, research description.) 

· All instruments used to collect data, e.g. questionnaires, tests, surveys, etc. 

· All recruitment materials

· All consent/assent forms OR “Form A” or “Form B” to request a consent waiver 

· Letters of approval from cooperating institutions

· If submitting for expedited review, attach a copy of the “Request for Expedited Review” form to the front of all 4 packets. 

Projects submitted for external funding must include:

· Two copies of the full grant proposal in addition to the above. 

Students doing thesis/dissertation research must include:

· Two copies of their thesis/dissertation proposal in addition to the above. As evidence of departmental committee approval, affix to the front of each proposal either the “Ballot for the Approval of Thesis/Dissertation Proposal” form or the “Ed.D Dissertation Proposal Approval for IRB” form.

IRB Certification Requirement:

Carefully read the next page regarding the on-line IRB certification course that must be completed by investigators.  Your materials will not be reviewed until this requirement has been satisfied.

Mailing address for complete packages:

	Interoffice:
	The Chair, IRB, c/o Research Services
Granada Center, Suite 400, Lake Shore Campus



	Standard U.S. Mail
	The Chair, IRB, c/o Research Services

Loyola University of Chicago 

6525 N. Sheridan Rd. 

Granada Center, Suite 400

Chicago, IL 60626



	Express Mail: (UPS preferred)
	The Chair, IRB, c/o Research Services

Loyola University of Chicago 

6439 N. Sheridan Rd.

Granada Center, Suite 400

Chicago, IL 60626


Please detach this sheet before submitting materials.

All personnel engaged in research with human subjects must obtain IRB certification by completing an on-line training course.  The course, provided by the University of Miami, is called the Collaborative IRB Training Initiative (CITI) course.  Completion of the CITI course quizzes with an overall score of 80 percent is required for certification.  IRB certification is valid for three years and is required for IRB approval of a research project. The CITI on-line training course replaces the IRB workshops that were offered in the past. If you received IRB certification at a workshop within the last three years, you do not need to complete this CITI course until your certification expires. Please use the instructions below to access the course site which is best viewed with Microsoft Internet Explorer version 5.0 or later.   
Step-by-Step Instructions to Begin Your On-line Training

1) Go to http://www.citiprogram.org/;
2) Click on “Register for the Course”;

3) To select your Institution, go to the drop-box labeled “All Other” and select Loyola University Chicago;

4) Select a user name and password (you will need these to re-enter the site);

5) Complete the CITI registration page; where it asks, “Which course do you plan to take?” select the Social and Behavioral Investigator Course;  
6) Click on Information from your institution to learn about your responsibilities for completing this course;

7) Select group 1 or 2;

8) You are now at the Learner’s Menu page.  At the top right corner of the page, click on “General Information” to learn about the course;

9) Return to the Learner’s Menu by clicking on “Main Menu” at the top right corner of the page;

10) To begin a course click on “CITI Basic Course,” then click on the first module;

11) After all modules are complete, download the course completion report.  When you submit the report, a copy will automatically be sent to the Office of Research Services (ORS) which will notify the IRB that you’ve passed the course.  It takes 5-7 business days after you complete the course for ORS to receive your score; you will be notified once it is received and an official completion certificate will be mailed to you.

About the Course:

Although you have to take the modules in sequence, you do not have to complete them at one time.  It is preferable to do several at one sitting and then return to complete the unfinished modules*.  The software will keep track of the quizzes you have completed so that when you re-enter the site you will know where to begin.  The passing score on each module is 80 percent; if you do not pass the first time, you can retake it until you get a passing grade.  For further information about the course or Loyola’s requirements, call ORS at (773) 508-2471.  If you experience problems with the program software, call CITI Support at (305) 243-7970 for assistance.

*To complete unfinished modules return to the CITI website, enter your user name a password, and at the Learner’s Menu select “CITI Basic Course”; click on the incomplete module to resume training. 
	Cover Sheet

Instructions

This is a WORD document.  Please type directly into the spaces provided.  Handwritten applications will not be accepted.  Please submit the appropriate number of collated IRB packets (15-full; 2-expedited) consisting of this application and all supporting materials (e.g., consent forms, recruitment materials, instruments, letters from cooperating institutions, etc.). Those applying for support to a non-University source should include 2 copies of their full grant proposal. Graduate students should include 2 copies of their thesis outline or dissertation proposal. Materials not properly collated and submitted in the proper number will be returned to the researcher without IRB review.   


	Primary Investigator

	Name: Ronald Greenberg                                                           

	Home Address: 2908 W. Farwell Ave.

	City:
	Chicago
	State:
	IL
	Zip:
	60645

	Home Phone (773)761-5213
	Fax (773)761-5219

	Email Address: rig@cs.luc.edu

	Department:
	Comp. Sci.
	Bldg:
	LT
	Campus:
	WTC
	Rm:
	512

	Co-Investigators (if applicable)

	Name: Steven Mcgee
	Institutional Affiliation: The Learning Partnership

	Name:      
	Institutional Affiliation:      

	Faculty Sponsor (Full-time faculty and staff ordinarily do not need a faculty sponsor unless conducting research for the purposes of their doctoral dissertation / master’s thesis.)

	Name:

	Department:
	     
	Bldg:
	     
	Campus:
	     
	Rm:
	    

	Protocol Title

Title: Collaborative Research: BPC-A: Improving Metropolitan Participation to Accelerate Computing 

Throughput and Success (IMPACTS)





	Projected Starting date: 12/1/08 
(Note:  See IRB policies and procedures for information about IRB meeting dates and review times. Approval process may require one to three months, depending upon the time of submission, nature of the project, and the completeness of application information.)



	Purpose of Project (Please check one box only)

	Doctoral dissertation ( FORMCHECKBOX 
Ph.D.   FORMCHECKBOX 
Ed.D    FORMCHECKBOX 
DSW)
	 FORMCHECKBOX 
Master’s thesis

	 FORMCHECKBOX 
Class project (please give number and Course Title:      
	 FORMCHECKBOX 
Other: Please explain in question #1 of the attached “Research Description.”

	 FORMCHECKBOX 
Faculty/Staff research proposal to be submitted for external funding

	Funding institution or agency:NSF

	Date of grant submission:      
Grant Title: Collaborative Research: BPC-A: Improving Metropolitan Participation to Accelerate Computing Throughput and Success (IMPACTS)



       PTAP Number: 2277


	 FORMCHECKBOX 
Faculty/Staff research proposal not to be submitted for external funding



	Status of Investigator (Please check one box only)

	 FORMCHECKBOX 
Faculty member, Loyola University
	 FORMCHECKBOX 
Administration or Staff, Loyola University

	 FORMCHECKBOX 
Graduate student, Loyola University
	 FORMCHECKBOX 
Undergraduate student, Loyola University


Checklist

	Does this research involve:

	Yes
	No

	1. Drugs or other controlled substances?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Removal of any fluids or tissue from subjects? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Subjects taking internally, or having applied externally, any substance(s)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Collection of information which identifies or potentially identifies individual participants through surveys, interviews, or tests (this includes demographic data)?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Use of materials/instruments that might be considered sensitive, offensive, or threatening?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Deception of subjects, who are minors, about any aspect of the research?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Imposition of stress (physiological or psychological) above a level associated with everyday activities?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. Any procedures that might impose risks greater than those ordinarily encountered in daily life (e.g. physical, psychological, social/economic, or legal risk)?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9. Use of subjects who are members of a vulnerable population and/or judged to have limited freedom of consent (e.g., children, the mentally disabled, prisoners, pregnant women, etc.)?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10. Use of participants with whom the researcher has another relationship (e.g., administrator-teacher, teacher-student, psychotherapist-client, supervisor-employee, nurse-patient, professional-client, parole officer-parolee)?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11. Video-taping / audio-taping participants?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	12. Payment or compensation of subjects for participation?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	13. Data collection likely to exceed 1 year?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	14. Access to subjects through cooperating institutions? 

(If yes, documentation of approval from all institutions involved must be provided.)


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	15. Use of advertisements, letters, announcements, etc, to recruit subjects?
(If yes, all materials must be attached.)


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16. Access to health care, legal, or educational records?
(If yes, documentation of approval to access these records must be provided.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	17. Use of Online surveys?

(If yes, please answer Question 5b)
	 FORMCHECKBOX 

	 FORMCHECKBOX 



Assurances
Investigator’s Assurances

1. I understand that I have primary responsibility for the ethical conduct of this project and the protection of the rights and welfare of participants in this project.

2. I am familiar with the policies and procedures of the Loyola IRB, the published guidelines for the ethical conduct of research in my field of inquiry, and the applicable state and Federal regulations.

3. I certify that the information provided in this application is accurate and complete.

4. If changes in procedures involving human subjects become necessary, I will submit these changes for review and approval before they are implemented. 

5. I will notify the IRB of completion of the research or departure from the university. 

6. I further certify that the proposed research is not currently underway and will not begin until written    

approval from the IRB Chair has been obtained.

	Signature


	Investigator:
	Date: 11/26/08


Faculty Sponsor’s Assurances

1. I certify that I have read and approved this IRB application and supporting materials.   

2. I certify that the investigator has sufficient knowledge and experience to conduct the proposed research as outlined in this application.

3. I certify that I am familiar with the policies and procedures of the Loyola IRB and published guidelines for the ethical conduct of research in my field of inquiry.

4. I agree to provide ongoing supervision of the investigator, to approve and sign all communications with the IRB regarding this project, and to monitor the progress of this research.

5. I certify that the proposed research is not currently underway and will not begin until written approval from the IRB Chair has been obtained.
	Signature


	Faculty Sponsor:
	Date:      

	


Research Description

Important Information-PLEASE READ!

Before proceeding, save this document to your personal computer.  There are website links within this document, thus if you do not save your application before clicking on one of the links you could loose data.  

Your IRB application must address the following questions.  Please type directly into the spaces provided.  Handwritten applications will not be accepted.  

Your research description must provide the IRB with the information necessary to make judgments regarding the criteria for approval that are outlined in the “Manual for Research with Human Subjects.”  It is thus important that you respond to each question and all of its subparts carefully and thoroughly.  Even if a subpart does not apply to your study, indicate “N/A”.   You may use as much space as you need; the application will generate additional space automatically.  If the IRB has insufficient information to make adequate judgments, it will be forced to table your protocol and request more information; this will significantly delay the IRB process.  

Some questions below prompt you to attach supporting documents to your application.  Label supporting documents sequentially as appendices (e.g., Appendix A, Appendix B, etc.), and specify in your responses below how each document is labeled, (e.g., Recruitment Flyer-Appendix C, Consent Form-Appendix D, etc.). 

	1. What is the purpose and significance of this study?

	a. Explain the goals and/or hypotheses of this study.
Educating high schools students about career opportunities in computer science will increase student interest in pursuing computer science as a major in college.
b. Indicate how your goals relate to previous research in this area.

c. Previous research has shown that college enrollments in computer science have declined so severely that the word “crisis” is commonly used; in a key survey, the number of new computer science majors in Fall 2005 was just half of what it was in Fall 2000 and has remained flat during the next two years. Another recent survey (covering more schools) of the percentage of Freshmen planning to major in computer science showed an even sharper drop to just 30% of the level in year 2000. In recent  years, this declining interest of college students in computer science has shown up dramatically in the actual production of bachelor’s degrees, a trend that can be anticipated to continue to at least some degree due to the shortage of students in the pipeline. 





	2. What methodology will be used to answer the research question?

	Anonymous surveys will be administered to students who attend information sessions. Descriptive statistics will be used to ascertain the diversity of participants in terms of racial and academic variables. The demographic factors will be used to predict the nature of the students' experience during the information session as well as changes in career interest.


	3. Who will be the participants in this study?

	a. Identify all participant groups (e.g., teachers, elementary school students, college students, administrators, clients, patients, etc.)

High school students attending an information session.
b. Indicate the approximate number of participants to be enrolled.

        1500
c. For each participant group, describe the basic characteristics of potential participants (e.g., age range, gender, racial/ethnic background) and indicate any special criteria for including or excluding individuals from participation.

High school age, generally 16--18 years old.  Special emphasis on women, Hispanics, and African-Americans but open to all.
d. If this research involves vulnerable populations (e.g., children, the mentally disabled, prisoners, pregnant women, etc.) or others who cannot give fully informed consent, justify their inclusion in this project.

The program is focused on attracting high school students to consider careers in computer science, 
e. Describe any relationship between the researcher and potential participants (e.g., administrator-teacher, teacher-student, psychotherapist-client, supervisor-employee, nurse-patient, professional-client, parole officer-parolee.)  (Important Note:  Researchers should be aware that existing relationships between a researcher and potential research participants pose special concerns related to recruitment, informed consent, and confidentiality of research data that must be addressed in subsequent sections of this protocol.)

There are no known relationships between the researchers and the subjects.


	4. How will potential participants be identified and recruited?

	a. Describe how you will gain access to potential participants/participant groups, how they will be contacted, and what information will be given to them as part of the recruitment process.

Teachers will be asked to open their classrooms or arrange other gatherings of students.
b. If participants will be compensated in any way for their participation (e.g., monetary compensation, gifts, course credit, etc.), indicate the type of compensation and the amount, explain how compensation will be distributed, and identify the source of funds to be used for providing compensation.

No compensation will be provided.
c. Attach copies of any materials that will be used to recruit participants (e.g., letters, advertisements, or announcements.) 

     
d. If participants will be accessed through a cooperating institution, provide documentation that the study has been reviewed and approved by the appropriate official, ethics committee, or IRB at the cooperating institution, (refer to “Requirements for Letters from Cooperating Institutions” by double-clicking on the following link: http://www.research.luc.edu/compliance/irb/XIX/ MACROBUTTON "LockedHyperlinks"  
)

See attached letters from initial schools - Appendix A


	5. What interventions, assessment procedures, or other sources of data will be used in the study? 

	a. Describe what each group of participants will be asked to do, including any interventions or educational programs, and all testing, observation, interviewing, or laboratory procedures.  If observing or interviewing participants, explain how data will be recorded (e.g. video/audio tape, field notes).

At the end of the information session, students will anonymously complete a questionnaire that will take less than 10 minutes.
b. If this research will be using online surveys , please state whether this research will be using the online Opinio Survey system. If you are using a system other than Opinio, please provide the name of the system, the system’s confidentiality protections, and describe any data encryption procedures.

        No online surveys.
c. If this research is being conducted in an applied setting (e.g., schools, hospitals, clinics, businesses), distinguish between programs or procedures that are already in place and those that are being added for this study; specifically:

i. indicate what programs and assessment procedures involved in this study are currently in place and would be occurring even if this study were not conducted.

ii. indicate what programs and assessment procedures are being added for the purposes of this study.

Students will attend the information session whether they complete the survey or not. The new component is the addition of brief survey at the end of the information session.
d. If this project is a qualitative or oral history project involving semi-structured or unstructured interviews or observations, provide a detailed description of the nature and scope of these procedures. This description should include the purpose of interviews or observations plus information about where and by whom they will be conducted, how long they will be, the type of information to be gathered and general areas to be covered, and sample questions or behaviors to be observed.

No interviews or observations will be used.
e. If archival data (data that has already been collected for other purposes and is now on file) will be used for any portion of this study, the nature of the data archive should be described and the specific data to be accessed for the present study should be indicated.  If the data is publicly available, state this.  If not, describe how you will gain access to these data and provide documentation that you have authorization to do so. 

No archival data will be used.
f. If deception is involved or if information will be withheld from subjects, explain why this is necessary and describe procedures for debriefing participants.

No deceptions is involved in the study.
g. Attach copies of all instruments that are being used for the purposes of this study (e. g., tests, surveys, observation recording sheets, interview questions, laboratory reporting sheets, data sheets, debriefing materials).
Student Attitude Survey - Appendix B


	6. What are the potential risks to participants and what will be done to minimize these risks?  

	a. Discuss any physical, psychological, social/economic, or legal risks that might result from participation in this research and assess the likelihood and seriousness of these risks. If methods will be used that create risks, explain why these methods are necessary.

No known risks associated with this project.
b. For each risk identified, describe actions that will be taken to minimize the risk.

No known risks associated with this project.


	7. What procedures will be used to protect the anonymity or confidentiality of subjects?  

	a. Explain how data will be recorded (describe any coding procedures being used). Who, besides the researcher, will have access to raw data?  How will data be reported in presentations or publications (will identifying participant data be masked or unmasked)? How will data be stored during the research and what will happen to the data at the conclusion of the study. 

Participants in the information session will complete a paper survey with basic demographic information and feedback about the session. The students will not put any identifying information on the survey. The surveys will be entered into a spreadsheet by staff at The Learning Partnership. The data will be reported in aggregate form across all of the sessions. The data will be stored on The Learning Partnership computers. Summaries of the data will be provided to the project staff.  
b. Explain any limits to confidentiality (e.g., reporting requirements such as child abuse reporting laws, individuals outside the researchers who will have access to data, etc.)

No one outside The LearningPartnership will have access to the data.
c. If audiotaping or videotaping is conducted, describe how tapes will be stored and what will be done with them at the conclusion of the study (e.g., destroyed, stored for a period of time and then destroyed, archived for future research).

No video or audio recordings will be used.
d. If Internet or Web-based surveys are being used, describe procedures for ensuring that confidentiality is protected.

The surveys are all paper-based.
e. If data are being collected anonymously, describe procedures for ensuring that no information that can identify participants is recorded.

Students are told not to write their name on the survey. We will remove or cover up the names of any students who write their names on the survey,


	8. What procedures will be used to obtain informed consent?

	a. Describe the process involved in obtaining consent (e.g., when, where, and by whom consent will be secured, how information about the study will be communicated, etc.)  

When students are recruited to attend the information session, an informed consent letter will be sent home to the parents.  For schools requiring active parental consent and/or student assent forms, students will only be given the evaluation survey after presenting the letter with the requisite signatures and the option to participate selected.  For schools permitting passive consent, parents will only need to return the form if they wish to exclude their child from participation in the evaluation survey.  In any case, during the administration of the survey, students are told that completing the form is voluntary.  If they do not wish to participate they can submit their blank form into the questionnaire collection box. In that way, no one will know that the student did not assent. 
b. If you believe that your project requires a consent waiver, refer to “Informed Consent Waivers” by double-clicking on the following link: http://www.research.luc.edu/compliance/irb/XIX/InformedConsentWaivers/ MACROBUTTON "LockedHyperlinks"  
. 

If you decide to request a waiver, complete the appropriate form and attach it to the end of this application (after question #9).
See Form A for a justification for a waiver of documentation of informed consent at schools that permit this.
c. If potential participants are members of a vulnerable population (e.g., children, the mentally disabled, prisoners, pregnant women, etc.) or are vulnerable because of their relationship with the researcher, explain what special procedures will be followed to ensure informed and voluntary consent.

Consent will be obtained from parents as described above.  Also, any student who does not want to participate in the evaluation, can return a blank form to the questionnaire collection box; in that way no one will know that the students did not assent. 
d. If potential participants are minors between 7 and 17, outline procedures for ensuring their assent to participate.  In addition, since minors are legally unable to give consent, outline procedures for ensuring parental consent. 
The questionnaires explain the procedure and indicate that the surveys are voluntary.  If a student does not wish to participate, he/she can return the form without completing it.  Parents will be provided with an informed consent letter.  If they do not wish their child to complete the evaluation form, they can indicate this on the informed consent form.  For scools that require documentation of consent and/or assent, the parent and/or student signatures on the consent letter will be required.
e. If deception is involved, explain how this will impact informed consent?

No deception is involved.
f. Attach copies of all consent and assent forms that will be used (refer to the “Consent Form Templates” by double-clicking on the following link: http://www.research.luc.edu/compliance/irb/XX/ConsentFormTemplates MACROBUTTON "LockedHyperlinks"  
).
Parent Letter - Appendix C


	9. What are the potential benefits and do they outweigh potential risks to participants? 

	a. Discuss any benefits to participants, to society, and/or to a particular field of study that can be reasonably expected to result from this study. (Note: If participants will not benefit directly in any way from their participation, state this.)

Participants do not receive any direct benefits by participating in the evaluation. They have already received the benefit of the information sessions. The results of the evaluation will improve the quality of the information sessions for future participants.
b. Explain why any risks are reasonable in relation to these anticipated benefits.

There are no anticipated risks to the subjects. 
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