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IRB APPLICATION FOR HUMAN PARTICIPANT RESEARCH
1.  Project Title
	Title of Project: 
	


2.  Project Dates
	a. Anticipated starting and completion dates: 
	
	to
	

	NOTE: Project may not start prior to approval from the IRB.

	b. This project may be conducted on an annual basis:
	
	Yes
	
	No


3.  Principal Investigator Information
a. Contact Information
	Principal Investigator: 
	

	Department or Affiliation:
	

	Telephone:
	
	Email:
	

	Name of chair/supervisor:
	

	Email of chair/supervisor:
	


b. Status

	PI status:
	Undergraduate:
	
	Graduate:
	
	Faculty:
	
	Staff:
	
	Other:
	
	

	Students and external researchers must provide their current address:

	
	


c. Student / External Researcher Information
	If you are a student or external researcher, please provide the following as applicable:

	Type of project:
	Thesis/Essay:
	
	Independent Study:
	
	Class Project:  
	
	Other:
	
	

	Course # & Name:
	

	JCU Faculty/Staff Sponsor:
	
	Dept:
	

	Sponsor Email:
	
	Phone:
	

	NOTE:
 An application by a student or external researcher must have the following statement signed by a John Carroll University faculty/staff sponsor:

	
	I have examined this completed form and I am satisfied with the adequacy of the proposed research design and the measures proposed for the protection of human participants.  For student projects, I will take responsibility for informing the student of the need for the safekeeping of all raw data (e.g., test protocols, tapes, questionnaires, interview notes, etc.) in a University or computer file.

	
	
	
	
	

	
	Signature of Faculty/Staff Sponsor
	
	Date
	

	All faculty/staff sponsors are required to complete online CITI training in the ethical conduct of human subjects research and take the “Students in Research” module as one of the electives.  See our CITI page for more information.

	CITI Training Completion Date: 
	
	


4.  funding
	
Is this project being funded?
	
	Yes
	
	No

	If yes, list the funding source:
	


5. 
Research Statement: Provide a summary of your project.  Include information about the background and rationale for the study, the research hypothesis, and goal(s) of the study.  Cite previous research where applicable.  Specific jargon should be avoided or explicitly explained.
	


6.  RESEARCH RESULTS:  What will you do with the results of the study (e.g. publish, present publicly at a conference/presentation, archive data for a future project, etc.)?  Contact the IRB Administrator first if the project is only for internal program evaluation or if the results will not be shared outside of the classroom.
	


7. Participant POPULATION: 
a.
Indicate which, if any, of the following groups will be research participants (check all that apply):
	
	Minors (under 18)
	
	Pregnant Women
	
	Terminally Ill

	
	Students
	
	Institutional Residents
	
	Prisoners

	
	Employees
	
	Mentally/Physically Disabled
	
	Senior Citizens (> 65)

	
	Cognitively Impaired
	
	Non-English Speakers
	
	No Special Groups

	
	Single Subject Populations (e.g., by Gender, Race, Ethnicity, or Religion)

	
	Other (specify): 
	


b. JCU Students or Employees:

Will you recruit students from courses you are teaching?  
	
	Yes
	
	No


If “Yes”, explain why this population is necessary to the study.  Coercion to participate is a significant concern.  Explain how you will ensure you will not know which of your students have consented to participate and which have not until after semester grades are posted.
	


Will you recruit JCU employees?  
	
	Yes
	
	No


If ‘Yes”, explain why this population is necessary to the study.  Describe procedures for protecting employees’ confidentiality.
	


Note: if your research involves campus-wide recruitment of JCU students or employees, institutional approval may also be required.
c.
If other participant groups from the list above are selected, state the rationale for their use.
	


	d. What is the approximate number of participants to be recruited?
	
	


e. How will the participants be recruited?  Check all that apply and attach all applicable recruitment materials.
	
	
	Recruitment Scripts
	
	Cover Letters
	
	Advertisements

	
	
	Recruitment Emails
	
	Flyers
	
	JCU Psych Pool

	
	
	Direct Solicitation
	
	Other   (specify):
	


8. Informed Consent  
See IRB Guidelines on Informed Consent for detailed information on consent and assent forms, the required consent elements, and to view sample consent forms.  Attach copies of all applicable consent materials (e.g., informed consent form, information sheet, SONA study description page for JCU Psych Pool studies, parental consent/child assent forms).
a. Type of Informed Consent (check all that apply):
	(i)
	
	Adult Consent


	(ii)
	Use of Minors (under 18 years of age)

	
	
	Parent/Guardian Consent

	
	
	Child/Minor Assent (Non-readers: Not able to read or not-proficient at reading)

	
	
	Child/Minor Assent (Proficient readers: Can read & understand a simple assent form)


	(iii)
	In certain circumstances, a waiver of informed consent/minor assent may be requested. In this case, participants are not informed or only partially informed about a study. To request that informed consent or assent be waived, indicate category below (check all that apply).

	
	
	Partial Consent/Concealment: Information will initially be withheld from participants

	
	
	Informed consent will not be obtained

	
	
	Parental consent will not be obtained

	
	
	Child/minor assent will not be obtained


Justify why informed consent will not be obtained.  For partial consent, explain why this is necessary for this study and include plans for how and when participants will be debriefed.  If a debriefing statement will not be used, explain why.
	


b. Deception of participants

Deception occurs when participants are deliberately given false information about some aspect of the study.  If your research involves deception, you must provide the following information:

(i) Describe the type of deception being used. 

	


(ii) Why is deception a necessary and unavoidable component of the experimental design?

	


(iii) What alternative procedures were considered that did not involve deception and why were these alternatives rejected?

	


(iv) Describe the significant prospective scientific, educational or applied value of the research.
	

	(v) How will participants be debriefed?
c. Method to obtain informed consent

	(i)
	
	Written Consent/Assent (written signature will be obtained from participants)

	(ii)
	
	No Written Consent/Assent Obtained (a written signature will not be obtained from participants.  Documentation of a signature is waived.) 

	
	
	

	If a waiver of a signature is requested, indicate below how participants will be informed:

	
	
	An Information Sheet will be used. Explain rationale below.

	
	
	

	
	
	

	
	
	Oral Consent will be obtained. Explain rationale below.

	
	
	

	
	
	

	
	
	Electronic Consent (only for researchers using the JCU SONA System)


9.  Data Collection & CONFIDENTIALITY ISSUES
	a. Data collection methods (check all that apply):

	
	
	Questionnaire or Survey
	
	Archival Data

	
	
	Web or Internet 
	
	Intervention

	
	
	Interview
	
	Focus Groups

	
	
	Observation
	
	Testing/Evaluation

	
	
	Video or Audio Taping
	
	Instruction/Curriculum

	
	
	Computer Collected Task Data
	
	Physical Tasks

	
	
	Other:
	

	
	
	
	
	

	b. Will the data be collected anonymously (i.e., so that no one, not even the researchers, can determine who participated?  See the IRB Privacy page for an explanation of anonymity vs. confidentiality.  


	
	Yes
	
	No


c. If you answered NO to 9.b., describe procedures for keeping data confidential and secure (i.e., for ensuring that even though the researchers can determine which participant provided which data, no third party could gain access to the data and determine who provided it).  Be sure to explain how the data will be stored both during the data collection process and after the study is conducted since this will affect the confidentiality of the data.  
	


10. Methodology: Describe in detail how the research will be practically conducted step by step.  Be sure to address (1) how participants will be identified and the process of contacting, selecting and excluding participants; (2) how informed consent will be handled; and (3) how data will be collected, including how data instruments, if used, will be distributed and collected, and the location where the study will take place.  
	


11.
Risk Factors: Does your study involve any of the following elements?
	
	Coercion or undue influence
	
	Yes
	
	No

	
	Procedures that might cause mental discomfort
	
	Yes  
	
	No

	
	Collection of information that, if disclosed, could be embarrassing or harmful to participant’s reputation, employability, financial standing, or insurability, or place the participant at risk for criminal/civil liability
	
	Yes  
	
	No

	
	Procedures that might cause physical harm to participants
	
	Yes
	
	No

	
	Biomedical procedures, including the use of drugs
	
	Yes
	
	No

	
	Participants will be audio or video recorded, or photographed
	
	Yes
	
	No


a.
Describe any other potential risks to participants besides those above.  You should consider potential physical, psychological, social, legal or other risks.  
	


b. For all potential risks, assess the likelihood of their occurring and their seriousness, even if you think these risks will be avoided.  
	


c. Describe the procedures you will use to mitigate these risks as well as any provisions for ensuring necessary professional intervention in the event of a distressed participant.

	


12. BENEFITS

Describe the anticipated benefits to participants and contributions to general knowledge in the field of inquiry:
	


13. COMPENSATION

If the research participants will be compensated or rewarded, indicate the type and amount of compensation.  If participants are being recruited from JCU classes or the Psych Pool, indicate whether students are receiving course credit (regular or extra credit) and, if so, what alternatives are offered to those students who do not wish to participate in the research.  
	


	14. Submission Material: TWO COMPLETE HARD COPIES OF THE FOLLOWING
The IRB must review copies of all final material presented to participants.  The IRB cannot approve a project without a complete and accurate application and final copies of all supporting materials.  Please indicate below what materials have been attached to this application (check all that apply):


	
	
	Recruitment material (flyer, announcement, oral script, email, letter, etc.)

	

	
	
	Data instruments (surveys, interview questions, tests, web-survey, etc.)

	

	
	
	Informed consent (consent and assent forms, information sheet, oral consent script, psych-pool electronic consent, etc.)

	
	

	

	
	
	Debriefing statement

	

	
	
	Video clips, music CDs, photos, etc.

	

	
	
	Other: (specify)
	


	15. 
Certification Statement

In making this application, I certify that I have read and understood John Carroll University’s policies and procedures governing research with human participants (specifically, those as described in John Carroll University’s Institutional Review Board Policy).  I shall comply with the letter and spirit of those policies and will not undertake the research without IRB approval.  Furthermore, I am aware that certain departments may have their own standards for conducting research, and it is up to me to familiarize myself with them.  I further acknowledge my obligation to: (1) obtain written approval of significant deviations from the originally approved protocol BEFORE making those deviations; and (2) report immediately all adverse effects of the study on the participants to the Chairperson of the Institutional Review Board and the Chairperson or Supervisor of my Department.

Principal Investigator Signature

Date

PI CITI Training Completion Date: 

 Co-Investigators:
a. Name:

Title: 

Signature:

Affiliation:

CITI Training Completion Date:                           
b. Name:

Title:

Signature:

Affiliation:

CITI Training Completion Date: 

c. Name:

Title: 

Signature:

Affiliation:

CITI Training Completion Date:                           



16.  Submission Information

Send one original and one copy of this packet (the application and all pertinent supporting materials) to:

IRB Administrator
John Carroll University

1 John Carroll Blvd, AD 250

University Heights, OH  44118
You will receive an acknowledgment when the application has been processed for review. The submission of handwritten and/or incomplete packets may significantly delay the review process.  Forms and policy guidelines are available at: http://sites.jcu.edu/research/pages/irb/forms/.  
For questions, comments, or assistance in completing the form, contact the IRB Administrator at 216-397-1527 or eparsons@jcu.edu.
rev. 1/15
