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BETHUNE-COOKMAN UNIVERSITY
INSTITUTIONAL REVIEW BOARD (IRB)
APPLICATION FOR APPROVAL OF HUMAN SUBJECTS OR ANIMAL RESEARCH

	IS THIS REQUEST TO RENEW A CURRENTLY APPROVED IRB PROJECT?
	
	

	If YES and there are no changes, complete Sections 1, 2 and 5 of this Application and provide the protocol #
	


Please refer to IRB Application Instructions for assistance completing this form.

Section 1:  Investigator Information	

	Name of Principal Investigator (PI): 
	Your name here

	E-mail: 
	        BCU email             
	
	 Telephone: 
	

	Is PI:             
	

	Department: 
	Department of …

	Faculty Advisor (if PI is a student):
	Must include primary advisor’s name

	Advisor Email:
	 BCU email 
	
	Telephone:
	



	Name of Co-Participant Researcher
	Title and Affiliation
	Contact Information

	List co-participant here, if applicable
	 
	

	
	
	

	
	
	



Section 2:  Project Information
	Title: 
	 Insert title of your project 



Brief Project Summary (50 words max):  Describe your study here. Use complete sentences and proper grammar. 


	Number of subjects:
		Comment by Cecily J. Ball: Approximate the number of survey/interview participants you will invite to participate in your study.  
	
	Project Start Date:
	[Enter Start Date]
	
	Project End Date:
		[Enter End Date]


         
	Date of NIH Certificate of Completion (attach copy of Certificate):
	Click here to enter a date.
	Projects that exceed one year require IRB Review




For NIH Training information go to www.grants.nih.gov/grants/policy/hs/training.htm

Section 3:  Compliance Information
Which of the following will be used in your research?
	Human Subjects (Complete Part 1 next page)
	Care and Use of Vertebrate Animals (Complete Part 2 next page)
	Employer Approval for Research within work environment (Attach Employer Support Form)
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Part 1 Human Subjects:
	Purpose of Research (check all that apply)
	Included in study (check all that apply)

	
              For use in thesis

           ☐   Completion of class project

           ☐   Publication (journal, book, etc.)

           ☐   Poster/presentation to scientific audience

           ☐   Results will not published

           ☐  	Other (Please explain)


	
           	Informed Consent Document (copy must 
           be attached to application)

           ☐   	Greater than minimal risk 

           ☐	Research involving minors

           ☐	Deception

           ☐	Generalizable knowledge (results to be 
            published)

           ☐	Survey research

           ☐	At-risk populations (prisoners, children, 
            pregnant women, etc.)

           ☐	Video or audio tapes

           ☐	Medical procedures including exercise,
           administering drugs/dietary supplements,
           or other procedures 
      




Part 2 Care and Use of Vertebrate Animals:

	Purpose of the use/care of animals
	Included in study  (check all that apply)

	
           ☐	Research

           ☐	Teaching

           ☐	Exhibition

           ☐ 	Display

	
☐ 	Physical intervention with vertebrate 
Animals

☐ 	Housing of vertebrate animals

☐	Euthanasia of vertebrate animals

☐ 	Use of sedation, analgesia, or anesthesia

☐ 	Surgery

☐ 	Farm animals for biomedical research (e.g.
diseases, organs, etc.)

☐ 	Farm animals for agricultural research 
(e.g. food/fiber production, etc.)  

☐ 	Observation of vertebrate animals in their
natural setting  







Section 4:  Proposal Narrative

Please respond to the following requested information as briefly as possible. 

Personnel: 
1.  List any persons who will be assisting in this research beyond the PI and Faculty Advisor; provide their experience, level of involvement in the research, and their level of access to information.

	Name of Co-Participant Researcher
	Level of Involvement in Research
	Level of Access to Information

	List Co-participant name, if any 
	Please state limited/partial/full access
	Please state limited/partial/full access	Comment by Cecily J. Ball: Any co-participant researchers with full access must take the CITI certification, sign the IRB application and submit a copy of the CITI certificate.

	
	
	

	
	
	



Purpose: 
1. Describe in one or two sentences, the purpose of your research.   State the purpose of your research here     


2. What research questions are you trying to answer in this study? The primary research question is:     
Subquestions include: (1) (2) (3)	


3. Clearly indicate how participants and others will benefit from knowledge gained through this research.  How will the new knowledge be helpful?     .


4. Briefly discuss how your current research has helped you frame your research focus and methodology. The Primary Investigator has explored the multiple perspectives in the literature related to this project. The following references support the validity of this Action Research project, the significance of this study and the application of cooperative inquiry. 
[Bullet list 3 – 5 APA references here of studies/articles you have reviewed pertaining to your topic]


Description of Participants:
1. How many participants are in your research?  Include the age range, gender and any special population characteristics. Approximate the number of participants in your research, you will not know the exact number until after you have collected your data.  Are you focusing on a specific age range or gender or any other characteristics?             


2. How will your participants be recruited?  (Please attach copies of any advertisement to be used.) Example: Participants will be emailed a link to an anonymous online survey.  Interview participants will be contacted via email.  If you are using a paper/pencil survey, state that here.       


3. How will the data be collected?  Example:  Data will be collected electronically through web-based surveys and interviews of selected survey participants. If you are using paper/pencil surveys, please state how you will distribute and collect the surveys.  
 


4. How will you protect the identity of your participants? Example: Surveys will remain anonymous. The identities of those who are interviewed will be coded (as in Interview No. 1, No.2, etc.) to preserve confidentiality. The data will be protected through the use of a password protected computer, locked up, the data will be safeguarded through the end of my matriculation, and then destroyed



5. Will identifying information be collected such as Social Security numbers, addresses, names, or other identifying      information?   	

If yes, how will you protect the confidentiality of the participants and their information? 




6. Will you use any inducements to participants such as gifts, money, etc.?      
No inducements will be used. 

 
If yes, please explain.
7. Give justification for the limits that you’ve set on your participant population and indicate how these limits might generally affect the results of your research. 

 Describe the limits you’ve set. 


Methodology (Procedures):
1. Give the specifics of what you will be doing in this research, including:
a. Specific methodology that you will use to gather your data;
b. Kinds of questions you will ask; and,  
c. Any particular behaviors that you will be observing and recording. 
d. Give specific details of any physical procedures you will be performing. 
 A. Anonymous online survey and interviews
 B. Survey and interview questions are attached to this application.
 C. No particular behaviors will be recorded.
 D. No physical procedures will be performed.                



2. Will you be using a survey in your research?              If yes, please attach a copy of any survey and/or interview instruments that you will use. 

3. Will you use advertising regarding your research?      If yes, please provide copies of any advertisements you will use regarding the research. 


Research Involving Minors: 
1. What information will you give to parents/guardians and how will it be provided? Minors will not be included in this research study.


2.  If this research will take place in a school, describe how you will attain the permission of school officials/teachers and parents. Attach your school official and parental consent letters and child assent letter (or processes for children too young to read). Indicate whether your research will take place during the regular school day. This research study will not take place at a school.


Deception:
1. What is the deception and how will the participants be debriefed? No deception will be used in this research study. 


2. What is your rationale for using deception? No deception will be used in this research study.



Medical Procedures: 
1. What medical procedures will be used and what safeguards will be provided? Please describe why it is necessary to use certain medical procedures in this research.
No medical procedures will be used in this research study.

Risk:
a. Is there greater than minimal risk of physical, mental, or any other discomfort to your participants? 
b. What are the risks and what steps will you take to minimize those risks? 
c. Justify the risks by describing specific benefits that may result from this research, at both the participant and societal levels. DO NOT SIMPLY STATE THAT NO RISKS EXIST. (The researcher is responsible for carefully considering how participants might react, even to surveys, and the researcher must adequately address both real and anticipated risks and potential reactions.) 
  No risks are anticipated aside from some anxiety that participants might have when participating in surveys or interviews. Participants will be informed that they are able to withdraw from the study at any time with no penalty or consequence.



Section 5:  Assurance

By signing below, you affirm that the information provided herein is accurate to the best of your knowledge, and that:

· All research performed will be by trained personnel in accordance with the methods outlined in this proposal;
· All personnel will have completed training in research and protection of human subjects;
· Any changes will be communicated to the IRB Chair and approved by the IRB or designated IRB member prior to implementation;
· You understand you may not exceed the approval period without written approval from the IRB;
· You will retain all signed informed consent documents for a minimum of three (3) years from the date the study is concluded; and,
· You will immediately report any serious adverse event regarding this research to the IRB.
 

	Signature of Principal Investigator (PI):
		Comment by Cecily J. Ball: Please make sure that you and your advisor sign this application.  When submitting your application on Redcap - only ADVISORS can submit the application. Students should work on the application and SAVE it, send the return code to your advisor for review - if advisor approves the application and no items are missing, the advisor will electronically sign and SUBMIT the IRB application.  Please do not submit your application multiple times.  
After submitting, if you receive revisions for your IRB, please complete them all and then re-SUBMIT your IRB for a second review.  Please do not resubmit until ALL revisions are made. 
You MUST attach the following to your application in Redcap:
(1) Survey/Interview Questions
(2) Informed Consent
(3) CITI certificate
	
	Date:
	[Enter Date]
	If PI is a Student, Signature of Faculty Advisor:
	
	
	Date:
	[Enter Date]
	Signature of Co-Investigator:
	
	
	Date:
	[Enter Date]
	Signature of Co-Investigator:
	
	
	Date:
	[Enter Date]
	Signature of Co-Investigator:
	
	
	Date:
	[Enter Date]

  The B-CU Institutional Review Board (IRB) is the designated administrative body that meets the definition of this term as set forth in the Department of Health and Human Services Regulations.  The IRB is established in accord with and for the purposes expressed in such regulations or that approves and conducts the periodic review of Research involving Human Subjects performed at the institution associated with the IRB or other parties using the IRB.
 [45 CFR 46.102(g), 21 CFR 56.102(g)]
The 2014-15 B-CU IRB Chair is Dr. Richard Buckelew.
Please submit your completed application and any questions you may have to: bcuirb@cookman.edu. 
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