INFORMATION AND GUIDELINES FOR PROPOSAL APPROVAL
Instructions

Before you begin
Research which involves the participation of human subjects requires approval or exemption from the Institutional Review Board (IRB) prior to the initiation of the project.   The Code of Federal Regulations defines research as "a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge."  The regulations define human subject as "a living individual about whom an investigator (whether professional or student) conducting research obtains (1) data through intervention or interaction with the individual, or (2) identifiable private information."  These regulations extend to the use of human organs, tissues, and body fluids from individually identifiable human subjects as well as to graphic, written, or recorded information derived from individually identifiable human subjects.

The investigator may not make the determination of the appropriate level of review (exempt, expedited, or full board review).  The Institutional Review Board (IRB) will make the determination of the appropriate level of review.    

Training
All persons affiliated with the university who conduct human subject projects/research requiring IRB review/approval are required to complete the human subjects research training module at https://www.citiprogram.org/.  It is recommended that the CITI human subject training is completed prior to submission of the IRB application and supporting materials.  Certificate of completion should accompany the proposal.  IRB approval will not be granted without documentation of the required training.  

After completing the human subjects research training module, every two years all persons affiliated with the university who continue to conduct human subject projects/research requiring IRB review/approval are required to complete the refresher human subjects research training module at https://www.citiprogram.org/.

How to submit	
Proposals for research projects which will involve human subjects should be submitted to the IRB in care of (email submission is strongly encouraged):

	Institutional Review Board		Phone:  307-766-5322
	Room 308, Old Main		Fax:       307-766-2608
	1000 East University Avenue, Department 3355	email:	IRB@uwyo.edu 
	Laramie, WY  82071

Proposals should be submitted using the form below in hard copy typed on letter size white paper or electronic format e-mailed to IRB@uwyo.edu.  Electronic submission via email is encouraged.  Proposals submitted electronically should be done as a single Word or PDF file.  Supplementary application materials should be contained within the single document as individual appendices (clearly labeled).  Please include page numbers at the bottom of the form. Following these recommendations will facilitate efficient electronic review and will limit the number of applications deferred to later meetings. 
 
PROPOSALS MUST BE WRITTEN IN TERMS WHICH CAN BE CLEARLY UNDERSTOOD BY REVIEWERS.  The IRB is comprised of community professionals and university scientists.  Reviewers, however, may not be specialists, or even familiar, with the area of study described in the proposal.

Timeframe
Proposals may be submitted for review at any time.  Processing of complete applications for exempt or expedited review is estimated to take ten working days, but may be longer due to application volume. Processing time may increase if the application is incomplete, or the pre-reviewer or staff must seek additional information to complete the determination.  Proposals which require review by the full board must be submitted to the Office of Research and Economic Development by the proposal due date (three weeks prior to the scheduled meeting).  Board meeting schedules are posted on the IRB web site at http://www.uwyo.edu/Research/Research/human-subjects/IRBmeeting-dates.html.   Even if proposals are received by the proposal due date, they may be deferred to the next scheduled meeting due to application volume.  All attempts are made to limit application deferrals.  Proposals received after the due date will be deferred to the next scheduled meeting.  It is recommended that three months be allowed and planned for completion, review, and approval of projects involving human subjects.

Questions regarding the IRB process of drafting or submitting your IRB proposal?
[bookmark: _GoBack]Visit the Office of Research and Economic Development’s web site: http://www.uwyo.edu/research/compliance/human-subjects/index.html, contact IRB@uwyo.edu, or call (307) 766-5322.
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University of Wyoming IRB Proposal FormInstitutional Review Board
Room 308, Old Main
1000 East University Avenue, Dept. 3355
Laramie, WY 82071

Phone: 307-766-5322
Fax: 307-766-2608
email: irb@uwyo.edu
(Electronic submission via email is encouraged.)


[bookmark: _Toc345316884]1. Responsible Project Investigator, Co-Investigators, & Faculty Supervisor 
[bookmark: _Toc345316885]Responsible Project Investigator:
	Name: 
	Title: 

	Department: 

	Office Address: 

	Phone number: 
	Fax number (if applicable):

	Email address: 

	Is the project funded? Y___  N____
If Y, from where?______________________________ 
If N, have you applied for funding? Y ____ N _____    Where? 



[bookmark: _Toc345316886]Co-Investigators (add more boxes if necessary):
	Name: 
	Title: 

	Department: 

	Office Address: 

	Phone number: 
	Fax number (if applicable):

	Email address: 

	Is the project is funded? Y___  N____
If Y, from where?______________________________ 
If N, have you applied for funding? Y ____ N _____    Where?


[bookmark: _Toc345316887]
Faculty Supervisor (if PI is a student):
	Name: 
	Title: 

	Department: 

	Office Address: 	

	Phone number: 
	Fax number (if applicable):

	Email address: 

	If the principal investigator is a graduate or undergraduate student, submit the Research Supervisor Approval form from the faculty advisor, thesis or dissertation committee chair indicating review and approval of the proposal for submission to the IRB. The IRB will not approve a proposal without the proper Approval form.



2. Title of Study:
	



[bookmark: _Toc345316888]3. Anticipated Project Duration (Please provide start and end dates):
	



[bookmark: _Toc345316889]4. Purpose of Research Project:
	In LAY LANGUAGE, summarize the objectives and significance of the research and provide a short list of references:







[bookmark: _Toc345316890]5.  Description of Potential Participants:
	A. Age-range and gender: 


	B. Describe how the participants will be recruited and/or selected:  


	C. Describe the number of participants expected: 


	D. Will compensation or incentives be provided for participation ? Y____  N_____
IF Y, please describe: 

	E. Description of special classes: 


	F. Criteria for exclusion from participant pool: 




6.  Procedure:
	A. Description of participants' activities: 


	B. What will non-participants do while participants participate? Note: this only applies when research is conducted in the classroom and some students may participate and some may not. 


	C. What will participants be told about the research project?


	D. Will deception be used?  Y ____ N _____

            If Yes, please explain why this is necessary, and how debriefing will occur: 


	E. Estimated time required for participants: 


	F. Where will research take place?  


	G. Method of data collection (check one of the following):  
Qualitative ___  Quantitative___  Mixed Method___


	H. Please describe how and when participants may terminate participation: 


	I. Description of biological samples (examples may include blood or urine): 


	J. Description of equipment to be used on or by participants: 




[bookmark: _Toc345316891]7. Confidentiality Procedures:
	     A. Explain whether or not participants will be identified by name, appearance, or nature of data: 


	B. Are you collecting personal health information? (See the IRB manual at: http://www.uwyo.edu/research/compliance/human-subjects/index.html ).

Yes _________ No _____________

	C. Will the data you collect be anonymous or confidential (check the one that applies)? Note: research is only anonymous if the researcher does not know the identity of the participants and there are no identifiers linking the participant to the research.

            Anonymous______                        Confidential ______


	D. Explain the procedure that will be used to protect privacy and confidentiality: 

	E. How and where will data be stored (may be indefinitely)? 


	F. How long will the data, research summary, and signed consent forms be stored (may be indefinitely)? Note: The regulations require that The PI or project director maintain the signed informed consent forms, assent script/forms (if applicable), and the written research summary, relating to research for at least three years after completion of the research.


	G. Who will have access to the data? 




[bookmark: _Toc345316892]8. Benefits to Participants:
	     A. Describe the indirect research benefits for the participants: 



	     B. Describe the direct research benefits or state there are no direct benefits to the participants (do not include incentives in this section):





[bookmark: _Toc345316893]9. Risks to Participants:
This section should include a detailed description of any reasonably foreseeable risks or discomforts to the participants as a result of each procedure, including discomfort or embarrassment with survey or interview questions, exposure to minor pain, discomfort, injury from invasive medical procedures, or harm from possible side effects of drugs. All projects are deemed to involve some level of risk to participants, however obvious or obscure. Consequently, proposals must state that minimal risk is involved when the proposed research is viewed as involving little or no risk to participants. Risk is minimal where the probability and magnitude of harm or discomfort anticipated in the proposed research are not greater, in and of themselves, than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests. Even when risk is minimal, investigators must still state what the minimal is and why it is minimal (example would be potential for embarrassment or boredom).

	Describe the risks to participants:  








[bookmark: _Toc345316894]10. Description of procedure to obtain informed consent or other information to be provided to participant:

	A. How and when will the participants be approached to obtain consent? 


	B. Who will be responsible for obtaining consent (check the box that applies)?

Project Director ______
Member of Project team _______ (list name or position)
            Other ______ (Please explain, and include name, affiliation, and title)


	C. How will information be relayed to participant (read to, allowed to read, audio-recorded, video-recorded)?


	D. Provide a description of feedback, debriefing, or counseling referral that will be provided if this is relevant to the research:


	E. Explain the procedure that will be used to obtain assent of children, if relevant to the research (See: http://www.uwyo.edu/research/compliance/human-subjects/index.html ): 


	F. If children are involved, who will be responsible for obtaining assent (check the box that applies)?

Project Director ______
Member of Project team _______ (list name or position)
            Other ______ (Please explain, and include name, affiliation, and title)




[bookmark: _Toc345316895]11A. Attach copies of survey instruments, interview questions, tests, and other pertinent documentation that will be used to conduct the research.  Note: Please see the informed consent outline for suggested language for consent forms.
	Attachment Name
	Description

	Attachment 1:
	

	Attachment 2:
	

	Attachment 3:
	

	Attachment 4:
	

	Attachment 5:
	

	Attachment 6:
	

	Attachment 7:
	

	Attachment 8:
	

	Attachment 9:
	

	Attachment 10:
	



11B. If participants will be recruited through an institution such as a school or hospital, or if the research will be conducted at such an institution, provide a letter of agreement/approval to do so from an authorized representative of that institution. The IRB will not approve a proposal without the proper letter(s) of support.

11C. If collaborators and/or students will be helping with the research and those individuals are not listed as co-investigators on the proposal, please provide the names of those individuals in an attachment to the proposal so that human subjects training can be verified. 
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