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JHM IRB - eForm Q –Quality Improvement (QI) Project Summary
· Prior to completing this eForm Q, it is required that you use the Quality Improvement (QI) Determination Worksheet to assist in determining whether the project is Quality Improvement (Quality/Process Improvement project) or Human Subjects Research (creation of new knowledge): https://www.hopkinsmedicine.org/institutional_review_board/forms/QI_determination_worksheet.docx  

· Upload the completed QI Determination worksheet to section 20, Q2 in the eIRB application. Applications without a completed worksheet will be returned.
· If, after completing the worksheet, you believe the project is Human Subjects Research, and not QI/PI, STOP HERE. If you believe the project is research, you are not required to upload the QI Determination Worksheet in section 20 Q2, and you must submit a research application using a research protocol template found here: https://www.hopkinsmedicine.org/institutional_review_board/forms/
**********************************************************************
Please note: the eForm Q should not be used to describe projects that have both a quality improvement and research component. Research projects must utilize an applicable research protocol template [eForm A, eForm S or eForm E] and the project must be submitted for Convened, Expedited, or Exempt review. DO NOT SUBMIT THIS FORM
· Please note: projects which intend to evaluate a device must submit a research application utilizing an applicable research protocol template (see above). DO NOT SUBMIT THIS FORM.

· Please note: projects which will include an intervention, evaluation of a program or curriculum that is novel or experimental must submit a research application utilizing an applicable research protocol template (see above). DO NOT SUBMIT THIS FORM.

· Please note: projects where the intervention or activity has already been completed as part of standard/clinical practice or standard educational curriculum, and the intent is now to reanalyze the data and publish as generalizable research, must submit a research application (eForm S). Activities completed for QI/PI purposes cannot be “reapproved” as research; however, the data yielded by the activity may be reanalyzed for research purposes.  
· Please use this summary template to describe your Quality/Process Improvement (QI/PI) project. Please provide complete information for each item below. If a section is not applicable to your project, explain why.
· When submitting a JHM IRB eForm Q (new or revised), enter the date submitted, the name of the PI and the eIRB application number in the header at the top of the form. 
· Johns Hopkins School of Nursing (JHSON) Doctorate of Nursing Practice (DNP) students seeking a QI determination should submit their scholarly project proposals to the DNP Project Ethical Review Committee (PERC). Additional information about the DNP PERC may be accessed here. 
· DNP students from other universities conducting their project at JHHS or affiliates should submit this eForm Q for IRB review and upload the IRB determination from the degree-granting institution in section 20, Q2
*********************************************************************************************
1. Project title:
2. Project location(s): Provide the specific Hopkins/affiliate location(s)(departments/units) where the project will take place:
3.  Statement of the local problem or process at Hopkins/affiliates this quality improvement project seeks to address: 
Please note: a letter of support from the appropriate operational lead is required and should be included in section 5[Quality Improvement] question 4.0 of the eIRB application. Projects which have implications beyond the local need may be considered generalizable and thus should be submitted as research applications [not QI/PI] with a research protocol template. See directions above.
4. Provide a justification as to why the project should be considered QI/PI. Consider the answers you completed in the QI worksheet when you provide the justification. 
5. Background: Please summarize any relevant background/literature [with references cited below in section 16] supporting the plan for this quality improvement/process improvement initiative.  QI/PI projects should be based on national guidelines or evidence based best practices.
6. QI Project Team: Please provide a description of who is involved in the quality improvement project and whether the role of the Johns Hopkins project team includes implementing and/or evaluating the QI initiative. Please also confirm whether any individuals external to Johns Hopkins will be involved in this quality improvement project: 

7. Project Goals/Aims: List any specific goals this project intends to accomplish:
8. Project Plan: Please describe the following:
a. The project design:
b. Target sample
c. Any plans for data collection associated with this project:
d. A description of any interventions included as part of this project:
9. Project Implications: Please describe the following:
a. Does the activity pose risks greater than those presented by routine clinical care to patients? 
b. Does the activity pose increased risk to confidentiality to organization/providers/employees/students?
** if Yes to either of these questions, please consult with the IRB as to whether the project may be considered QI
c. How will the results of this project be disseminated/used inside and outside of Hopkins?
10. Timeline for conducting the project from start to completion:
11. Evaluation plan:
12. Inclusion of any Protected Health Information: Please estimate the number of records from JHM clinical or operational databases that may be reviewed for this project:
13. Inclusion of any personally identifiable information: Please estimate the number of records which may include identifiable data that may be reviewed for this project.

14. Data Management: Please describe the following:
a. How data will be collected stored, accessed, and managed, including efforts to minimize risks to confidentiality [Please note: additional institutional review may be required for QI/PI projects that intend to use/access Institutional data]:
b. Confirm that the project team will use SAFE desktop or JH OneDrive for all JHM identifiable data storage. See here for details: https://ictr.johnshopkins.edu/programs_resources/programs-resources/i2c/secure-research-data-desktop/ https://it.johnshopkins.edu/it-services/collaboration-tools-and-messaging
c. If your study involves data/biospecimens from participants enrolled under other research studies with a written consent or under a waiver of consent, please list the IRB application numbers for those studies.  Please note:  Certificate of Confidentiality (CoC) protections applied to the data in source studies funded by NIH or CDC will extend to this new study if the funding was active in 2016.  If this situation applies, Section 36, question 4 in the application will need to be answered “Yes” and “Hopkins Faculty” should be selected in question 7. No other documents are required.
d. Clarify whether data from this quality improvement project will be shared with collaborators external to Johns Hopkins.  If so, provide the name of the organization and any specific individual (e.g. advisor), along with the plan for sharing (e.g. sharing aggregate data) 

15. References:
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