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IRB Review Form – DNP Program
Prior to completing this form, please review the IRB Handbook – Doctoral Student Edition (available in your Doctoral Community)
DNP Doctoral Candidate Information (please use the name you have on record with USU).
[bookmark: Text1]First Name      
[bookmark: Text2]Last Name      
[bookmark: Text3]USU Email      
[bookmark: Text4]Phone      
DNP Doctoral Chair Information
[bookmark: Text5]First Name      
[bookmark: Text6]Last Name      
[bookmark: Text7]USU Email       	
[bookmark: Dropdown1]Confirm completion of CITI Training. Have you completed the required CITI online training? 
Not sure? View this video: CITI VIDEO LINK 	
If no, stop and view the video and complete your training before proceeding.

[bookmark: Text8]Title of DNP Project
APA recommends that your title be focused and succinct and that it should not contain abbreviations or words that serve no purpose. We recommend 12 words or fewer:      
[bookmark: Text15]In one sentence, state the purpose of your DNP Project      
[bookmark: Text16]List the clinical question(s) your DNP Project will answer      
List the name and address of the organization where your DNP Project is taking place.
[bookmark: Text17]Name      
[bookmark: Text12]Address      
List the person at the organization responsible for approving the implementation of your DNP Project.
[bookmark: Text13][bookmark: Text14]Name      
Title      
[bookmark: Dropdown2]Do you have an Organization Permission Letter signed by this person? 
 If no, stop and obtain this prior to proceeding as you will need to include it with your IRB Review Form submission.


Does your DNP Project require approval from an IRB at the Organization? (refer back to your Organization-Specific Project Permission Document). Select one
[bookmark: Check1]|_| No
[bookmark: Check2]|_| Yes, and I have it (this will be submitted with your IRB Review Form)
[bookmark: Check3]|_| Yes, but I need approval from USU’s IRB to apply (submit documentation that this is required with your IRB Review Form)

PART 1: Screening to determine if activity is human subjects research
This section will determine whether your proposed activity falls into the category “human subjects research.” Read each statement and answer and true or false. If you aren’t sure, reach out to your chair for their guidance. 
	#
	Consideration
	Statements
	True 
	False

	

1
	

Purpose
	
The primary aim of the project is to: Improve the quality of care for a specific group or population during the project implementation, and/or improve practice, procedure, process, and/or operations or efficiencies

	

[bookmark: Check4]|_|
True
	

[bookmark: Check5]|_|
False

	
2
	
Background
	
There is sufficient evidence for, or acceptance of, this mode, approach, or method, based on evidence-based practice or published guidelines/toolkits

	
[bookmark: Check6]|_|
True
	
[bookmark: Check7]|_|
False

	
3
	
Method
	
The implementation of the project is time-limited (for example, 6-to 8-weeks)

	
[bookmark: Check8]|_|
True
	
[bookmark: Check9]|_|
False

	
4
	

Risk
	
The project risks are minimal* and no more than usual care (including the unavoidable minimal risk in implementing any changes made in processes of care)
	

[bookmark: Check10]|_|
True
	

[bookmark: Check11]|_|
False

	
5
	

Data Source
	
The project only involves people (patients, staff, etc.) who are ordinarily seen, cared for, or work in the setting where the activity will take place, and/or uses de-identified records that are available at the organization

	

[bookmark: Check13]|_|
True

	

[bookmark: Check14]|_|
False

	
6
	
Project Design
	My project contains at least one of the following:
· A control group
· Randomization to different groups
	
[bookmark: Check15]|_|
True
	
[bookmark: Check16]|_|
False 

	
7
	
Funding
	
My specific project is funded by an external source or grant
	
[bookmark: Check17]|_|
True
	
[bookmark: Check18]|_|
False



* Minimal risk means that the probability and magnitude of harm or discomfort anticipated 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 (see federal regulations 46.102(i) at https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-A/part-46).

Scoring Directions:
a) [bookmark: Dropdown3]Did you answer FALSE to any of the statements in items #1-5? 	
b) [bookmark: Dropdown4]Did you answer TRUE to item #6?  	
c) [bookmark: Dropdown5]Did you answer TRUE to item or #7?	

If you answered “YES” to any of the above (a-c), your project is considered human subjects research; meet with your chair to discuss next steps.

If you answered “NO” to all three statements (a-c above), your project is not considered human subjects research; however, you are expected to adhere to ethical principles during the implementation of your project. 
· By submitting this document to your chair, you certify that the information provided is complete and accurate.
· Compile the documents listed below in one file and send to your chair for their review and approval:
1. IRB Review Form 
2. Three CITI Training Certificates (not completion reports) 
3. Organization Permission Letter (see IRB Handbook for details about what must appear in this letter) 
4. HIPAA Confidentiality Agreement you completed for the Office of Field Experience
5. If relevant, IRB Approval from the IRB at the organization or documentation that they require review by USU’s IRB prior to their review
· Your Chair will review, and request revisions as needed. When your package is ready to for the IRB, they will submit it on your behalf to the IRB. 
· You must receive a determination letter from the IRB before you begin your project.

Chair: 
· If your candidate answered false to ANY of the statements in items #1-5 and/or answered true to item #6 or #7, contact the Program Director for guidance.
· Once you have reviewed and approve all materials (listed above), submit it here: https://forms.gle/HYweMCMhJxxjZ4cz6 (if clicking on the link does not open the form, double check that you are logged into your USU google account and clear your cache).
· Your candidate must receive a determination letter from the IRB before they begin their project.
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