








         Institu
APPLICATION FOR IRB REVIEW 
Please type information directly into this form, attached any documents, and forward to the Research, Grants & Contracts Office, AC 616, Attn: IRB Administrator. Handwritten packets will be returned.  DO NOT fold, staple or fax.



	Application Type
Check ‘New” to submit a study for the first time, ‘Revise’ to change or modify a currently approved study, or ‘Continue’ to extend or renew a currently approved study. For currently approved studies, enter the IRB number.  
	Choose One:            


	1.   _____ New study         
2.   ​​​_____ Revise current study   IRB # ______________            
3.   _____ Continue current study with no changes   IRB # ______________                  

	
	Complete If applicable:           
	 1.  _____ Funded research project # __________________          
 2.  _____ Teaching  course #_________________________

	Project Start & End Dates
(Note - Research may not begin prior to IRB approval)
	Estimated Start Date ____________   (mm/dd/yy)
	Estimated End Date ______________ (mm/dd/yy)


	PRINCIPAL INVESTIGATOR  (last name, first name)
	Department

	                                                                        
	

	Campus Address (building & room; if none, enter ‘none’)
	Current Email

	
	

	Home Mailing Address (Street, City, State, ZIP)
	Campus Phone (if none, enter home phone)

	
	

	CITI Training completed?  (check one)  
 Attach CITI Completion Certificate
	_____ Yes  _____ No          Note:  Scores of 80% required on all six modules; individual programs may require additional modules.

	Rank (check one)
	 _____  NKU Faculty/Staff         _____  NKU Student           _____  Non-NKU Researcher

	FACULTY ADVISOR (If principal investigator is a student)
	Department
	Campus Phone

	                                                                                                       
	
	                      

	Campus Address (building & room)
	Current Email

	
	

	CITI Training completed?  (check one)  
 Attach CITI Completion Certificate
	_____ Yes  _____ No       Note: scores of 80% required on all six modules; individual programs may require additional modules. 

	Rank (check one)
	 _____  NKU Faculty/Staff         _____  NKU Student           _____  Non-NKU researcher


NOTE: If additional persons (e.g., faculty, staff, students) are involved in recruiting participants, conducting this research, interacting with participants, collecting data, or working with data that are not anonymous, complete needed information on page three. 



Principal Investigator (Researcher) Signature




Date


Faculty Advisor Signature




                

Date

Incomplete packets submitted to the NKU IRB may delay the review process significantly. 
ADDITIONAL RESEARCHERS OR MULTIPLE PRINCIPAL INVESTIGATORS
Complete information below for any persons (e.g., NKU students, faculty, and staff, or other non-NKU personnel) involved in recruiting participants, conducting this research study, interacting with participants, collecting data, or working with data that are not anonymous. If no other persons are involved, leave this section blank. An additional page for more researchers can be found on RGC website. 
	Other Researcher 1 - Name
	Department

	                                                                                                       
	

	Campus Address (building & room; if none, enter home address)
	Current Email

	
	

	CITI Training completed?  (check one)   
Attach CITI Completion Certificate
	_____ Yes  _____ No          Note: Scores of 80% required on all six modules; individual programs may require additional modules

	Rank (check one)
	 _____  NKU Faculty/Staff         _____  NKU Student           _____  Non-NKU researcher


	Other Researcher 2 - Name
	Department

	                                                                                                    
	

	Campus Address (building & room; if none, enter home address)
	Current Email

	
	

	CITI Training completed?  (check one)   
Attach CITI Completion Certificate
	_____ Yes  _____ No       Note: Scores of 80% required on all six modules; individual programs may require additional modules

	Rank (check one)
	 _____  NKU Faculty/Staff         _____  NKU Student           _____  Non-NKU researcher


APPLICATION FOR IRB REVIEW IRB # ________

	PART A
GENERAL PURPOSE OF STUDY
	In nontechnical, lay terms, briefly describe the general reason or purpose for conducting the proposed study.

	


	PART B1
PARTICIPANTS
	Describe desired characteristics and estimated number of the intended participants (be specific).

	

	PART B2 PARTICIPANTS                       
	Are special or vulnerable populations targeted in your study?  (Check boxes for all that apply)

	
	Children under age of 18 years
	
	Newborns
	
	Human fetuses

	
	Pregnant or lactating women
	
	Inpatients
	
	Outpatients

	
	Adults over age 65 years
	
	Adults who have legal guardians
	
	Adults having limited civil freedom

	
	Specific ethnic groups-describe 


	
	Adults who are low income/
economically disadvantaged
	
	Students of NKU-name subject pool if applicable 

	
	Adults who are cognitively impaired/mentally disabled
	
	Other vulnerable participants - describe here


	
	None of the above are targets of the present study

	PART C1 RECRUITING              
	Check all of the following types of recruitment methods that will be used in this study and attach copies of the materials to be used for each.

	
	Announcements on campus or in classes
	
	Letters / Direct Mail 
	
	Email Lists

	
	Notices on bulletin boards
	
	Direct solicitation by phone
	
	Web-based announcements

	
	Direct solicitation in person
	
	Random Calls
	
	Student research pool

	
	Advertisements (newspaper, radio, tv)
	
	Telephone Lists
	
	Other (explain in C2)


	PART C2 RECRUITING
	Explain how each type of recruiting method identified in Part C1 will be used for recruiting. Describe any additional recruiting methods to be used. Attach a copy of each to this document. 

	

	PART C3 RECRUITING
	Who will contact prospective participants?



	

	PART C4 RECRUITING
	How will voluntary participation be ensured?



	

	PART C5 RECRUITING
	Are any researchers linked to the participants (e.g., participants are students, employees, relatives, or patients of the investigators?) If so, please describe.

	

	PART C6 RECRUITING
	List specific institutions, agencies, or organizations that will provide access to its members (e.g., students, employees, patients) for the purpose of data collection. Provide an original signed statement on letterhead from each granting you permission to collect this data.

	

	PART C7 RECRUITING
	List specific institutions, agencies, or organizations that will provide access to existing records for the purpose of extracting data.  Provide a signed statement on letterhead from each granting you permission to collect this data. 



	


PART D - INFORMED CONSENT

The NKU IRB requires that all studies include an informed consent statement.  

For studies collecting anonymous data - that is, when a participant provides no name and no demographic information that would allow the participant to be identified by someone familiar with the participant - a participant’s signature is not necessary, but an informed consent statement describing the study is needed and must include the elements described in Part D1. In this instance, voluntary participation may be inferred from completion of the anonymous survey. Anonymous chart reviews may omit informed consent.   
For studies collecting identifiable data – that is, when a participant provides a name or sufficient demographic information that would allow the participant to be identified by someone familiar with the participant– federal regulations require that a document signed by the participant (or a participant’s authorized representative) be obtained from the participant to indicate informed consent. A line for the participant’s signature and date must be added. For web-based studies, add a box to be checked by the participant at the end of the consent form to indicate agreement to participate. 

In both instances, the language in the consent statement must be understandable to the participant or the participant’s legally authorized representative, and contain the following elements:  (Check items that appear in your consent form)
	PART D1 
INFORMED CONSENT
	Check all items that appear in your consent form

	
	1.  State that the study involves research. 
	
	6.  Describe the potential benefits to the subject. 


	
	2.  Explain the purposes of the research. 
	
	7.  Explain how data confidentiality will be maintained (storage and retention).

	
	3.  Estimate the expected length of time needed to participate. 
	
	8.  Identify whom to ask questions about the study (researcher and advisor email and phone number). 

	
	4.  Describe the procedures to be followed. 
	
	9. Identify whom to contact with questions about participant rights (name, email, phone of IRB Chair). IRB Chair (Philip J. Moberg, Ph.D., Chair, NKU Institutional Review Board, 859-572-1913, mobergp1@nku.edu). 

	
	5.  Describe any reasonably foreseeable risks.
	
	10. State that (a) participating is voluntary, (b) refusing to participate involves no penalty, and (3) one may stop participating at any time without penalty or loss of benefits. 


	PART D2
INFORMED CONSENT
	Describe the procedures for obtaining voluntary informed consent and attach consent documents that contain the required elements 1-10 (above). Describe when and where voluntary consent will be obtained, by whom, and from whom.

	


	PART D3
INFORMED CONSENT
	Describe steps taken to minimize the possibility of coercion or undue influence.

	


PART E – RISK TO PARTICIPANTS

Harm to individuals may occur directly from participating in research or indirectly from breach of confidentiality. The IRB assesses potential harm (risk) and evaluates the steps taken to minimize it. Identifying and addressing each potential risk and explaining how each will be addressed will expedite the review process.
	PART E1 RISK
	On the list below, check potential risks to participants that could result, either from participating in your study or the inadvertent release of identifiable data.

	
	Criminal / legal
	(e.g., admitted law violations, past illegal behaviors or actions, threats to others)

	
	Social status
	(e.g., public embarrassment, loss of reputation, or threat to social respect)

	
	Physical well-being
	(e.g., bodily injury, pain, sickness, physical discomfort, or trauma)

	
	Psychological / emotional
	(e.g., stress, anxiety, depression, anger, emotional reactions, painful memories, etc.)

	
	Economic / employment
	(e.g., impact on conditions of employment, work assignments, job opportunities)

	
	Privacy / dignity / self-respect
	(e.g., control of confidential information, control of public access, privacy)


	PART E2
RISK
	Describe the potential risks to participants that (1) may occur while engaging in your study, and (2) that may result after engaging in your study.

	

	PART E3
RISK
	What risks are posed to participants if identifiable data are accessed by unauthorized individuals or inadvertently released into the public domain?

	

	PART E4
 STEPS TO REDUCE RISK
	Describe the steps you will take to minimize each risk identified in PARTS E1, E2, and E3. Be sure to address the issues of privacy (an individual’s right to control access to themselves and their information) and confidentiality (how information obtained from individuals will be protected).

	


	PART F1

PROCEDURES
	Using lay language, describe the activities participants will be asked to perform and where the research will occur. For school-based research where class time is used, also describe in detail the alternate activities planned for minors who do not consent to participate and explain where participants and nonparticipants will be located during the research activities.

	

	PART F2

PROCEDURES
	Describe the duration of an individual’s participation (e.g., hours, days, weeks), and the total commitment of participant time and effort to the study.

	


	PART G
MEASURES
	List and describe all questionnaires, surveys, interviews, measures, or other instruments to be completed by participants, whether administered in printed, digital, or oral format. Attach complete, labeled copies of each (including translations if applicable) to this application. For qualitative research involving open-ended interviews, describe the focus of the interview and provide examples indicating the range of questions to be asked.

	


	PART H1
DATA COLLECTION
	Check any of the following that will be used.

	
	Audio tapes
	
	Digital voice recording

	
	Video tapes
	
	Digital video recording

	
	Still photographs
	
	Other imaging (explain)


	PART H2

DATA SECURITY
	Describe how, where, and for how long the data will be kept so that they will remain confidential.

	


	PART H3

DATA ANONYMITY
	If anonymous (nonidentifiable) data will be collected, provide details explaining how investigators will not be able to trace responses to participants.

	

	PART H4
DATA CONFIDENTIALITY
	If identifiable data will be collected digitally via email, databases, web interfaces, computer servers, and other networked sources, explain how confidentiality of data will be maintained. 

	


	PART I1
BENEFITS
	How will the participants benefit directly from participating in this study? (e.g., incentives, cash payments, coupons, extra points, knowledge gained, tangible goods, etc.)

	

	PART I2
BENEFITS
	How will this study benefit the scientific community and society in general? 

	


	PART J1
DISSEMINATION OF RESULTS
	Will you present or report the results of this study only on the campus of Northern Kentucky University (e.g., to a class, department, or organizational unit; celebration of Research and Creativity; other)? If yes, please explain. 

	


	PART J2
DISSEMINATION OF RESULTS
	Do you hope to share the results of this study in an off-campus venue or to an off-campus audience (e.g., journal article, thesis submitted to UMI, Proquest, academic paper, conference presentation, report to organization, summary to profession, or to groups that visit the NKU campus?)  If yes, please explain. 

	


For IRB Committee Use Only


IRB # ______________________________


Date Received ______________________


Date Posted ________________________ Alternate institution IRB # _____________








Northern Kentucky University�Institutional Review Board (IRB) for the Protection of Human Subjects�IRB Administrator, AC 616, 859-572-5168


� HYPERLINK "mailto:irb@nku.edu" �irb@nku.edu�











IRB Administrative Use ONLY 


Approval Status/Campus Level Review - This Protocol for the use of human subject(s) has been reviewed by the Northern Kentucky University Institutional Review Board.


_____Exempt Review	_____Expedited Review 	     _____Full Review 	_____NOT Approved





NKU IRB Member / Chairperson:  _________________________________________        	Date:  ______________________  





							  Date 








Principal Investigator & Faculty Advisor Assurance


The original signature of the principal investigator (and faculty advisor if applicable) is required before this application can be processed. Scanned and faxed signatures, signature stamps and proxy signatures are not accepted.  


I certify that: 


The information provided in this application, and all attachments, is complete and correct.


I have ultimate responsibility for protecting the rights and welfare of human subjects, the conduct of this study, and the ethical actions of subjects when participating in this research. 


I will obtain informed consent or assent from all human subjects as required.


I will make no change to the human subjects protocol or consent form(s) without approval by the NKU IRB.


I have completed the CITI Educational training required to conduct this project. (Scores of 80% required on each module)


I will report unanticipated problems, adverse effects, and new information that may affect the risk-benefit assessment to the NKU IRB office (859-572-5168).


The proposed research has not yet begun, is not currently underway, and will not begin until IRB approval has been obtained.

















PROJECT TITLE:  ____________________________________________________________________________


__________________________________________________________________________________________
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