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Institutional Review Board
Office of Research Integrity
301 Wetherby Administration Building
270-745-3360



APPLICATION FOR INITIAL APPROVAL OF INVESTIGATIONS
INVOLVING THE USE OF HUMAN SUBJECTS

The human subject’s application must stand alone.  This form is documentation of the formal design or plan of research activity submitted to the Western Kentucky University Institutional Review Board. This application is only for initial approvals of new projects. The Renewal Application, Continuing Review, and Amendment Forms can be found at WKU Human Subjects Forms. All documents must be submitted through IRBNet.org for review.  Additional information on the process and IRB policies can be found at  https://www.wku.edu/compliance/. Unauthorized use of the WKU IRB approval stamp by anyone other than a WKU IRB Compliance Officer will be cause for suspension of ALL new WKU IRB approvals for a period of up to 2 years for the offending researcher(s).

1. Title of Project: Click or tap here to enter text.

2. [bookmark: _Hlk232494356]Principal Investigator's Name: Click or tap here to enter text.
	Email Address: Click or tap here to enter text.
	Phone: Click or tap here to enter text.
Mailing Address: Click or tap here to enter text.
	Department: Click or tap here to enter text.
Completion dates of required CITI Program Trainings Below: Found at www.citiprogram.org  
a) Social/Behavioral Research Course (human subjects)
Date of Completion:  Click or tap to enter a date. 
b) Social and Behavioral Responsible Conduct of Research Course (RCR)
      		Date of Completion:  Click or tap to enter a date. 


3. Co-Investigator: Click or tap here to enter text.
	Email Address: Click or tap here to enter text.
	Phone: Click or tap here to enter text.
Mailing Address: Click or tap here to enter text.
	Department: Click or tap here to enter text.
Completion dates of required CITI Program Trainings Below: Found at www.citiprogram.org  
a) Social/Behavioral Research Course (human subjects)
Date of Completion:  Click or tap to enter a date. 
b) Social and Behavioral Responsible Conduct of Research Course (RCR)
      		Date of Completion:  Click or tap to enter a date. 

4. Please list all key personnel. This includes any students, staff, or faculty that will be involved with the research, including but not limited to: collecting data, running focus groups, analyzing data, and interacting with participants. 
Note: Key personnel who join the project after approval of the Initial IRB Application should be added immediately by submitting an Amendment Form. 

Name: Click or tap here to enter text.
Email Address: Click or tap here to enter text.
Completion dates of required CITI Program Trainings Below: Found at www.citiprogram.org  
a) Social/Behavioral Research Course (human subjects)
Date of Completion:  Click or tap to enter a date. 
b) Social and Behavioral Responsible Conduct of Research Course (RCR)
      		Date of Completion:  Click or tap to enter a date. 

Name: Click or tap here to enter text.
Email Address: Click or tap here to enter text.
Completion dates of required CITI Program Trainings Below: Found at www.citiprogram.org  
a) Social/Behavioral Research Course (human subjects)
Date of Completion:  Click or tap to enter a date. 
b) Social and Behavioral Responsible Conduct of Research Course (RCR)
      		Date of Completion:  Click or tap to enter a date. 



5. [bookmark: _Hlk232494537]If you are a student, provide the following information:
	Faculty Sponsor: Click or tap here to enter text.
Department: Click or tap here to enter text.
Phone: Click or tap here to enter text.
Email Address: Click or tap here to enter text.
	Faculty Mailing Address: Click or tap here to enter text.
Completion of the CITI Program Trainings Below: Found at www.citiprogram.org  
a) Social/Behavioral Research Course (human subjects)- REQUIRED
Date of Completion:  Click or tap to enter a date. 
b) Social and Behavioral Responsible Conduct of Research Course (RCR)- REQUIRED
     		Date of Completion:  Click or tap to enter a date. 

Student Permanent Address (where you can be reached 12 months from now):  
	Click or tap here to enter text.
	
Is this your capstone, thesis, or dissertation research?     	☐ Yes or ☐ No


6. Project Period:     Start:    upon IRB approval             End:  Click or tap to enter a date.
								       month, day, year
	Note:  Your project period will not start until after the IRB has given final approval.

7. Do you or any other person responsible for the design, conduct, or reporting of this research have an economic interest in, or act as an officer or a director of, any outside entity whose financial interests would reasonably appear to be affected by the research?  
	☐ Yes or ☐ No

If "yes," please include a statement below that may be considered by the Institutional Conflict of Interest Committee:  

8. Do you have internal or external funding to support this project? ☐ Yes or ☐ No
a. Sponsor or Funding Source Name: Click or tap here to enter text.
b. SPIRIT number if applicable: Click or tap here to enter text.
c. Project Period: Click or tap here to enter text.
d. Funding Status 	Awarded ☐	Pending ☐
If you answered “Yes” to Question 8, please submit your budget with this application.

9. Are you providing any participant incentives? ☐ Yes or ☐ No
a. How will incentives be funded? Click or tap here to enter text.
b. What/how much will participants be provided? Click or tap here to enter text.
c. Add a description of how and when incentives will be provided: Click or tap here to enter text.
All Participant incentives MUST be approved prior to data collection and incentive distribution. Changes must be approved prior to participant recruitment. NO EXCEPTIONS. If changes in participant incentives occur prior to recruitment, please submit an Amendment Form detailing he change in funding or incentives. 

10. Human Subjects: 
a) Does the study involve human participants?			 			☐ Yes or ☐ No
b) Are the participants prospectively assigned to an intervention? 			☐ Yes or ☐ No
c) Is the study designed to evaluate the effect of the intervention on the participants?     	☐ Yes or ☐ No
d)Is the effect that will be evaluated a health-related biomedical or behavioral outcome? ☐ Yes or ☐ No
If conducting Medical Research- please review the thresholds that will require review by Biomedical IRB in association with a SMART IRB Participating Institution (such as the University of Kentucky Medical School or The Medical Center of Bowling Green, KY). Please refer to categories 1-4 https://www.hhs.gov/ohrp/regulations-and-policy/guidance/categories-of-research-expedited-review-procedure-1998/index.html 

11. Does this project SOLELY involve analysis of an existing database?  ☐ Yes or ☐ No
If yes, please provide the complete URLs for all databases that are relevant to this application, then complete Section A and the signature portion of the application, and forward the application to the Office of Research Integrity through IRBNet.org. 	Click or tap here to enter text.

If the database is not available in an electronic format readily available on the internet, please provide evidence that the data were collected using procedures that were reviewed and approved by an Institutional Review Board, then complete Section A and the signature portion of the application, and forward the application to the Office of Research Integrity through IRBNet.org.


12. Is there a plan to publish or present the findings from the research outside the department or university?			☐ Yes or ☐ No
[bookmark: _Hlk230244306]Any changes to the protocol after the approval process will require the use of the Amendment Form. This document is found in IRBNet.org Forms & Templates or on the WKU Office of Research Integrity Website. 


I.	PROPOSED RESEARCH PROJECT

A.	Summary: Provide a brief summary of the proposed research.  Include major hypotheses or research questions and research design. (Describe in layman’s terms to allow for interdisciplinary review)








B.	Selection Criteria: Please complete all questions within this section in detail for review. This should be comprehensive of all recruitment and participant criteria. 
	
1. Please check whether any potential participants are within the following categories:
  Under 18 years of age, pregnant, prisoners, or fetuses/neonates                            ☐ Yes or ☐ No	
  Cognitively impaired, economically, educationally, or medically disadvantaged  ☐ Yes or ☐ No
  Unable to speak, read, or understand the English language?                                   ☐ Yes or ☐ No

If you are a student and mark “Yes” to any question in B.1. above, your Faculty Advisor must serve as the Lead Investigator and submit the project on your behalf. You will be listed as a coinvestigator. 

2. How many participants do you anticipate recruiting?


3. How will you recruit participants?


4. How will you contact potential participants? Include a recruitment script for any initial or follow-up contact with participants for recruitment.


5. Inclusion Criteria


6. Exclusion Criteria


7. Describe any potential conflict of interests or problems of undue influence:




[bookmark: _Hlk230244334]C.	Informed consent: Describe the consent process and upload all consent documents in IRBNet separately. (Formatted template can be found on Forms and Templates in IRBNet or on the WKU ORI website. Use the provided consent template when creating your consent document. Any consent document not using the template will not be accepted.)








D.	Procedures: Provide a step-by-step description of each procedure, including the frequency, duration, and location of each procedure. This includes, but is not limited to, consent procedure, data collection procedure, any follow up with participants, and incentive distribution. 











E.	Confidentiality: How will confidentiality of the data be maintained? Please describe where data will be kept, how it will be securely filed, and how sensitive participant data will be protected and remain confidential. (Note: Data must be stored securely for a minimum of three years. If a student is listed as the PI, all data collected must be maintained by a faculty advisor.)









F.	Anticipated Risks: Describe all known and anticipated risks to the participant, including side effects, risks of placebo, risks of normal treatment delay, etc. Describe how any potential conflict of interest or problem of undue influence that may be encountered through the protocol will be handled.








G.	Anticipated Benefits: Describe the anticipated benefits/incentives to participants, and the importance of the knowledge that may reasonably be expected to result. All Participant incentives MUST be approved prior to data collection and incentive distribution. Changes must be approved prior to participant recruitment into the study. NO EXCEPTIONS.








H.	References: List of references (if applicable):







IRB Project and Forms Tips:
Complete an Informed and/or Implied Consent with this application per your research
[bookmark: _Hlk230244403]Complete a Continuing Review Form for yearly progress and extension of time.
Complete a Renewal Form for 3-year renewal of your IRB approval.
Complete an Amendment form for any changes or additions to your protocol.
Please report any Adverse Events or Unanticipated problems using the Adverse Event Form.
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