

LLU IRB Guidance Document
for DNP Clinical Projects 
Quality Improvement (QI):  Unit or hospital based internal evaluation of a process. The QI process includes identification of problem, collection of data, identification and implementation of solutions, and maintenance plan for follow-up audits.

Evidence Based (EB) Practice Change: Project that utilizes published research findings to initiate a change in clinical practice.

Human Studies Research: A systematic investigation designed to contribute to generalizable knowledge, in which an investigator obtains data through interaction with an individual or by using identifiable private information.
	Quality Improvement Project
	Evidence Based Clinical Practice Change 

	Timeline: 1 - 4 months for project followed by ongoing monitoring by unit/facility.
Identification of safety or process problem  Example:  Increased surgical infection rates on hospital unit 


Discussion of the components and significance of the problem with the area Quality Director and Patient Care Director/Nurse Manager. 
                                         
Obtain signatures from key leadership on project approval form. (May take 1 - 2 weeks from identification to discussion) 


Work with the Quality Director and Patient Care Director to explore the identified problem and develop a Quality Improvement (QI) Plan that uses available research. Data collected in a QI project does not include collection of any personal health information (PHI).  Data is usually yes/no, present/absent or numbers. For example, number of surgical infections before and after intervention, diagnoses with increased rates of infection, types of dressings, use of product, aggregate length of stay or onset time from surgery (may take 2 - 4 weeks to meet with appropriate parties, obtain baseline data, and develop plan) 

Submit electronic proposal to Nursing Research Council (2 weeks prior 1st Thursday of month). Upon receipt of approval of NRC letter (usually within 2 weeks of meeting)
Implement plan and obtain preliminary data on outcomes. (May take 4 - 12 weeks) 
Present project report within the institutional entity (e.g. hospital/unit personnel/doctoral faculty). Project is complete and IRB approval not required.  

OR
If publication/presentation planned for outside of institution where QI was conducted, apply to LLU IRB for retrospective data use determination (may take 2 weeks). The IRB will review to ensure HIPAA
 compliance for use of PHI and that project does not qualify as research.

	Timeline: 1 - 6 months for project

Identification of a practice that is not evidence based or a clinical problem. Example:  What is the evidence for best practice of central line catheter dressings and maintenance? 

Discussion with Clinical Educator and Patient Care Director/ Manager current practice and the evidence behind this practice 
(1 - 2 weeks)
Critically evaluate research & related literature in content area for best practices (2-4 weeks). 

Develop proposal with budget and timeline 
(2 - 4 weeks) 
Review proposal with Clinical Educator and Patient Care Director/Manager and Chief Patient Care Director if appropriate.  (2 - 4 weeks)
Obtain approval and signatures on project approval form from Patient Care Director(s) and if more than one unit Chief Patient Care Director. Also obtain letters of support regarding budget/time.  If Practice change involves other departments or the purchase of new products approval must be obtained by appropriate managers/directors. (2 - 4 weeks)

Determine if personal health information (PHI) will be collected and if it is necessary for the practice change. Develop a plan for maintaining subject confidentiality.  

Obtain IRB approval
· If planned for LLUAHSC, submit electronic proposal to Nursing Research Council (2 weeks prior 1st Thursday of month). Upon receipt of approval of NRC letter (usually within 2 weeks of meeting) submit to the LLU IRB. (2 – 6 weeks)

·  If project planned for an academic institution other than LLU, determine if institution has Federal-wide Assurance
 (FWA) status. If so, apply to the institution’s IRB and request LLU IRB deferral  (2 - 6 weeks)
· If institution does not have IRB or FWA, then must apply to LLU IRB

After receiving IRB approval, implement the EB practice change including any staff education you have planned (2 - 4 weeks)

Monitor effectiveness and determine sustainability of  EP practice change (4 - 12 weeks)


�HIPAA stands for Health Insurance Portability and Accountability Act. It was passed in 1996 to protect a patient's health information and ensure confidentiality.


� Federal-wide Assurance is a permit given to institutions for multiple federally funded research grants for a specified period of time. States institutions retain responsibility for all research involving humans and that the institution must have an established IRB.
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