Form 2: Expedited and Full Review Application and Instructions
Researchers who wish to conduct scientific research involving vulnerable populations with less than minimal risk to participants or any population with greater than minimal risk to participants must complete this form and submit it to the University of Rio Grande Institutional Review Board (IRB). Proposals must be reviewed and approved by the IRB before any contact with research participants can begin.
Electronic submission is required. Completion of this application in the IRB Canvas course is preferred. If you do not have access to the IRB Canvas course, you can complete and submit this fillable Word document with all supporting items from the check-off list inserted as additional pages at the end of this document via email to irb@rio.edu.
The completed application must include the application’s signature page with legible handwritten signatures. No review shall be conducted until a complete application, including all documents, is submitted as a single Word file. For questions, please email irb@rio.edu.
All Investigators must complete the free Human Research Protection Training from the U.S. Department of Health and Human Services (DHHS) before submitting an application. This training is completed online at https://www.hhs.gov/ohrp/education-and-outreach/human-research-protection-training/human-research-protection-foundational-training/index.html (Lessons 1, 2, and 4).

Application Check-off List (Unless noted otherwise, all applicable items must be given to the IRB.)
[bookmark: Check36]|_|	Certificates of Completion of DHHS Human Research Protection Training that are less than 3 years old for all Principal Investigators (If certificates are already on file with the IRB, you need not submit a new copy.)
[bookmark: Check37]|_|	Refer to the Type of Review Flowchart to determine the type of application to complete
[bookmark: Check38]|_|	Consent Form
[bookmark: Check43]|_|	Assent Form, if involving participants who cannot legally give consent to participate (e.g., children under age 18 or individuals with diminished cognitive abilities)
[bookmark: Check39]|_|	Responses to the Research Summary Questions (See page 2 of the application.)
[bookmark: Check40]|_|	Copies of all questions or forms that will be used in data collection
[bookmark: Check41]|_|	Any advertisements for research participant recruitment (if applicable)
[bookmark: Check42]|_|	Completed Expedited and Full Review Application
|_|	Copy of approval letter from an IRB or administrator of other involved institution (if applicable)


Research Summary Questions
Submit your answers on pages that are inserted at the end of this document and titled “Research Summary.” We request that the Research Summary be no longer than 2 pages, double-spaced. Clearly distinguish each question you answer by labeling each response with the appropriate Roman numeral.
I. Provide a short summary of the research question(s) and corresponding hypothesis, if there is one. Please provide a brief literature review of prior studies directly related to the proposed study to explain its need. Be sure to include appropriate in-text citations and accompanying references to support any claims that are made when describing the need for the proposed study.
II. Provide a short summary of the methodology, research design, and procedures. Define all abbreviations the first time that they are used. Include a copy of each data collection tool on pages inserted at the end of this application. Be sure to include appropriate controls and explain anything referred to as “standard practice.”
III. Provide a short summary of the planned data analysis and reporting methodology. Note if there is any risk of a privacy or confidentiality breach in the reported results. 
IV. Explain as specifically as possible the precautions that will be taken to protect participants’ identities and any information they provide during the study. Provide details about how confidential data will be handled and stored throughout and after the project period. Include information about how and where data will be stored, as well as how long it will be stored.
V. Provide an estimated timeline for data collection for this study.


Expedited and Full Review Application
[bookmark: Text1]Title of Research Project:      
	Name(s) of Investigator(s):
	Email address(es):
	Faculty
	Student
	Other

	[bookmark: Text39]     
	[bookmark: Text38]     
	|_|
	|_|
	[bookmark: Check53]|_|

	[bookmark: Text37]     
	[bookmark: Text21]     
	|_|
	|_|
	[bookmark: Check54]|_|

	     
	[bookmark: Text22]     
	|_|
	|_|
	[bookmark: Check55]|_|

	     
	[bookmark: Text23]     
	|_|
	[bookmark: Check51]|_|
	[bookmark: Check56]|_|

	     
	[bookmark: Text24]     
	|_|
	[bookmark: Check52]|_|
	[bookmark: Check57]|_|


*Please place an asterisk by the investigator name(s) whose NIH certificate(s) is/are already on file with the IRB, if the certificate is less than three (3) years old.
The Principal Investigator must be a faculty or staff member of Rio Grande and is required to review the application for completeness before it is submitted.
[bookmark: Text2]Principal Investigator’s Name:      
[bookmark: Text3]PI Phone Number:      
[bookmark: Text4]Department(s)/Division/Agency:      
1) [bookmark: Check49][bookmark: Check50]Based on the “Type of Review” flowchart, I believe my research project only requires an expedited review.	|_| Yes		|_| No
2) [bookmark: Text5]Describe the key demographics (age, SES, ethnicity, geographic locations, gender, etc.) of the sample that you wish to obtain.      
a) [bookmark: Text6]What is the greatest number of participants that will be recruited?      
b) [bookmark: Text7]How will participants be recruited?      
c) Check the type of population(s) listed below that will be included in the study.
[bookmark: Check44]|_|	Children (under the age of 18)
[bookmark: Check45]|_|	Prisoners
[bookmark: Check46]|_|	Participants with diminished cognitive ability
[bookmark: Check47]|_|	Pregnant women and/or fetuses
[bookmark: Check48]|_|	No vulnerable populations will be included
3) [bookmark: Check21][bookmark: Check22]Will participants be remunerated for their participation?	|_| Yes		|_| No
a) [bookmark: Text8]If so, how will participants be remunerated? Please indicate the type of remuneration and the amount. For instance, the participants will be given a $10 Amazon Gift Card for participation, or the participants will receive 3% of their final grade in extra credit in their Introduction course.      
b) [bookmark: Text9]If participants do not complete the study, will partial or full remuneration be given? Please describe how that will be determined.      
4) [bookmark: Text10]What direct benefits (other than remuneration) exist for the participants who participate?      
5) What direct risks could the participants potentially face? Check all that apply.
[bookmark: Check23]|_|	Risk of confidentiality or privacy breaches
[bookmark: Check24]|_|	Risk of coercion by researcher(s)
[bookmark: Check25]|_|	Risk of psychological harm
[bookmark: Check26]|_|	Risk of physical harm
[bookmark: Check27][bookmark: Text11]|_|	Other potential risks:      
a) [bookmark: Text12]Please describe the specific risk(s).      
b) [bookmark: Text13]What measures will be taken to limit or minimize the risks?      
6) [bookmark: Text14]What are the expected benefits of the research to the scientific community or the common good?      
7) [bookmark: Text15]If the methodology requires that participants be deceived about any aspect of the study, please justify the use of deception and describe the debriefing procedures that will be used. Attach a description and/or a script of the debriefing information.      
8) [bookmark: Text16]How will the participants be informed of the risks and benefits of the study?      
a) [bookmark: Text17]How will consent be obtained from the participants (or their legal guardian)?      
b) [bookmark: Text18]If participants who cannot give legal consent are involved, how will assent be obtained from the participants?      


In submitting this form and the corresponding documents, I acknowledge that I have completed Human Research Protection Training and that I understand and will uphold the rights of human participants. I also verify that all information contained in this form and any other corresponding documentation is correct to the best of my knowledge. I understand that I may not have contact with any research participants until the University of Rio Grande IRB approves my project. I also understand that I must file a Modification/Continuation of Research Application (Form 4) if my project requires any modifications and/or my project extends beyond a year from my approval date, and I must file a Final Study Report (Form 5) with all consent forms once the study is complete. All signatures must be legible.

	
Signature of Principal Investigator
	
Signature of Co-Investigator 1
	
Signature of Co-Investigator 2
	
Signature of Co-Investigator 3
	
Signature of Co-Investigator 4
	
Signature of Co-Investigator 5
[bookmark: Text19]     
Date of Submission
[image: Rio Grande logo]For office use only
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Please insert pages here to include your Research Summary, a pasted image of your completed signature page (with handwritten, legible signatures), and all supporting documents from the check-off list, including a pasted image of any signed approval letters from facilities or organizations where data collection will occur.
Please delete these instructions when inserting your additional pages.
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