
California Baptist University
Not Human Subjects Research IRB Screening Process

The following form is to help investigators determine whether their projects are research, requiring IRB review, or quality improvement, requiring IRB screening. To present a potential quality improvement project for IRB screening, please complete the following form and email it to IRB@calbaptist.edu. Note that some CBU programs (i.e., DNP, DSW) have a similar form built into their program process; please check with your program prior to completing this form.

RESEARCH is “a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge” (45 CFR 46.102 [l]). A project or study is research if it is 
(A) conducted with the intention of drawing conclusions that have some general applicability AND 
(B) uses commonly accepted scientific methods.  

HUMAN PARTICIPANTS, according to the Revised Common Rule (45 CFR 46.102(e)), are living individuals about whom an investigator (whether professional or student)
(A) Obtains information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens OR

(B) Obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens.”

QUALITY IMPROVEMENT (QI) refers to activities localized in an organization designed to improve practices and outcomes, relative to established standards within the organization. Although many QI projects do not meet the definitional standards of “human participant research,” some do (see the guidance here for commonly asked questions: https://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/quality-improvement-activities/index.html 
Research with human participants requires review by the IRB. QI projects are not regulated by the IRB, though IRB review of this form can affirm the accuracy of the investigator’s determination, thus providing the same assurances associated with IRB review and approval. All review should occur before any research or project-activities begin.
The following ideas and checklist can be helpful for investigator’s determination. Note that no single category is sufficient to determine whether a project is research or QI. For example, intent to publish findings (or not) is an insufficient criterion alone as some research is not published and some QI projects may be disseminated. 
[bookmark: Quality_Improvement_vs._Research_–_Do_I_]Research vs. Quality Improvement Comparison[footnoteRef:1] [1:  This chart and following checklist are drawn from the Doctor of Nursing Practice QI Review Checklist developed 7/2018] 


	
	Research
	Quality Improvement

	INTENT
	Develop or contribute to generalizable knowledge (e.g., testing hypothesis)
	Improve a practice or process within a particular institution or ensure it conforms with expected norms; not designed to contribute to generalizable knowledge

	DESIGN
	Systematic ; follows a rigid protocol that remains unchanged throughout the research; may involve randomization
	Adaptive, iterative design; may or may not be systematic; generally does not involve randomization

	MANDATE
	Activities not mandated by institution or program
	Activity mandated by institution or clinic as part of its operations

	EFFECT ON PROGRAM OR PRACTICE EVALUATED
	Findings are not expected to directly affect institutional or programmatic practice
	Findings are expected to directly affect institutional practice and identify corrective action(s) needed

	POPULATION
	Usually involves a subset of individuals; no obligation to participate; may involve statistical justification of sample size to achieve endpoints
	Responsibility to participate as a component of the program or process; information on all or most involved in the practice or process is expected to be included; exclusion of some individuals significantly affects conclusions

	BENEFITS
	Participants may or may not benefit directly; often a delayed benefit to future knowledge or individuals
	Directly benefits a process, program, or system; may or
may not benefit participants

	RISKS
	May place participants at risk
	Does not place participants at risk with the possible exception to risks to privacy or confidentiality of data

	ANALYSIS
	Test a hypothesis
	Compare program, process or system to established standards

	DISSEMINATION OF RESULTS
	Intent to disseminate results generally presumed at the outset of the project as part of professional expectations, obligations; results expected to develop or contribute to generalizable knowledge by filling a gap in scientific knowledge or supporting, refining, or refuting results from other research studies
	Intent to disseminate results generally not presumed at the outset of the project; dissemination often does not occur beyond the institution evaluated; when published or presented to a wider audience the intent is to suggest potentially effective models, strategies, assessment tools or provide benchmarks rather than to develop or contribute to generalizable knowledge









California Baptist University Institutional Review Board
Quality Improvement or Research Checklist

In general, a quality improvement (QI) project does not require full IRB review because it is not research that is subject to the federal human participation protection regulations. The following questions may be helpful in determining whether a proposed activity is a QI project and does not involve human subjects research. If all of the questions below can be answered as a Yes, full IRB review is not required. If the answer to any question is No, IRB review may be required. 
	Project Description
	Yes
	No

	Purpose
The purpose of the project is to improve performance on a specific service or program in the institution and is part of usual care.
	
	

	Scope
The activity is intended to evaluate current practice and/or attempt to improve it based upon existing knowledge.

	
	

	Evidence
The project involves the implementation of established and tested quality standards and/or systematic monitoring, assessment, or evaluation of the institution to ensure existing standards are being met. 
The project does NOT develop untested methods or new, untested standards. 
	
	

	Clinicians/Staff
The activity will be conducted by clinicians and staff who provide care or are responsible for the practice change in the institution where the activity will take place.
	
	

	Methods
The methods for the activity are flexible and include approaches to evaluate rapid and incremental changes.
	
	

	Sample/Population
The activity involves a sample of the population (patients/participants) ordinarily seen in the institution where the activity will take place.
There is no random assignment of participants to compare outcomes. 
Randomization implies an experimental approach thus projects using randomization of participants fall into the category of “research.” 
	
	

	Consent
The planned activity only requires consent that is already obtained in clinical practice and the activity is considered part of the usual care.
	
	

	Benefits
Future patients/participants at the institution where the planned activity will be implemented potentially benefit from the project.
	
	

	Risk
The risk to patients/participants no greater than what is involved in the care they are already receiving or can participating in the activity be considered acceptable or ordinarily expected when practice changes are implemented within a health care environment.
The activities involve no more than minimal risk to participants. 
Minimal risk is the probability and magnitude of physical or psychological harm that is normally encountered in the daily life, or in the routine medical, dental, or psychological examination of healthy persons.
	
	

	Dissemination
Results will NOT be used to apply knowledge to other programs outside the institution where the project occurs. 
Application of results to other programs outside the institution implies the intent to contribute to generalizable knowledge.
	
	




NHSR Screening Form Approved 5/2026
Additional Project Information

Primary CBU Researcher
PI Name:  Click here to enter text.
PI Preferred Salutation: Choose an item.
PI college/school at CBU:  Click here to choose a School
PI Position (Asst. Prof, Undergraduate student, etc.):  Click here to enter text.
PI email:  Click here to enter text.
PI phone:  Click here to enter text.
Faculty Advisor Information (delete this section if there is no faculty advisor; all student research requires a faculty advisor.)
	Faculty Advisor Name
	Click here to enter text.

	Faculty Advisor Preferred Salutation
	Choose an item.

	Faculty Advisor College/School at CBU
	Choose an item.

	If other, please specify
	Click here to enter text.

	Faculty Advisor Position
	Choose an item.

	If other please specify
	Click here to enter text.

	Faculty Advisor Email
	Click here to enter text.

	Faculty Advisor Phone
	Click here to enter text.



Project Title:

Project Description: Describe the problem you are addressing and list the outcome(s) of the project. (This should a paragraph). 



   Give a brief description of the methodology you will use to achieve the goals/outcomes of the project. 





Please provide any additional information about the project that is relevant for IRB review, including organizational permission/access for the project. 


Given the noted differences between IRB-regulated research with human participants and non-IRB regulated research, please explain why your project does not qualify as “human subjects research.”


Signatures
Typed signatures are sufficient for IRB submission; severe penalties are enforced when false signatures are typed by someone other than the named individual. Delete any unnecessary fields; duplicate signature fields as necessary. A signature is required from every PI/Co-PI, the PI’s faculty advisor (when a student is the listed PI), and the PI’s dean.

As the PI/Co-PI, I/we certify this application is an accurate and complete description of the proposed research. I/we understand that even if this is designated as “not human subjects research,” it is still subject to ethical principles as defined by our discipline and expected by CBU.  
PI Signature and Date:  Click here to enter text.  Click here to enter a date.
Co-PI Signature and Date:  Click here to enter text.  Click here to enter a date.

As the faculty advisor, I support the designation of “not human subjects research” according to IRB definitions. I agree to support the fair and ethical completion of the proposed project even if it is not IRB-regulated. 
Faculty Advisor and Date:  Click here to enter text.  Click here to enter a date.

As the dean I have reviewed this proposal and agree that it does not qualify as research requiring IRB review. I support the completion of this project at California Baptist University.  I am aware that my signature indicates that I approve of the project proceeding.  

Dean Signature and Date:  Click here to enter text.  Click here to enter a date.
