Quality Improvement Project Instructions and Template
(Do not submit these instruction sheets)
Projects that are thought to be quality improvement (QI) projects may be submitted to the DUHS IRB for an authoritative determination of their status by using the “Application for Exemption from IRB Review” process within the eIRB.  As a result of this IRB review, the submission will be declared to be exempt from further IRB review, or determined to be a research study involving humans that is subject to further IRB review.

The template presented below is designed for projects involving the translation of existing knowledge into clinical practice. Evaluating the effectiveness of knowledge implementation in creating clinical practice change is measured by the QI project outcomes. Since the focus of these projects does not fit the definition of research under 45 CFR 46.102(d), they will be evaluated as not involving research with humans. For such projects, privacy and confidentiality regulations (HIPAA) must still be followed. The IRB will review and provide consultative assistance, but is not responsible for approving how privacy, data storage and confidentiality measures are implemented in the quality improvement project. A clinical site letter is requested to document support and agreement with this practice change by individuals engaged in direct clinical care at the site where the practice change is to occur. 
The project summary for the IRB should be no more than 5 pages. Please use the template on page 3 of this document to complete the proposal. A letter of support from the clinical site where the project is to be implemented should be uploaded into the eIRB as well.
    ______________________________________________________________________
Project Title 

and 
Clinical Site
Statement of the Problem 
Concisely describe the issue addressed by this quality improvement project. Provide support that the focus of this project is to implement existing knowledge in clinical practice and not to generate new knowledge.
Evidence-Based Literature Review and Synthesis 

Critically summarize the evidence that supports the quality improvement project. The evidence should be convincing to clearly support practice change. Demonstrate how the translation of evidence will be implemented in clinical practice. Emphasize that this project will not produce new knowledge (research) but is to implement evidence into clinical practice (quality improvement). 
Project Aims 
Identify the purpose of this project and list specific aims or goals to be accomplished.
The aims should clearly support that the project is to implement evidence into clinical practice (quality improvement) and that it will not produce new knowledge (research).

Project Methods 


Include the following information in this section:

· Design, organization setting, sample
· Evidence-based innovation that will change practice
· Evidence-based Implementation Strategy (provide details of how the evidence will influence practice change and the specific strategies or steps for implementation; include discussion of key clinical staff engaged in the project; describe the evidence implementation’s potential for sustainability
· Assessment measures including fidelity and patient outcomes as appropriate
Data Collection Plan
Provide a concise description of how data will be collected. Include how patient data will be identified, who is involved with data collection, and what data will be obtained. Describe where this information is found and how it will be extracted.
Timeline
Describe the timeline for completion of the project. Include when data collection is to be initiated, when the project implementation phase occurs, and when post implementation data will be collected.
Evaluation Plan
Describe how the quality improvement project will be evaluated and what statistical measures will be used.
Protected Health Information
Indicate how you intend to use Protected Health Information of patients whose information is used to measure the change in practice as a result of the evidence-based implementation project.

Privacy, Data Storage & Confidentiality 
All of the following information must be included in this section:
· Discuss how the patient’s privacy will be protected.
· Describe what media type will be used to store the data (paper or electronic file or both).

· Describe what Protected Health Information (PHI), if any, will be stored.
· Specify whether PHI will be destroyed once all data collection is completed. Specify how data will be de-identified.

· Specify the location where the paper or electronic file will be stored. 

· Specify the location where the data will be secured, who will have access to this information and measures to assure confidentiality is maintained.
If the data is collected and stored outside the DUHS, discuss the above information in reference to how it will be maintained at the clinical site.  For example, if you are storing paper or electronic data where will you be storing it, at your clinical site or at Duke?  If there is PHI involved, how will it be secured (i.e., locked cabinet in a locked room, HIPAA protected server, encrypted jump drive).  Once you have completed use of PHI, describe when and how will it be destroyed.   Discuss how a final de-identified data set will be maintained in a secure folder.  An electronic pathway needs to be provided.  

Letter of support from the clinical setting
A clinical site letter or Clinical Site Agreement is to be uploaded in eIRB to document support and agreement with this practice change by individuals engaged in clinical care. The support letter should include the signature of the clinical administrator or clinical leader who has the authority to approve the implementation of practice change.
Quality Improvement Summary Template

Project Title and Clinical Site
Statement of the Problem 

Evidence- Literature Review and Synthesis 
Project Aims

Project Methods
Data Collection Plan
Timeline
Evaluation Plan

Protected Health Information 

Privacy, Data Storage & Confidentiality 
Upload a letter of support from the clinical setting 

(Includes both DUHS and Non-DUHS sites)




This project is a DNP Capstone Project:   Yes__   No__   


The Chairperson for this project is: 


The project will be conducted within the DUHS:  Yes__   No__   


The Clinic Site/Setting for this project is:





A letter of support/administrative approval from the Clinical Site/Setting 


is uploaded in the eIRB:  Yes__ No__


	(Letters need to be from DUHS and Non DUHS Sites) 
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