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Protocol Application for Social and Behavioral Research
Institutional Review Board, Office of Academic Research
218 S. Wabash, Rm. 725, Chicago, IL 60604- 2444   312-369-7384   irb@iris.colum.edu 

SECTION I: General Information

	Nature of Study:

(Place an “X” in the column.  Check only one.)
	
	Faculty Research  
	
	Graduate Research

	
	
	Masters Thesis
	
	Undergraduate Research

	
	
	Staff Research
	
	Other: ________________


Study Title: _______________________________________________________________

Study Objective (2-3 sentence summary of study):
Principal Investigator (PI):  

Please check one: Faculty____   Administration____  Student____

(IRB decision letters will be sent to the principal investigator at the address specified below. You may designate a correspondent as the alternate contact however the PI remains responsible for the information provided on the form)
	Mailing Address:
	

	Department:
	

	Phone:
	
	Fax: 
	Email: 

	Job Title:
	
	
	

	Graduation Year:
	
	Major:
	


Faculty Advisor: 

(Only for student-initiated research.)
	Mailing Address:
	

	Department:
	

	Phone:
	
	Fax: 
	Email: 

	Job Title 
	
	Department
	


Correspondent: 
(You may identify an investigator, student or staff member to serve as the primary point of contact for correspondence; otherwise all communications will be sent to the principal investigator.)
	Mailing Address:
	

	Department:
	

	Phone:
	
	Fax: 
	Email: 


Other Key Personnel 
(i.e. enroll participants, conduct consent process, collect data/identifiable information from participants, have access to information that links participants' names or other identifiers with their data, or act as authoritative representatives for the investigators):
	Name:
	Role on the Study:
	Student (Indicate “Yes” or “No”):

	1.
	
	

	2.
	
	

	3.
	
	

	4.
	
	


Note:  Add additional rows to the table as needed.

Other Non-Columbia Investigators:

	Name:
	Affiliated Institution:
	Role on the Study:
	Student 
(Indicate “Yes” or “No”):

	1.
	
	
	

	2.
	
	
	

	3.
	
	
	

	4.
	
	
	


Note:  Add additional rows to the table as needed.

Collaborating Institutions

Are you collaborating with another institution on this project?             ___  Yes
___  No

If ‘YES’, please list the names of the institutions and briefly describe the nature of the collaboration in the space below:  

You will need to obtain IRB approval from every collaborating institution that has an IRB before you can initiate research there.
Other IRB Reviews:

Has this protocol been reviewed by another IRB?                     
      ___  Yes
___  No

If Yes, name the IRB and provide a copy of the determination letter:  
_________________________________________________________

	Study Location:

Place an “X” in the column.
	
	Columbia College Chicago

	
	
	Other (Please identify):


If recruitment and/or study procedures will take place in a controlled facility (school, nursing home, etc.) you must provide written documentation that the facility has given permission for the study to take place there. Please name each facility below: 

	Name of Facility:
	Permission Attached? (Indicate Yes or No)

	1.
	

	2.
	

	3.
	


Note:  Add additional rows to the table as needed.

Will any aspect of the study take place outside of the United States?   ___  Yes   ___  No

If Yes, please list the international location(s): 
_______________________________________________

NOTE:  You may need to obtain IRB approval in the country where the research is taking place. 


SECTION II: Funding

It is the responsibility of the Principal Investigator to notify the IRB via an Amendment Review Form if the funding source changes in any way. Use the Re-approval/Completion Form when you are both applying for re-approval and submitting funding source changes.
	Funding Source:

Place an “X” in the column next to the funding source.
	
	Departmental Funds
	
	Undergraduate Research Award

	
	
	External
	
	Investigator Out-of-Pocket

	
	
	Faculty Grants (Large/Small)
	
	Unfunded

	
	
	Graduate Award
	
	Other


For Externally Funded Studies:

If the research is supported either in whole or in part by external funds (federal, state or private), one COMPLETE copy of each grant application or contract must be included with this application.

Identify the Following For Each Funding Source:

NOTE: If the PI on the grant/contract is not the PI on this IRB protocol, submit documentation with this application in which the PI who is receiving the grant acknowledges use of this protocol under the grant.
	Funding Source I:
	

	Principal Investigator of Contract/Grant:
	

	Contract/Grant Title:

(if different from study title)
	

	Grant/Contract Status:

(i.e., pending/awarded)

(i.e., pending, awarded)
	


	Funding Source II:
	

	Principal Investigator of Contract/Grant:
	

	Contract/Grant Title:

(if different from study title)
	

	Grant/Contract Status:

(i.e., pending/awarded)

(i.e., pending, awarded)
	


Note:  If there are more than two funding sources, copy the table format and add the additional funding source.


SECTION III: Human Participants

How many participants will be enrolled?
If you are enrolling more than one population, describe the total enrollment for each.  Note: Participants are generally considered to be ‘enrolled’ when they sign the consent form or have gone through an oral consent process.  Therefore, be sure to account for attrition in your enrollment number.

Participant Population(s):

Describe the participant population(s) including gender, ethnicity, and age range.

Recruitment:

Describe how participants will be identified and recruited. Attach copies of all advertisement/recruitment materials for IRB review.  If recruiting at off-campus sites, written permission may be required.

Special Population(s):

Identify any special participant population(s) that you will be specifically targeting for the study. 

	Check all that apply: (Place an “X” in the column next to the name of the special population.) 
	
	Minors (under 18)
	
	Economically/Educationally Disadvantaged 

	
	
	Prisoners
	
	Members of the Armed Forces

	
	
	Pregnant Women/Babies
	
	Non-English Speaking

	
	
	Decisionally Impaired
	
	Individuals Living with AIDS/HIV

	
	
	CCC Students
	
	Other (Please identify):

	
	
	CCC Employees
	
	


Columbia Students or Employees:
Are you recruiting students who are in a class you teach or for which you have responsibility? 
___  Yes  ___  No
Are you recruiting employees who report to you?    
 ___  Yes   ___  No

If ‘Yes,” explain why this population is necessary to the study.

SECTION IV: Research Plan

Purpose

State the reason for the study, the research hypothesis, and the goals of the proposed study as related to the research question(s). 

Introduction

Provide a brief historical background of the project with reference to the investigator’s personal experience and to pertinent literature.

Design, Procedures, Materials and Methods

Describe the study design, including the sequence and timing of all study procedures. If the research involves study of existing data, describe how authorization to access data will be obtained. If applicable, describe the use of audiotape and/or videotape and provide justification for use. Specifically, identify any interventions, procedures, or equipment that are innovative, unusual, or experimental.
Data Analysis/Justification of Sample Size

Explain how the data will be analyzed. Describe how the proposed sample size is appropriate for achieving the anticipated results.

Inclusion/Exclusion Criteria

List major inclusion and exclusion criteria. Any proposed exclusion based on gender (women of childbearing potential), age, or race must include justification for the exclusion. Describe the conditions under which participants may be removed from the study, i.e., noncompliance with study rules, study termination, etc.

Risks and Inconveniences

Describe the potential risks to participants and steps taken to minimize risks. Types of risks to consider include: physical, psychological, social, legal, employment, and financial.  Also describe any anticipated inconveniences the participants may experience. If any data monitoring procedures are needed to ensure the safety of participants, describe them. 

Benefits

Describe anticipated benefits to the individual participants.  If individual participants may not benefit directly, state so here.  Describe anticipated benefits to society (i.e., added knowledge to the field of study) or a specific class of individuals (i.e., athletes or autistic children).   

Economic Considerations 

Describe any costs to the participants or amount and method of compensation that will be given to them. Describe how you arrived at the amount and the plan of compensation.
Confidentiality

Will identifiable, private, or sensitive information be obtained about the participants or other living individuals? Whether or not such information is obtained, describe the provisions to protect the privacy of participants and to maintain the confidentiality of data.


SECTION V: Informed Consent

As PI, you are responsible for taking reasonable steps to assure that the participants in this study are fully informed about and understand the study.
Consent Setting

Describe the consent process including who will obtain consent, where and when will it be obtained, and how much time participants will have to make a decision. State whether an assessment of consent materials will be conducted to assure that participants understand the information (may be warranted in studies with complicated study procedures, those that require extensive time commitments or those that expose participants to greater than minimal risk).

Capacity to Consent

Describe how the capacity to consent will be assessed for participants with limited decision-making capacity, language barriers or hearing difficulty. If a participant is incapable of providing consent, you will need to obtain consent from the participant’s legal guardian.
Parent/Guardian Permission and Assent 

If enrolling children, state how many parents/guardians will provide permission, whether the child’s assent will be obtained and if assent will be written or oral. Provide a copy of the script to be used if oral assent will be obtained.

Documentation of Consent

Specify the forms that will be used for each participant population, i.e., adult consent form, surrogate consent form, child assent form (written form or oral script) or an information sheet. Copies of all forms should be attached to this application in the same format that they will be given to participants.
Waiver of Consent

The IRB may waive or alter the elements of consent in some minimal risks studies. If you plan to request either a waiver of consent (i.e., participants will not be asked to give consent) or a waiver of signed consent (i.e., participants will give oral consent only), please answer the following questions using specific information from the study:

Waiver of Consent (i.e. participants will not be asked to give consent):

· Why is the study considered to be minimal risk?  

· How will the waiver affect the participants’ rights and welfare? 

· Why would the research be impracticable without the waiver?

· How will important information be returned to the participants, if appropriate?

Waiver of signed consent (i.e. participants give oral consent only after reading an information sheet):

· Why is the study considered to be minimal risk? 

· Does a breach of confidentiality constitute the principal risk to participants?

· Would the signed consent form be the only record linking the participant to the research?

· Does the research include any activities that would require signed consent in a non-research setting?


SECTION VI: Investigators Pledge
I understand Columbia College Chicago’s policies concerning research involving human participants and I agree:

1. To comply with all IRB policies, decisions, conditions, and requirements;

2. That this study has been designed, to the best of my knowledge, to protect human participants engaged in research in accordance with the standards set by Columbia College Chicago, the United States Department of Health and Human Services, and any other sponsoring agency;

3. To obtain prior approval from the IRB before amending the research protocol or the approved consent/assent form;

4. To report to the IRB in accordance with IRB policy, any adverse event(s) and/or unanticipated problem(s) involving risks to participants;

5. To submit the Re-Approval/Completion Form as needed;

6. That each individual listed as study personnel in this application has a) completed the required human subjects training, and b) are knowledgeable of the study procedures described in the protocol; 

7. That each individual listed as study personnel in this application possesses the necessary training and experience for conducting research activities in the role described for them in this research study.

	
	

	Original Signature of Principal Investigator
	Date


Faculty Advisor’s Certification (only for student-initiated research)
I certify that I have read this application in full and that I have discussed with the project investigator(s) the ethical treatment of the human participants who will participate in this project, as well as the procedures to protect the privacy of the participants and the confidentiality of data generated. 
	
	

	Original Signature of Faculty Advisor
	Date



SECTION VII: Attachments (Please check all that apply)
1) _____ 
Any recruitment notices or advertisements
2)
_____
Any survey instruments, psychological tests (other than standard, commercially available instruments), interview forms, or oral-interview scripts to be used in the research.

3)
_____
Certification of completion of education in the protection of human research participants, if you have one

4)
_____
Grant application, if applicable

Internal office use only:





Full Board __	Expedited __


Year _______  


Protocol No. __________


Review Date __________
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