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Our Goal is to Increase 

Attention to Patient 

Safety Research and 

Publications

• Quality Management 

Department’s collaboration 

with Research.

• A strategic priority





Frequent Issues Related to QI

 Publishing the results of a successful PIP in an academic journal can 
boost our hospitalist's prestige and chance of promotion. But how 
do I know if my PI project is a candidate for publication?

 Examples of activities that begin as QI and Become Research 

 Examples of Activities that are likely QI and Research 

Why doesn't the IRB review PI activities?

 How to publish my PI Project?

What are the ethical requirements for the protection of human 
participants in PI activities?

What are the major Quality & Safety Journals?



 155 Initiated

 94 Completed

 24 Were presented during 
the Quality Day 2018.

All Commit to Improve 2018
“Performance Improvement Projects”
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Intersection of QI & Research  

 Quality improvement (QI) activities are an 
important component of KFSH&RC’s operations.

 QI activities are data-driven and involve human 
participants.

 Determining if an activity is Research or Quality 
Improvement can be challenging. 

 Human subject research must be re reviewed and 
approved by the IRB, while strictly QI activities do 
not require IRB oversight. However, some QI 
activities may also be research and therefore need 
IRB approval. 



What is Quality Improvement (QI)?

 QI is an activity where the primary purpose is to monitor or improve a 

process, program or system delivered by an institution. 

 A systematic, data-guided activities designed to bring about 

immediate improvements in health delivery in particular settings.

 QI projects generally aim to determine if a particular treatment or 

procedure at an institution is meeting expected standards. 

 If deficiencies are detected changes might be made to clinical 

practice, local guidelines updated or staff training provided. 

 QI findings are typically specific to the hospital in which the activity 

was conducted and so the results are usually only disseminated within 

that hospital.

 QI activities include analyzing routinely obtained data to capture 

current practice and comparing this to existing best practice 

standards. 



Types of QI activities can include:

PI projects Selection Criteria's:

1. High Risk.

2. High Volume.
3. High Cost.

4. Problem Pron.

5. Feedback from 

customers.

6. Accreditation.

7. Departmental 
Scorecards.



What is Research?

 Research is a systematic investigation of phenomena for the purposes of generalizing findings 

to a population. 

 Researchers aim to add to the current body of knowledge about a particular subject, and 

results are often published in academic journals. 

 Researchers must follow strict policies, obtain consent from subjects, and report any deviation 

from the protocol. 

 An Institutional Review Board (IRB) must approve the research project before it starts.



How Does QI Differ from Research?

 Both research and quality improvement 

are systematic investigations that may 

involve human participants but they differ 

in important ways. 

Reference: The Ethics of Using QI Methods to Improve Health Care Quality and Safety

http://www.thehastingscenter.org/uploadedFiles/Publications/Special_Reports/using_qi_methods_to_improve_health_care_quality_safety.pdf




Examples of Activities that Begin as QI 

and Become Research 

 A QI project is implemented, and upon completion, the investigator realizes they want 

to do research about the project, and interview clinicians. The data they will collect 

from the interviews will be used for research. 

 A surgeon believes that a certain technique will improve their own practice, so they 

implement it and record results as part of clinical practice. They then decide that this 

practice would help others, so they go back to their data to systematically analyze and 

generalize outcomes and results. 

 It is important to note that the intent to publish is an insufficient criterion for determining 

whether a QI activity constitutes research. 



Examples of Activities that are likely QI 

and Research 

 A project involves introducing an untested clinical intervention for 
purposes which include not only improving the quality of care but also 
collecting information about patient outcomes for the purpose of 
establishing scientific evidence to determine how well the intervention 
achieves its intended results. 

 Collaborative (multi-site) – All the sites are trying to improve some aspect 
of clinical care (ex. implementing an application to help improve making 
clinical decisions). The whole department decides this app will improve 
care, and implement the app. They collect data as the app is 
implemented, and in addition, analyze this data for generalizable 
knowledge. 



Publishing your QI project
“Even though most QI activities aren't research, there is much to be learned from 

sharing descriptions of these non-research activities”

 The Keystone ICU project, published in the Dec. 28, 2006 New 
England Journal of Medicine is an example of a QI project well-suited 
to publication. 

 Researchers on that project were able to demonstrate that 
adherence to 5 basic evidence-based steps, such as hand washing, 
by clinicians in over 100 Michigan ICUs led to a significant reduction 
in catheter-related bloodstream infections.

 That study is notable not only because the intervention was 
successful but because the authors meticulously described their 
process, which enabled other hospitals to reproduce their results.

 Lead author Peter Pronovost, MD, PhD, of Johns Hopkins University 
School of Medicine, led a similar study in Rhode Island that resulted in 
catheter-related bloodstream infections falling by 74% in 23 ICUs. The 
results were published in the December 2010 issue of Quality and 
Safety in Health Care.





What is an Institutional Review Board 

(IRB)?

 An IRB is a committee of health professionals and a community member that 

reviews and approves research proposals to ensure human rights are protected. 

 The IRB assesses appropriate consent of subjects, design of the study, and 

maintenance of confidentiality, among other factors. 

 Researchers must sometimes revise the research protocol before it is approved. 

 Most researchers are required to complete a short education program before 

they can submit a research protocol to the IRB. 

 Evidence of IRB approval is often required for publication of articles related to the 

research project



Why Doesn't the IRB Review PI Activities?

 The IRB Process can take weeks to months to obtain approval. 

 By its very nature, PI is an iterative, adaptive process that often requires rapid action. 

 To force all QI activities into the IRB system would impose such a heavy overhead that 

many worthwhile projects wouldn't be feasible.

 QM & Research collaboration.



Worksheets for Assessing 

Whether a QI Activity is Also 

Research

1. Developed by Rachel Nosowsky, Esq. 

and is based on The Hastings Center 

Report The Ethics of Using QI Methods to 

Improve Health Care Quality and Safety. 



Worksheets for Assessing 

Whether a QI Activity is Also 

Research

 Developed by the CHOP Quality Improvement 

Committee (QIC) Ethics Subcommittee.



KFSH&RC

DRAFT Worksheet 

for Assessing Whether 

You Need IRB Approval 

for Your PIP or not



Tips for getting your PI published

 Focus on innovative, and relevant topics to hospital strategic priorities.

 Complete a PI initiation form

 Complete the Assessment worksheet once you receive it and return it 
to QM.

 Form your team and follow the PI Methodology adopted by KFSH&RC

 Review literature /evidence based practices

 Investigate journals suitable to your project in advance.

 Please note that while QI activities typically involve minimal risk, they 
must still be conducted in a way that is ethical. 

 Staff conducting the activity should consider whether the people involved 
(patients or staff) will be exposed to any harm, 

 How consent will be obtained (if applicable) and privacy protected. 

 Staff should explicitly identify ethical issues arising and include a plan to 
manage them.



Performance Improvement (PI) Project 

Charter 



Ethical Requirements for the Protection of 

Human Participants in QI activities
Hospital departments and divisions should review all proposed PI projects to ensure ethical requirements are met



Major Quality & Safety Journals to Consider

 The Joint Commission Journal on Quality and Patient Safety

 BMJ Quality and Safety

 PLoS Medicine

 Top medical journals also publish some QI work:

 New England Journal of Medicine

 Annals of Internal Medicine

 Journal of the American Medical Association



 The American Journal of Medical Quality: The American Journal of Medical Quality is the official Journal of the American College of 
Medical Quality. The journal publishes original work in the entire field of quality measurement and improvement.

 BMJ Quality: BMJ Quality is an online workspace that supports individuals and teams to work through quality improvement ideas, make 
an intervention, and publish their results while developing their knowledge and skills. Projects are published in BMJ Quality Improvement 
Reports journal and, as of January 2015, we accept over 85%* of submissions.

 Health Care: The Journal of Delivery Science and Innovation: Health Care: The Journal of Delivery Science and Innovation is a quarterly 
journal invested in promoting cutting edge research on innovation in health care delivery, including improvements in systems,
processes, management, and applied information technology.

 The International Journal for Quality in Health Care: The International Journal for Quality in Health Care (IJQHC) is a leading international 
peer-reviewed scholarly journal addressing research, policy, and implementation related to the quality of health care and health
outcomes for populations and patients worldwide.

 Journal for Healthcare Quality: The Journal for Healthcare Quality (JHQ) welcomes submissions by writers from all sectors in the field of 
health care quality. The journal publishes articles on a broad range of topics including administration and management, performance 
measurement and improvement, and global and international issues.

 The Journal of Clinical Outcomes Management: The Journal of Clinical Outcomes Management® (JCOM®) is an independent, peer-
reviewed journal offering evidence-based, practical information for improving health care quality.

 The Journal of Healthcare Risk Management: The Journal of Healthcare Risk Management is published quarterly by the American 
Society for Healthcare Risk Management (ASHRM). The purpose of the journal is to publish research, trends, and new developments in 
the field of healthcare risk management with the ultimate goal of advancing safe and trusted patient-centered healthcare delivery 
and promoting proactive and innovative management of organization-wide risk.

 PLoS One: PLOS ONE is an international, peer-reviewed, open-access, online publication. PLOS ONE welcomes reports on primary 
research from any scientific discipline

 Patient Safety and Quality Healthcare: This online and print magazine reaches a readership of about 20,000 people, and has published 
Open School student work on several occasions. Please note PSQH is not a peer-reviewed journal.

 Pulse Voices: It publishes work from all people involved in giving and receiving health care. It seeks high-quality original nonfiction, first-
person stories, poetry, artwork, and photographs by patients and providers who want to share their experiences of health care.

 Quality Management in Health Care: Quality Management in Health Care (QMHC) is a peer-reviewed journal that provides a forum for 
readers to explore the theoretical, technical, and strategic elements of health care quality management. The journal's primary focus is 
on organizational structure and processes as these affect the quality of care and patient outcomes.
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Institute for Healthcare Improvement’s 

(IHI) Collection of Publications 

 IHI’s collection provides QI publications to expand your knowledge and/or to provide 

examples of what has been published. As you browse the publications, you can take note 

of where they were originally published for context. 

Refernece: http://www.ihi.org/education/IHIOpenSchool/resources/Pages/Publications/default.aspx

http://www.ihi.org/education/IHIOpenSchool/resources/Pages/Publications/default.aspx


Thank You


