THE UNIVERSITY OF TULSA 

INSTITUTIONAL REVIEW BOARD

Quality Assessment/Improvement (QA/QI) Project Instructions and Template
Projects that are thought to be quality assessment or quality improvement (QA/QI) projects should be submitted to the University of Tulsa IRB for a determination of whether the project meets the federal definition of human subjects research by using the template below.  

The template below is designed for projects involving the assessment of program effectiveness or the translation of existing knowledge into practice. If the focus of your project does not fit the federal definition of ‘research’ within the context of ‘human subjects research’, under 45 CFR 46.102(l), if determined QA/QI, they will be determined as ‘not human subjects research’, thus it will not be subject to certain federal regulations for the protections of human subjects. 
If determined not human subjects research, although they may not be under the purview of the TU IRB, privacy and confidentiality regulations like HIPAA must still be followed. The TU IRB will review and provide consultative assistance, but is not responsible for approving how privacy, data storage and confidentiality measures are implemented in a quality assessment/improvement project. If you need documentation of the TU IRB review/determination, please request an ‘IRB Determination Letter’.
If you feel that your project might meet the criteria of a QA/QI, please complete the template below to describe your proposed project.
**Submit your responses under the blue italicized instruction text.
    ______________________________________________________________________
Principal Investigator (PI):

Project Title: 

QA/QI - Program Implementation Site(s):
Faculty Mentor (if student PI):

PI email address:



          TU Office or cell phone:

Statement of the Problem or Focus: 
Briefly describe the issue addressed by this quality assessment/improvement project. Provide support that the focus of this project is to assess the program and/or implement existing knowledge or practices and not to generate new knowledge.
Evidence-Based Literature Review and Synthesis: 

Critically summarize the evidence that supports the quality assessment/improvement project. The evidence should be convincing to clearly support assessment or change. Demonstrate how the assessment and/or translation of evidence will be implemented in the program. Explain how this project will not produce new knowledge (research) but is to assess and/or implement evidence into practice (quality assessment/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 assess and/or implement evidence into 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 assess and/or change practice

· Evidence-based Implementation Strategy (provide details of how the evidence will influence or change the program and the specific strategies or steps for implementation; include discussion of key staff engaged in the project; describe the evidence assessment/implementation’s potential for sustainability

· Assessment measures including fidelity customer or patient outcomes as appropriate
Data Collection Plan:
· Provide a concise description of how data will be collected. Describe where this information is found and how it will be extracted.

· Include how data will be identified, who is involved with data collection, and what data will be obtained.
·  Will identifiable data (such as names, addresses, etc.) be collected or recorded?
· Explain any approvals you will or have obtained for the data collection. 
Timeline:
Describe the timeline for completion of the project. Include when data collection is to be initiated, when the project assessment and/or implementation phase occurs, and when post assessment and/or implementation data will be collected.
Evaluation Plan:
Describe how the QA/QI project will be evaluated and what statistical measures will be used.
Privacy, Data Storage & Confidentiality: 

All of the following information must be included in this section:
· Discuss how the individual/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 identifiable data or 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.
Discuss the above information in reference to how it will be maintained at the QA/QI implementation/clinical site.  For example, if you are storing paper or electronic data where will you be storing it, at your QA/QI-clinical site or at TU?  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 identifiable data or 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.  

If using Protected Health Information (PHI):

Indicate how you intend to use Protected Health Information (PHI) of patients whose information is used to measure the change in practice as a result of the evidence-based assessment and/or implementation project.
Letter of support from the QA/QI implementation site or clinical setting
If conducting a QA/QI off-campus, a QA/QI implementation or clinical site letter to document support and/or an agreement with this assessment and/or change by individuals engaged on the QA/QI implementation/clinical site should be included. The support letter should include the signature of the site or clinical mentor or an administrator who has the authority to approve the assessment and or possible implementation of change.
SIGNATURES REQUIRED ON THE ESIGNATURE PAGE FOR THIS FORM

You can find the eSignature Page for the TU IRB QA-QI Form on the TU IRB webpage.
The TU IRB acceptable signatures:

· A secure electronic signature that is digitally generated with date and time and cryptographically bound to the document, such as an Adobe Acrobat digital signature; or
· An email with a statement that you have reviewed/approved the form and to use the email as your approval signature; or
· Print the eSignature Page, sign/date the form and scan and email it to: researchcompliance@utulsa.edu with your other IRB documents.

*The TU IRB cannot accept a typed name using a script font.
**For instructions on how to set up an electronic signature, please see our step-by-step instructions.
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