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Human Subjects Research Determination Tool
Submitter Name: Click or tap here to enter text.			Submitter Email: Click or tap here to enter text.		
Date: Click or tap to enter a date.
Project Title: Click or tap here to enter text.

Please enter the project advisor’s name and email address. Note, the project advisor must be a faculty member at University of Mary; students cannot be the project advisor.
Project Advisor Name: Click or tap here to enter text.		Project Advisor Email: Click or tap here to enter text.

If the project is funded, please name funding source: 
Click or tap here to enter text.
If the project is funded through a grant, please provide a grant number: 
Click or tap here to enter text.

The University of Mary Institutional Review Board (IRB) is required to review and approve all research involving human subjects. This document is intended to help determine if your project requires IRB review and approval prior to beginning. 
SECTION I: What is human subjects research?
The University of Mary follows the definitions and regulations outlined in 45 CFR 46 (the Common Rule) for determining what is or is not human subjects research. Detailed information about the Common Rule can be found on hhs.gov. 
Research means a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge. Activities that meet this definition constitute research for purposes of this policy, whether or not they are conducted or supported under a program that is considered research for other purposes. For example, some demonstration and service programs may include research activities.
Human subject means a living individual about whom an investigator (whether professional or student) conducting research:
(i) Obtains information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens; or
(ii) Obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens.



SECTION II: Activities determined to not represent human subjects research
The following categories of activities are generally deemed to not be human subjects research. Please answer the following questions as they relate to your proposed project.
Case Report:
Does this project consist of a case report or series which describes an interesting treatment, presentation or outcome, and nothing was done to the individual(s) with prior “research” intent? 
Yes ☐   No ☐   N/A☐
Course-Related Activities:
Is the project limited to course-related activities designed specifically for educational or teaching purposes where data are collected from and about students as part of a class exercise or assignment, but are NOT intended for use outside of the classroom? Example: Instruction on research methods and techniques. 
Yes ☐   No ☐   N/A☐
Decedents:
Does the project involve research that is limited to death records, autopsy materials, or cadaver specimens? 
Yes ☐   No ☐   N/A☐ 
Journalism/Documentary Activities:
Are the activities limited to investigations and interviews that focus on specific events, views, etc. that lead to publication in any medium (including electronic), documentary production, or are part of training that is explicitly linked to journalism?
Yes ☐   No ☐   N/A☐  
Oral History:
Is the project limited to oral history activities, such as open-ended interviews, that only documents a specific historical event or the experiences of individuals without the intent to draw conclusions or generalize findings?
Yes ☐   No ☐   N/A☐
Program Evaluation/Quality Improvement/Quality Assurance Activities:
Is the project limited to program evaluation, quality improvement or quality assurance activities designed specifically to assess or improve performance within the department, hospital or classroom setting? QI projects sometimes overlap with research and contains elements of both. Use the QI vs Human Subjects Research tool in the last section of this form if you think your project may be strictly Quality Improvement instead of human subjects research. 
Yes ☐   No ☐   N/A☐
Have you received approval from all applicable committees within the department, the site, community partner, or organization in which the activity will occur? 
Yes ☐   No ☐   N/A☐


Public Use Datasets:
Is the project limited to analyzing de-identified data contained within a publicly available dataset? 
Yes ☐   No ☐   N/A☐
Coded Archival Data, Private Information, and/or Human Biological Specimens:
Is the project limited to the use of archival data, existing and/or prospectively collected coded private information, and/or human biological specimens (hereafter referred to as “specimens”)? 
Yes ☐   No ☐   N/A☐
De-identified Archival Data, Private Information, or Human Biological Specimens:
Is the project limited to the use of existing archival data, existing and/or prospectively collected de-identified private information, and/or human biological specimens (hereafter referred to as “specimens”)?  
Yes ☐   No ☐   N/A☐ 
If all of your planned project activities fall strictly within the items listed in Section II, it most likely is not human subjects research. However, if any uncertainty remains as to whether this project may include some human subjects research activities, the researcher or project advisor should reach out to the IRB directly for a final determination.
SECTION III. Project Description
For students: if your answers to the prior questions suggest that this study is not considered to be human subjects research, you are required to submit this document to your project advisor for final review. Please provide a project description for our records. This description should include the information below and be approximately 250-500 words.
Project Description: 
Describe the purpose of the project, project objectives, recruitment strategies, data collection methods including whether or not you will be collecting identifiable information, activities involving interaction, and any intervention(s) that will be conducted with project participants, and/or their information or specimens.
Click or tap here to enter text.
Please indicate the primary site where this project will occur
Click or tap here to enter text.
For Student Projects: Please provide student name and UMary email:
Click or tap here to enter text.
Project Advisor Signature:

Signature: ________________________________________		Date: Click or tap to enter a date.
			
*Please forward one copy of this form to the Capstone Coordinator or Department Chair for review.



Reviewed by Capstone Coordinator/Chair:

Signature: ________________________________________		Date: Click or tap to enter a date. 

Recommend IRB Review for project: Yes ☐   No ☐
If project is recommended for IRB Review, the project must be submitted using the appropriate IRB Protocol Application form. See the IRB website (my.umary.edu) for information. 


[bookmark: QIvsHSR]Q.I. vs Human Subjects Research
What is Quality Improvement (Q.I.)?


	
	Human Subjects Research
	Quality Improvement

	Purpose
	designed to develop or contribute to generalizable knowledge
	designed to implement knowledge, assess a process or program as judged by established/accepted standards

	Starting Point
	knowledge-seeking is independent of routine care and intended to answer a question or test a hypothesis
	knowledge-seeking is integral to ongoing management system for delivering services (health care, education, etc)

	Design
	follows a rigid protocol that remains unchanged throughout the research
	adaptive, iterative design

	Benefits
	might or might not benefit current subjects; intended to benefit future patients
	directly benefits a process, system or program; might or might not benefit patients/students/clients

	Risks
	may put subjects at risk
	does not increase risk to patients/students/participants, with exception of possible patients' privacy or confidentiality of data

	Participant Obligation
	no obligation of individuals to participate
	responsibility to participate as component of care/education

	Endpoint
	answer a research question
	improve a program, process or system

	Analysis
	statistically prove or disprove hypothesis
	compare program, process or system to established standards

	Adoption of Results
	little urgency to disseminate results quickly
	results rapidly adopted into local care/education delivery

	Publication/Presentation
	investigator obliged to share results
	QI practitioners encouraged to share systematic reporting of insights



When is IRB approval needed for QI activities?
IRB approval may be required when the activity involves some of the following characteristics:
· seeks to develop new knowledge or validate new treatments rather than to assess the implementation of existing knowledge;
· when the methodology employs a standard research design, such as randomization;
· when the protocol is fixed with a rigid goal, methodology, population, time period, etc.;
· when the funding for the activity comes from the outside organizations such as the NIH or those with a commercial interest in the results;
· when there will be a delay in the implementation of results;
· when the risks from the intervention to participants are greater than minimal

Additional Resources
HHS.gov – Quality Improvement Activities FAQs

https://irb.research.chop.edu/quality-improvement-vs-research



Protocol Number: 
Project Title: 

Screening Checklist for Q.I. Projects
	Consideration
	Question
	Yes
	No

	Purpose
	Is the primary aim or motive of the project either to: 
· Improve care/education right now for the next patient seen/student educated? 
OR 
· Improve operations or efficiency?
	☐	☐
	Rationale
	Is there sufficient evidence for, or acceptance of, this mode or approach to support implementing this activity or to create practice change, based on:
· literature, 
· consensus statements, or 
· consensus among clinician or education team?
	☐	☐
	Methods 1
	Are the proposed methods flexible and customizable, and do they incorporate rapid evaluation, feedback and incremental changes?
	☐	☐
	Methods 2
	Do the methods include any of the following? 
· Control group 
· Randomization 
· Fixed protocol
	☐	☐
	Risk
	Is the risk related to the project minimal and no more than usual care/education (including the unavoidable minimal risk in implementing any changes made in processes of care)?
	☐	☐
	Participants
	Will the activity only involve participants (students, patients, parents, or staff) who are ordinarily seen, cared for, or work in the setting where the activity will take place?
	☐	☐
	Funding
	Is the project funded by any of the following? 
· An outside organization with an interest in the results 
· A manufacturer with an interest in the outcome of the project relevant to its products 
· A non-profit foundation that typically funds research, or by internal research accounts
	☐	☐
	If all of the check marks are inside the shaded gray boxes, then the project is very likely Q.I. and not human subjects research. However, project investigators are not eligible to make this exemption determination on their own. If it is believed that a project is Q.I. and not research, investigators should submit to the IRB using the IRB Exempt Protocol Application form, and select “Evidence-Based Practice Project/Action Research/Performance Improvement” in response to the Select Project Type question on the first page.

For more information about IRB submissions, visit the University of Mary IRB website.
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