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Instructions (Please read): 
· Complete Appendix A: QUALITY IMPROVEMENT/EVIDENCE-BASED PRACTICE CHECKLIST 

· If ALL the X marks are in the Quality Improvement column, your project is considered quality improvement. Projects that are not human subjects research do not need review by the IRB.  Retain a copy of Appendix A for your records.
· Note: Each time the project changes it is recommended to refer to this checklist and reassess the need for IRB review if uncertain if still a QI project.

· If ALL the X marks are inside the Research with Human Subjects, then the project is considered research and requires IRB review.  Submit the appropriate application to the IRB via IRBManager.

· If SOME X marks are in the Quality Improvement column, and SOME are in the Research with Human Subjects column, consult with the IRB.

· If ALL the X marks are in the Quality Improvement column AND you require formal IRB determination of Not Human Subjects Research, Complete APPENDIX A - QUALITY IMPROVEMENT/EVIDENCE-BASED PRACTICE CHECKLIST and APPENDIX B: QI PROJECT SUMMARY TEMPLATE and submit a Determination for Exempt Research/Not Human Subject Research Application in IRBManager. Attach Appendices A and B where indicated.
Guidance:
· Characteristics of a QI project that do not determine the need for IRB Review: 
· Intent to publish – both QI and research may be published.  IRB approval is not required to publish QI results.

· Process of data collection – both QI and research may include prospective or retrospective data collection and may collect data on living/deceased individuals. 

· Clarifications for publishing QI work: 
· Do not refer to QI projects as research in publications or presentations. 

· If the project was not submitted to the IRB for determination, the following statement may be included in the manuscript: “This project was undertaken as a Quality Improvement Initiative and as such does not constitute human subjects research.”
 
· If the project was reviewed by the IRB and was determined not to be human subjects research, the following statement can be included in the manuscript: “This Quality Improvement Initiative was reviewed and determined to not meet the criteria for human subjects research by the Broward Health Institutional Review Board.
Required Approvals:
· Local QI Projects - Receive approval by leaders of affected clinical units / departments
· QI Projects with system-wide implications or may have implications or impact on multiple clinical areas – Receive approval from Administration of the associated hospital
· Part of a Training program (medical school, residency, fellowship) - Receive approval by Program Director
· Projects that will impact the delivery of Nursing Care, occurs within a work setting for which Nursing is responsible or requires Nursing participation – Receive approval from the Nursing Research Council at the associated hospital

APPENDIX A: QUALITY IMPROVEMENT/EVIDENCE-BASED PRACTICE CHECKLIST
	Project Title: Click or tap here to enter text.

	Primary Investigator Name: Click or tap here to enter text.
	Primary Investigator Email: Click or tap here to enter text.

	Note: The Primary Investigator must be a Broward Health Employee or Affiliate

	Project Site: ☐ BHMC ☐ BHN ☐ BHCS ☐ BHIP ☐ Other (please specify): _______________

	ATTRIBUTE
	Quality Improvement
	Research with Human Subjects

	INTENT AND BACKGROUND
	☐ Describes the nature and severity of a specific local performance gap

☐ Primary focus is to improve a specific aspect of healthcare delivery, behavioral interventions, or educational programs currently not consistently and appropriately being implemented locally and to translate and rapidly introduce improvements into such practices or programs.

☐ There is sufficient evidence for, or acceptance of, this mode or approach to support implementing this activity or to create practice change based on:
· Literature
· Consensus statement or
· Consensus among the clinician team
	☐ Identifies a specific deficit in scientific knowledge that can be studied

☐ Proposes specific hypothesis to develop new knowledge or advance existing knowledge of general benefit to society

☐ The project is 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

	METHODS
	☐ Procedures/practices may change over time (e.g., an iterative activity) in response to ongoing feedback.

☐ A QI framework such as PDSA (Plan, Do, Study, Act) or DMAIC (Define, Measure, Analyze, Improve, Control) may be used.

☐ Designed to improve local or regional standards or practices.

☐ The risk related to the project is minimal and no more than usual care or practices (including unavoidable minimal risk in implementing any changes made in processes of care)
	☐ Interventions beyond standards or practices are generally studied.


	INTENDED BENEFITS
	☐ Interventions are within the usual healthcare provider/patient therapeutic relationship

☐ Intent is to be of direct benefit to participants or local setting (e.g. creating a safer institutional system)

☐ Goal is to increase efficiency, quality, or safety; or to decrease costs
	☐ Intervention, interaction, or use of identifiable private information is beyond the usual healthcare provider-patient therapeutic relationship, or standard operational use of data.

☐ Direct benefit to the participants or the setting is not the primary intent.

☐ Develops new or advances existing generalizable knowledge for societal benefit. 

	APPLICABILITY OF RESULTS
	☐ Implementation is immediate and review of results occurs throughout the process

☐ Extrapolation of results to other settings is possible but is not the main intent of the activity.
	☐ Results and analysis may be delayed or periodic throughout the duration of the project and are intended to be generalizable beyond the study population.

	SHARING AND DISSEMINATING
	☐ Results are mainly disseminated within the unit or institution in which the practice or process occurs.

☐ Findings may be disseminated (such as at a conference or in a peer-reviewed publication) for healthcare reasons, but extrapolation of results to other settings is not the principal reason for the QI.
	☐ It is expected that results will be published or presented to others through a peer-review process.



INVESTIGATOR’S DECLARATION
· I confirm that the information answered above is a true and accurate reflection of my project.

· If the project is determined to be human subjects research, I will submit an application to the Broward Health IRB for review and approval.


                 
Signature of the Investigator				Date



APPENDIX B: QI PROJECT SUMMARY TEMPLATE


Practice Problem: Brief statement of the practice problem at the project site; identify the source of the practice problem as identified by the root cause analysis conducted on internal evidence; identify the organization by name and specific unit within the organization

Purpose: The purpose of this quality improvement initiative is to measure adherence of [describe practice change] to improve __________ as expected from previous research-backed literature. The initiative will be implemented over a time frame in the season, year. State who/what is expected to benefit from the project (provide specific numbers based off internal evidence if possible).

Published research literature evidence of practice change: Without citations.

Implementation Plan Summary: 

Implementation: Briefly describe the implementation in order of operation, including who will be involved (discipline/role) and the strategies and tactics to achieve the project goals. Mention the sustainability effort post project period.

Data Collection Plan: Identify all data elements that will be collected (by whom, from what source, using what tool/instrument, when, for what purpose, etc.). Reference your data collection forms where appropriate and ensure they match the title given to the data collection form in the appendix.
Privacy Protections: Describe your measures to protect all involved individuals’ privacy during implementation and data collection activities. 
Confidentiality Protections: Describe your measures to protect confidentiality of identifiable data, during data collection, recordation, storage, and analysis.  
Non-Generalizability: The design of this QI project is intended to improve______ at ____ site as expected from the literature. The project is not generalizable to other settings because________ (describe how site/project is unique). Other settings ______ (describe how other sites/settings are different), so this project is not intended to be reproduceable in those settings.
Aggregated project outcomes will be communicated to the site for discussion of the quality improvement effort. Describe project completion communication plan.
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