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Standard Application for Research Review 

University of New Orleans

Institutional Review Board


All research activities involving the use of humans as research subjects at or affiliated with the University of New Orleans must be reviewed and approved by the Committee for the Protection of Human Subjects in Research. This committee serves as the Institutional Review Board (IRB) at the University of New Orleans. Human subjects review serves a dual function of protecting both the research participant and the research investigator by ensuring ethical research design and practice.


Principal investigators are responsible for ensuring that the rights and welfare of human subjects participating in research activities are protected, and that methods used and information provided to gain subject consent are appropriate to the research. The IRB process assists investigators in this responsibility. For this purpose, investigators may not solicit subject participation or begin data collection until they have received written approval. The following application is designed to assist you in providing all of the necessary information to the IRB about your study. 

Submissions must be accompanied by a certificate of completion of the necessary modules of the Collaborative Institutional Training Initiative (CITI) for IRB research. This is an online tutorial that may be taken at any time and can take up to a few hours to complete.  Upon successful completion, your certificate will be available for download. To access the tutorial go to Human Subject Training. Principal investigators must be faculty members at the UNO. Graduate student investigators should be listed as a Co-Investigators. All new investigators must complete this tutorial.

The University of New Orleans IRB reviews all requests to conduct research involving human subjects. In completing the application, be advised that the persons reviewing the research may be unfamiliar with the field of study involved. Present the typewritten request in non-technical terms. Investigators are responsible for providing information about research procedures that most likely entail risk to the research participants.  In addition to completing the proposal, any supporting material (e.g., measures) must be included. Use the checklist as a guide for what to include. 


Please provide each answer directly under each question. If a question does not apply to your research, enter a response of N/A or “Does not apply.” This application is designed to collect pertinent information for an expeditious human subjects review. 


Please email a copy of the complete application and all attachments to Dr. Roberto Refinetti (rrefinet@uno.edu) and the UNO IRB (unoirb@uno.edu).  If all co-investigators are cc’d on the submission email, signatures are not required (the cc will serve as an electronic signature). You may also mail one hard copy of the complete application, including all signatures and all consent forms on letterhead, to the address below:

Dr. Roberto Refinetti 
Institutional Review Board

University of New Orleans
Department of Psychology
Geology-Psychology Building, Room 2076
New Orleans, LA  70148

	For office use only

	Protocol No
	

	Date received:
	


APPLICATION FOR CONDUCTING RESEARCH 

INVOLVING HUMAN SUBJECTS

A. FACE PAGE

	PROTOCOL TITLE:

     


	ALTERNATE TITLE:

     


	TYPE OF REVIEW:      FORMCHECKBOX 
 NEW      FORMCHECKBOX 
 RENEWAL

                                                               If renewal, are there substantive changes?  Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 


	Principal Investigator:

     
New investigator:  FORMCHECKBOX 

	Department:

     
	University Affiliation:

 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT Professor
 FORMCHECKBOX 
Associate Professor
 FORMCHECKBOX 
Assistant Professor
 FORMCHECKBOX 
Instructor
 FORMCHECKBOX 
Other:       

(Graduate students cannot serve as PI)

	Campus Address:

     
	Phone:

     
	

	
	Preferred e-mail:

     
	

	

	Co-Investigator:

     
New investigator:  FORMCHECKBOX 

	Department:

     
	University Affiliation:

 FORMCHECKBOX 
Faculty
 FORMCHECKBOX 
Staff 
 FORMCHECKBOX 
Graduate Student
 FORMCHECKBOX 
Undergraduate Student

 FORMCHECKBOX 
Other:      


	Campus Address:

     
	Phone:

     
	

	
	Preferred e-mail:

     

	

	

	Co-Investigator:

     
New investigator:  FORMCHECKBOX 

	Department:


	University Affiliation:

 FORMCHECKBOX 
Faculty
 FORMCHECKBOX 
Staff 
 FORMCHECKBOX 
Graduate Student
 FORMCHECKBOX 
Undergraduate Student

 FORMCHECKBOX 
Other:      


	Campus Address:

     
	Phone:

     
	

	
	Preferred e-mail:

     
	


Note: New investigators must submit a copy of their human subjects certification

	B. Project Description

	1. Provide an abstract of your project (do not exceed 250 words). 

     
2. Provide a brief description of the background, purpose, and design of your research. Avoid using technical terms and jargon. Be sure to list all of the means you will use to collect data (e.g., instruments measures, tests, questionnaires, surveys, interview schedules, focus group questions, observations). Provide a short description of the tests, instruments, or measures and attach copies of all instruments and questionnaires for review.  Descriptions should be at least 1 page and include citations. 
     



	C. Data Collection

	1. Total number of participants that you plan to include/enroll in your study:
	     

	2. Age range of participants you plan to include / enroll in your study. 
	     
	to
	     

	3. Will you recruit participants from any of the following groups? (check all that apply)

	 FORMCHECKBOX 
  
	Minors (persons under the age of 18)

	 FORMCHECKBOX 

	Cognitively or psychologically impaired individuals 

	 FORMCHECKBOX 

	Prisoners or parolees

	 FORMCHECKBOX 

	Specific medical population:      

	 FORMCHECKBOX 

	Elderly

	 FORMCHECKBOX 

	Pregnant women

	 FORMCHECKBOX 

	Minority populations

	 FORMCHECKBOX 

	UNO students/employees 

	If you checked any of the boxes in #3, describe how you will provide the special protections to which these participants may be entitled under federal regulations. (See a description of special considerations at: https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html). 

     

	4. Will the recruitment of participants and/or data collection involve any of the following?:

	 FORMCHECKBOX 

	Audiotapes, videotapes, photographs

	 FORMCHECKBOX 

	Electronic communications (e.g., e-mail, internet)

	 FORMCHECKBOX 

	Archival data that is not publicly available.

	 FORMCHECKBOX 

	Focus group

	If you checked any of the boxes in #4, describe how the media will be used (e.g., coded and then destroyed, kept for possible publication or broadcast, etc.). 

     

	5. Does the proposed research require that you deceive participants in any way?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	If yes, describe the type of deception you will use, why deception is necessary, and provide a copy of the debriefing script. 

     

	6. Describe how you will recruit participants and inform them about their role in the study. Please attach copies of advertisements, flyers, website postings, recruitment letters, oral or written scripts, or other materials used for this purpose. 

     
7. Project Start Date: __     _______________   Project End Date: __     ________________

* Projects lasting more than 12 months must receive continuation approval before the end of the project.


	D. Funding Source

	1. Have you received any source of funding for the proposed research (federal, state, private, corporate, or religious organization support)?     FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	2. Is this project currently consideration for funding (e.g., under review)?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	If your response is “yes” to either 1 or 2, please indicate any source(s) of funding for the proposed research (e.g., NIH, NSF, departmental funds, private foundations or corporations).

	     

	3. Do you or the funding source(s) have any potential for financial or professional benefit from the outcome of this study?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 

	If yes, please explain.

     


	E. Risks to Participants

	1. Consider to both the actual and potential risks to the participants that could reasonably be expected to occur during the course of the study. Check all that apply. 

	 FORMCHECKBOX 

	Disclosure of the participants’ responses may place the participant at risk of criminal or civil liability.

	 FORMCHECKBOX 

	Disclosure of the participants’ responses may be damaging to their financial standing, employability, or reputation. 

	 FORMCHECKBOX 

	Participants may encounter physical risk.

	 FORMCHECKBOX 

	Participants may be subjected to stress beyond that ordinarily encountered in daily life.

	 FORMCHECKBOX 

	Participants may be asked to disclose information that they might consider personal or sensitive.

	 FORMCHECKBOX 

	Participants may be asked to reveal personal information that cannot be anonymous and/or there may be a limit to the confidentiality that can be guaranteed due to particular circumstances or procedures used in the study (e.g., focus group or surveys submitted via email). 

	 FORMCHECKBOX 

	Participants may be presented with materials that they may consider offensive, threatening, or degrading or they may encounter other forms of psychological or social risk.

	 FORMCHECKBOX 

	An individual’s participation will be reported to an instructor so that the individual can receive research or extra credit. 

	 FORMCHECKBOX 

	As a result of this research, a permanent record will be created that will contain information (identifiers) that could reveal a participant’s identity

	If you checked any of these risks, discuss the risk below. Describe the steps you will take to minimize risk to the participant. 

     


	F. Informed Consent

	1. Describe the procedures you will use to obtain and document informed consent and/or assent. 
     

	  2. Attach copies of the forms that you will use. The UNO Human Subjects website has additional information on sample forms and letters for obtaining informed consent. (in the case of secondary data, please attach original informed consent or describe below why it has not been included.) Fully justify any request for a waiver of written consent or parental consent for minors. All consent forms must be on current UNO letterhead and contain the 8 elements of consent: Informed Consent. 


	G. Data Use

	1. How will these data be use? Check all that apply. 



	 FORMCHECKBOX 

	Dissertation
	 FORMCHECKBOX 

	Publication/journal article

	 FORMCHECKBOX 

	Thesis
	 FORMCHECKBOX 

	Results released to participants/parents

	 FORMCHECKBOX 

	Undergraduate honors thesis
	 FORMCHECKBOX 

	Results released to employer/school

	 FORMCHECKBOX 

	Conference/presentations
	 FORMCHECKBOX 

	Results released to agency/organization

	 FORMCHECKBOX 

	Other:
	     

	2. Describe the steps you will take to ensure the confidentiality of the participants and data. Indicate how you will safeguard data that includes identifying or potentially identifying information (e.g., coding). Indicate when identifiers will be separated or removed from the data. Also, indicate where and how you will store the data and how long you plan to retain it. Describe how you will dispose of it (e.g., erasing tapes; shredding data). Be sure to include all types of data collected (e.g., audiotape, videotape, and questionnaire/survey).

     


	Signature Page

	Protocol Title:

     


	H.  Principal Investigator’s Assurance

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

I understand that as Principal Investigator, I have ultimate responsibility for the conduct of the study, the ethical performance of the project, the protection of the rights and welfare of human subjects, and strict adherence to any stipulations imposed by the IRB.

I agree to comply with all UNO policies and procedures, as well as with all applicable federal, state, and local laws regarding the protection of human subjects in research, including, but not limited to, the following:

· performing the project by qualified personnel according to the approved protocol,

· implementing no changes in the approved protocol or consent form without prior UNO IRB approval (except in an emergency, if necessary to safeguard the well-being of human subjects),

· obtaining the legally effective informed consent from human subjects or their legally responsible representative, and using only the currently approved, stamped consent form with human subjects,

· promptly reporting significant or untoward adverse effects to the UNO IRB in writing within 5 working days of occurrence.

If I will be unavailable to direct this research personally, as when on sabbatical leave or vacation, I will arrange for a co-investigator to assume direct responsibility in my absence.  Either this person is named as a co-investigator in this application, or I will advise UNO IRB by letter, in advance of such arrangements.

I also agree and understand that informed consent/assent records of the participants must be kept for at least three (3) years after the completion of the research. 

	Principal Investigator Name:
     
	

	Electronic Signature (confirmed when CC’ed on submission e-mail):      
	Date:

     

	Co-Principal Investigator Name: 
     
	

	Electronic Signature (confirmed when CC’ed on submission e-mail):      
	Date:

     

	Co-Principal Investigator Name: 
     
	

	Electronic Signature (confirmed when CC’ed on submission e-mail):      
	Date:

     


	I. Application Checklist

	This page is provided to assist you with completing your application. 

Do not include this page with your application!

	 FORMCHECKBOX 

	A. Face Page. Fill in the contact information for all investigators. This information will serve as the official roster of investigators for your protocol. If there are more than 3 investigators, submit two copies of this page and include the protocol title and the Principal investigator on each copy

	 FORMCHECKBOX 

	B. Project Description. A brief description of the purpose, background, and methodological design of the study.

 FORMCHECKBOX 
Estimate how much time that will be requested of each participant. 

 FORMCHECKBOX 
Describe inclusion and exclusion criteria for subjects.

 FORMCHECKBOX 
Describe instances in which confidentiality is broken. 

	 FORMCHECKBOX 

	C. Data Collection. A description of the setting or location(s) of where the research will be conducted. If applicable, attach letters of support or agreement showing permission to conduct research at this location. 

	 FORMCHECKBOX 

	D. Funding Source. Describe any potential financial or professional interest by a funding source in the outcome of the research

	 FORMCHECKBOX 

	E. Risks to Participants. 

 FORMCHECKBOX 
Describe any potential benefits for participating (including incentives of any type).  

 FORMCHECKBOX 
Describe steps to be taken if the participant becomes upset or distressed as a result off their participation. 
 FORMCHECKBOX 
Describe any potential risks to the participants by being involved in this research. Keep in mind that no study is risk free. 

	 FORMCHECKBOX 

	F. Informed Consent. Forms that will be used to document informed consent and assent. Required unless a waiver of written consent is being requested. a copy of your informed consent form 

	 FORMCHECKBOX 

	G. Principal Investigator’s Assurance. Submission via e-mail serves as an electronic signature of the PI’s assurance.

	 FORMCHECKBOX 

	Copies of advertisements, recruitment letter(s), telephone scripts, instructions to participants.

	 FORMCHECKBOX 

	Debriefing script, if applicable. Required when deception is used. 

	 FORMCHECKBOX 

	Copies of surveys, instruments or measures, questionnaires, interview schedules, focus group questions, screening questions, and/or other materials used to collect data (e.g., interview protocols).

	 FORMCHECKBOX 

	Copy of on-line human subjects certification (new investigators only) 

	Please e-mail a copy of the complete application, excluding signatures, to unorib@uno.edu, and rrefinet@uno.edu.  You must cc all co-investigator when submitting via e-mail.



PAGE  
1
IRB application form version 3 
Approved date: 9/7/2006


[image: image1.png]