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Cleveland State University

Institutional Review Board for Human Subjects in Research

Application for Project Review

I. Title Page 


Date: (mm/dd/yy):  03/09/05                          
         Transaction Number (office use only): ________________


Project Title  Planning Capstone Class (Pdd 611) Regionalism Survey           

PRINCIPAL INVESTIGATOR OR ADVISOR
Name: (Last, First) Simons, Robert
Degree Attained:   FORMDROPDOWN 

Department:  URBAN STUDIES
Title:   FORMDROPDOWN 

Electronic Mail Address:  roby@urban.csuohio.edu
Campus Address:  UR223
Office Phone:  216 687-5258
Home Phone:       
CO-PRINCIPAL OR STUDENT INVESTIGATOR

Name: (Last, First) 


     

Degree Attained:   FORMTEXT 

    
, 
Department:  
 FORMTEXT 

    

Title:  
Electronic Mail Address:  
Office Phone:  
If this is a student investigator, please indicate status:

 FORMCHECKBOX 
Undergraduate
 FORMCHECKBOX 
Master level student
 FORMCHECKBOX 
Doctoral level student

and level of involvement in the research:

 FORMCHECKBOX 
Assisting Faculty Research   FORMCHECKBOX 
Thesis   FORMCHECKBOX 
Dissertation  FORMCHECKBOX 
 Classroom project: Class name/number 
If there are more CSU investigators, please complete the “Additional CSU Investigators” form 

PROPOSED PROJECT DURATION (research may not begin prior to IRB approval):

From (mm/dd/yy):  03/15/05           To (mm/dd/yy):  05/11/05(date following anticipated approval; maximum one year later)

Type of funding or support:   FORMDROPDOWN 

FOR IRB USE ONLY

Initial Evaluation                 




        Final IRB Action                                       

 FORMCHECKBOX 
Approve as is
  FORMCHECKBOX 
 Exempt Status: Project is exempt under 

                                                                                                                    CFR  46.101 _______. Protocol approval does not                             

                                                                                                                    extend beyond the “expected duration” noted above 
 FORMCHECKBOX 
Requires Revision before evaluation or final action

      FORMCHECKBOX 
 Expedited Review: Approval Category ________
 FORMCHECKBOX 
Full IRB review required



                       FORMCHECKBOX 
 Regular IRB approval   










      FORMCHECKBOX 
 Other: __________________________________

If Expected duration of project exceeds 12 months, continuation of IRB approval will require additional action by the IRB. Renewal requests will be sent to you prior to the expiration date. 

Reviewer:  ______________           Signature:______________________________  Approval Date:  _________





Institutional Review Board
Human Subjects in Research
 Instructions and Checklist for Applicants
 
The Institutional Review Board (IRB) of Cleveland State University (CSU) is responsible for ensuring the protection and ethical treatment of human participants in research conducted under the auspices of the University.  Accordingly, the IRB must evaluate all such research projects, in compliance with Federal Regulations.  Your application to the IRB for permission to test human subjects should follow the guidelines provided below. Proposed Departures from the guidelines should be justified thoroughly.
 
Some protocols may be approved through one of the expedited or exempt categories in the Federal Regulations, and some require full Committee consideration.  These determinations are made by the IRB, not by the researcher.  If your protocol requires full Committee consideration, the University Office of Sponsored Programs and Research must receive it no later than one (1) full week prior to the IRB meeting; this will normally be during the first week of the month.  Protocols should be submitted to the IRB, Office of Sponsored Programs and Research, 1621 Euclid Avenue Keith Building Suite 1150 Cleveland, OH 44115-2440 ATTN:  IRB Coordinator.
 

Issues of Particular Concern to the IRB
 
· Privacy  In most research, subjects’ willingness to participate will depend on the researcher’s explanation of the project and its purpose, the subject’s understanding of risks and benefits, and the assurance that the specifics of their participation will not become known to other individuals.  A mismatch between your assurance to the subjects and the procedures you explain in your Project Description will lead the IRB to request revisions before approval can be granted.  Issues of anonymity and confidentiality are of special concern when subjects might divulge sensitive information, including situations in which their responses might place them in jeopardy (e.g., public embarrassment, threats to job security, self-incrimination).  The care with which you address these issues in your procedures is very important to the IRB approval process
· Risk  In much research, subjects’ participation involves little or no risk.  If this is genuinely the case, say so; e.g., “minimal risk,” “no foreseeable risk,” “no risks beyond those of daily living.”  If there is some risk, where physical, psychological, social, legal, or otherwise, the IRB will be particularly interested in the safeguards you implement to deal with these risks.  The overall importance and soundness of the research project will be especially important if subjects are placed at some degree of risk by participating.
· Special Populations  Testing minors, pregnant women, prisoners, mentally retarded or disabled persons, or other special populations raises serious issues regarding risk and informed consent, which your protocolmust address.  On the other hand, recent federal guidelines mandate the inclusion of women and minorities in research.  The nature of your subject population must be clear in your proposal, and you must provide your rationale for including/excluding identifiable subgroups based on gender and minority status.
· IRB Procedures  CSU’s IRB receives approximately 300 applications a year, each of which must be evaluated for adequate protection of the subjects against research risks.  You will enhance the acceptability of your proposal, and the speed with which the IRB can evaluate it, if your protocolis concise, deals specifically with the issues discussed in these instructions, and shows your sensitivity to the overriding concerns of ethical treatment of human subjects.  Please feel free to suggest any modifications or elaboration to these instructions that would be helpful to you as you write or revise your applications.
II.
Participant Information 
Total number of subjects:  3500 estimated in sample, 350 completes

Age range (lower limit – upper limit):  18-100
Gender:   FORMDROPDOWN 

Ethnic Minority:   FORMDROPDOWN 

Inclusionary criteria:       
Exclusionary criteria:  minors (age 18 and below)
Source of participants:  random sample of 216, 440, 330 area codes, Akron/Cleveland White Pages.
Length of participation (x min/session, y sessions, over z months):  10-20 minutes/session, one session, 
Participants in Special Consideration Categories:  (Check all that apply.)

 FORMCHECKBOX 
None
 FORMCHECKBOX 
Military personnel
 FORMCHECKBOX 
Children (age range:       )

 FORMCHECKBOX 
Wards of the State 

 FORMCHECKBOX 
Cognitively impaired persons
 FORMCHECKBOX 
Institutionalized individuals

 FORMCHECKBOX 
Prisoners


 FORMCHECKBOX 
Non-English speaking individuals

 FORMCHECKBOX 
Pregnant or lactating women
 FORMCHECKBOX 
Students

 FORMCHECKBOX 
Blind individuals

 FORMCHECKBOX 
Other subjects whose life circumstances may interfere with their ability to make free choice in consenting to take part in research (please specify):       
Site(s) of the research activity:  Cleveland State University 
Letters of approval from project site officials  FORMDROPDOWN 

*You MUST include letters of approval from appropriate administrative officials at the facility where you will be collecting data
III. Project Description 

-Give a concise statement of the area of research and briefly describe the purpose and

objectives of your proposed research:

We are researching the opinions of adults in the counties of Cuyahoga, Lake, Lorain, Medina, Geauga, Summit, Portage and Ashtabula regarding regionalism. The purpose of our research is to obtain a better understanding of opinions regarding regionlizing public services, including schools, tax revenue sharing, waste management, fire and police services. 
-Provide a detailed description of how participants will be recruited and used in the project. 

Please include a description of the tasks subjects will be performing, the circumstances of 

testing, and/or the nature of the subjects’ involvement.  

Participants will be selected using a random sample from the Akron/ Medina Area, Canton and Cleveland White Pages. We will call each participant at home and ask them to participate in a telephone survey, affirming that all answers will be confidential. We will not survey minors and each participant will have the ability to decline participation in the telephone survey. 

Each participant will answer questions about his/her feelings and opinions about regionalism and sharing  and merging municipal services with communities in Greater Cleveland.

-Make an explicit statement concerning the possible risks and benefits associated with

participating in the research.  Describe the nature and likelihood of possible risks (e.g.,

physical, psychological, social) as a result of participation in the research.  Risks include even

mild discomforts or inconveniences, as well as potential for disclosure of sensitive

information. If a risk exists, how does it compare to those of daily living?

What are your safeguards for avoiding risks, for protecting subjects’ privacy, etc.?

We will protect subjects' privacy by assigning a number to each survey. The collected data, for research purposes, will be phone numbers, city, ZIP code and residing county. We will not be asking participants for  names or any other identifying information. 
-Describe measures to be taken to protect subjects from possible risks or discomforts.

Participants will be able to withdraw from the survey at any time if they are uncomfortable answering the survey questions. Incomplete surveys, along with the participant's information, will be destroyed.
-Describe precautions to ensure the privacy of subjects and confidentiality of information.  Be explicit if data are sensitive.  Describe coding procedures for subject identification.  Include the method, location and duration of data retention.  (Federal regulations require data to be maintained for at least 3 years) 

Identifying information will be extracted from the survey results. Each survey will be assigned a number for evaluation purposes. Aggregated data without identifying characteristics will be filed electronically, on the College of Urban Affairs server for three years following completion of Spring Semester 2005.
IV. Informed Consent Form 

 
	Yes
	No
	N/A
	 

	
	
	 
	         Does the Informed Consent Statement

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
1.
Introduce you and your research (including names and phone numbers).

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
2.
Provide the subject with a brief, understandable explanation of the research.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
3.
Explain the risks and benefits.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
4.
Explain the details of the time commitment for participation.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
5.
Explain how your protocol either protects confidentiality or is anonymous.*

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	6.     Mention that participation is voluntary, and that the subject may                                          withdraw at any time.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
7.
Include the exact statement about contacting the IRB.**

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	8.     Provide a phone number where the subject may contact you for further                                    information (students should include a phone number for themselves and                              also for their supervising faculty member).

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
9.
Have a signature/date block for the subject to complete.***


*
Confidentiality and anonymity are not the same.  Confidentiality means that the researcher will know the identity of specific subjects and their data.  Anonymity means individuals’ responses cannot be associated with the data they generate.

**
“I understand that if I have any questions about my rights as a research subject I can contact the CSU Institutional Review Board at (216)687-3630,” or if a minor, “I understand that if I have any questions about my child’s rights as a research subject I can contact the CSU Institutional Review Board at (216)687-3630.”

***
If you wish to dispense with a signed consent form, for either procedural or substantive reasons, be 
sure to include a clear statement of your reasons and your alternate procedure for obtaining consent. 

 

     

V. Copies of Instruments and Questionnaires 


To complete this application, attach a copy of all questionnaires or other instruments.  This application MUST include copies of instrumentation before approval can be granted.

VI. CERTIFICATION/SIGNATURE
I certify that the information contained in this protocol application and all attachments is true and correct.  I certify that I have received approval to conduct this research from all persons named as collaborators and from officials of the project site(s).  If this protocol is approved by the Cleveland State Institutional Review Board, I agree to conduct the research according to the approved protocol.  I agree not to implement any changes in the protocol until such changes have been approved by The Cleveland State Institutional Review Board.  If, during the course of the research, unanticipated risks or harm to subjects are discovered, I will cease collecting data and report them to IRB immediately.

________________________________________________________________________
Principal Investigator/Faculty Advisor Signature

Date

______________________________________________________

Co-Principal or Student Investigator Signature

Date

______________________________________________________

Co-Principal or Student Investigator Signature

Date

______________________________________________________

Co-Principal or Student Investigator Signature

Date

Forward this completed form to:

Cleveland State University 
Office of Sponsored Programs and Research (IRB)
1621 Euclid Avenue 
Keith Building Suite 1150 
Cleveland, OH 44115-2440
Cleveland State University Office of Sponsored Programs and Research IRB 

Form updated 11/4/2004

All other forms are obsolete 

psm


