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This Not Human Subjects Research Proposal Template is intended only for projects that do not meet the criteria of human subject research. 

IRB review is not required when a project does not meet the regulatory definition of human subject research. However, if you plan to publish or present the project results at a conference, the journal or conference organizers may require IRB review. It is recommended to consult with the IRB Office when it’s uncertain whether a project is human subject research. NOTE: The IRB does not provide a determination of not human subject research when the project has already started or is complete.



Creighton University IRB Not Human Subjects Research Proposal

[bookmark: _Hlk219982813]Instructions
Guidance on what should be included is in red. Please submit a proposal in InfoEd that includes all the following sections. All red text should be removed in the proposal submitted to the IRB for review.  

Project Title:  

Project Leader:  

Team Members:  (if applicable; otherwise, delete)

Mentor:  (if applicable; otherwise, delete)

Department/Division:  

Rationale:  
· Provide rationale for the project.
· Why are you doing this project?
· What is the problem you are addressing?

Purpose:  
· Clearly define what you are trying to accomplish.

Inclusion Criteria:  

Exclusion Criteria:  

Design:  
· Clearly describe how you are going to accomplish the project objectives.
· Describe how the data and/or specimens will be obtained, including the source.
· Address whether the data/specimens will be de-identified prior to being obtained. 
De-identified data means the data is devoid of the 18 protected health information elements set forth in the HIPAA Privacy Rule, as well as any codes that would enable linkage of the data/specimens to individual identifiers. To be considered de-identified, nobody, including study team members should be able to link the data/specimens back to identifiers.
· Address whether the project team will have access to a key which links coded data to a living individual. 
According to federal guidance, coded data is considered identifiable when an investigator has access to the coding system/linker file.
· Include a list of data and/or a description of specimens to be collected.
· Address whether any attempts will be made to match individual patients/facilities to the data.

Results:  
· Describe how the results of the project will be used or disseminated.



This Quality Improvement Project Proposal Template is intended only for projects that do not meet the criteria of human subject research. 

IRB review is not required when a project does not meet the regulatory definition of human subjects research. However, if you plan to publish or present the project results at a conference, the journal or conference organizers may require IRB review. It is recommended to consult with the IRB Office when it’s uncertain whether a project is human subject research. 

NOTE: The IRB does not provide a determination of not human subject research when the project has already started or is complete.



Creighton University IRB Quality Improvement Proposal

[bookmark: _Hlk219991930]Instructions
Guidance on what should be included is in red. Please submit a proposal in InfoEd that includes all the following sections. All red text should be removed in the proposal submitted to the IRB for review.  

Project Title:  

Project Leader:  

[bookmark: _Hlk219991989]Team Members:  (if applicable; otherwise, delete)

Mentor:  (if applicable; otherwise, delete)

Department/Division:  

Background/Problem Statement:  
· Provide a summary of the literature, rationale for the quality improvement proposal, and any preliminary findings. 
· Why are you doing this project?
· What is the problem you are addressing?

Current Condition:  
· What is going on now that makes you think it needs to be improved?
· Who is affected?
· When is it a problem?
· Why does it matter?
· How does it affect the patient?
· Consider this statement: Current situation is _____, leading to _____ (undesirable event).

Goal/Aim Statement:  
· Clearly define what you are trying to accomplish.
· The activity has an internal scope to be done at [add site name here], and the intent is NOT to contribute to generalizable knowledge.
· The results from the QI project will NOT be presented as research involving human subjects.
· Use SMART statements. To the best of your ability, use data.
· Specific: What do you want to accomplish? Who needs to be included? When do you want to do this? Why is this a goal? 
· Measurable: How can you measure progress and know if you’ve successfully met your goal?
· Achievable: Do you have the tools/skills available to achieve the goal? If not, can you obtain them? What is the motivation for this goal? Is the amount of effort required on par with what the goal will achieve?
· Relevant: Does this project align with the CHI Health and Creighton University quality mission?
· Timely: Within a targeted and realistic timeframe.
· Consider this statement: To improve (your process) from (baseline)% to (target)% by (timeframe) among (your specific population)

Methods:  
· Clearly describe how you are going to accomplish your goal.
· Who on the team is responsible for what? 
· How are you including stakeholders (administration, nursing, ancillary departments, patients) in this process? Identify which individuals are members of your study team/participating in your project and which individuals are stakeholders but not members of the study team.  
· Define the change.
· How will you know if your change is working? Decide how you will evaluate this change – your primary and secondary baseline metrics, if known.
· If requesting data from CHI or any database, mention the data variables that you need.
· Who will implement the change?
· Where will your data come from?
· When will you review the data?
· What will you do if your project is working? What will you do if your project is not working?
· Quantitative vs. Qualitive 
· Quality improvement methodology being used (e.g., LEAN, Six Sigma, IHI Model for Improvement – PDSA).

References:  
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