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Scenario 
As part of improving their service, a community agency 
wants to look at burden of care placed on informal 
caregivers. The first step is to administer a burden of 
care assessment scale. They will then implement an 
intervention and re-administer the scale. They will also 
conduct audio-recorded focus groups with caregivers to 
get concrete suggestions for how they can be more 
supportive. 
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Scenario 
Two hospital-based clinicians think one of their patient 
populations is not achieving the positive outcomes 
seen at other similar hospitals.  They want to conduct a 
retrospective chart review to see whether practice at 
the hospital adheres to nationally recognized clinical 
guidelines, as well as gather data about the patients 
that may influence guideline adherence.  They also 
want to compare practices specific to this patient 

population with their colleagues in other hospitals.  
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Objectives 

• Learn from each other 

• Highlight commonly encountered issues or concerns 

• Provide language to describe the issue 

• Learn from examples  

• Considerations to take back to your organization 
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Knowledge generating projects (KGPs) 
that aren’t research 

 

• Quality improvement 
(QI) 

• Program evaluation (PE) 

• Needs assessments 

• Knowledge transfer (KT) 

 

 

• Health innovation 

• Evaluation 

• Applied research 

• Other? 
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The true landscape of KGPs? 
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A Hastings Centre Special Report. The Ethics of Using QI Methods 
to Improve Healthcare Quality and Safety (2006) 
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We think… 
• There is a risk of harm in all types of KGPs – 

research or non-research. 

• The same ethical principles that apply to 
research apply to non-research. 

• Mechanisms are required to prevent harm by 
mitigating the risks in non-research KGPs. 
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We think… 
• Those at risk in non-research projects include 

participants, those conducting the project, 
and the organization. 
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Why is this important? 

• Some REBs review projects that aren’t 
research. 

• Many non-research KGPs do not receive any 
kind of ethical review. 

• Distinguishing project type is not always 
“black and white”. 
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What adds to the confusion? 

• Increasing sophistication of non-research KGPs 

• Past criteria defining research are obsolete: 

– High risk: May be difficult to determine because there is a 
subjective element. 

– Systematic: All projects should be systematic in their own 
way. 

– Generalizability: We all want to share the knowledge 
gained. 

– Publication: This was a proxy for generalizability, so not an 
definite criterion. 
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Tri-Council Policy Statement 
“Quality assurance and quality improvement 
studies, program evaluation activities, 
performance reviews or testing within normal 
educational requirements when used exclusively 
for assessment, management or improvement 
purposes, do not fall within the scope of REB 
review.” 
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Article 2.5, 2010 



Partner Logo Here 

Article 2.5 

• Terminology is not universal 

• Definitions are not provided 

• Alternate ethical review process not specified 
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Tri-Council Policy Statement 

• TCPS definition of research: “an undertaking 
intended to extend knowledge through a 
disciplined inquiry or systematic 
investigation…” 

• Project leads in non-research would say they 
are doing this too 
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Terminology 
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Other contributing factors 

• People don’t know what they don’t know! 

• Inexperienced practitioners (e.g., students) 

• Practitioners and professionals wearing 
different hats and recognizing the hat you are 
wearing at any given time can be challenging. 
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Addressing the issue 

1. Tools to distinguish 
research from non-
research KGPs 

2. Guidance on how to 
ethically conduct 
non-research KGPs 

3. Ethical review of 
non-research KGPs 
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Ethics 
Review  

Guidance  

Decision Support 
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Example 1: ARECCI 

• Decision-support tools 

– Ethics Screening Tool (determine type of project, 
risks, appropriate type of review) 

– Ethics Guidelines Tool 

• Training 

– Project Ethics course, Second Opinion Review 
course, Train the Facilitator 

• Organizational recognized review 
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Step 1: Preliminary Questions 
If the answer is “yes” to any of the first three questions, 
then the project is research and should be sent to a research 
ethics board for review 
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Ethics Screening Score Cutoff Points: 
Determining Category of Review 
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Ethics Guidelines Tool 

1. How will the knowledge gained from this 
project be useful? 

2. How will the described method or approach 
generate the desired knowledge? 

3. How will you ensure that the participant or 
data selection process is fair and 
appropriate? 
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Ethics Guidelines Tool 

4. What have you done to identify and minimize 
risks as well as maximize benefits?  

5. How are the rights of individuals, 
communities and populations respected in 
this project?  

6. Is informed consent needed in this project? 
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Example 2: SickKids 

24 

• Independent review process for QI projects 
established in 2007 

• Partnership between REB and Quality 
Management and other key stakeholders 

• > 700 reviews to date (~9 per month) 

• Comprehensive evaluations of the process 
conducted in 2010 and 2014 
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Example 2: SickKids 
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REB  process Project type? 

Review of   
QI Projects 

form 

 
Initial submission review 
 

Research 
Criteria 

 
Review by two SickKids  
QI specialists 
 
 
Approval notification -  
requirements and/or 
recommendations 
 

Additional information 
Redirection to REB or other 
Agreement reached with 

REB Chair if needed 

10 business days 
Ensures compliance with 

hospital policies & processes 
Accountability via project 

sponsor 

QI 
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Criteria for REB review 
 

• The primary audience of the QI project is the external 
scientific community 

• The QI project involves interventions that are untested or 
less than the current standard of care 

• The QI project could pose significant risks to the 
participant(s) 

• The QI project involves excessive burdens to the 
participant beyond what would be considered 
reasonable for the normal delivery of care 

Criteria 

R
IS

K
 

P
U

R
P

O
SE
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QI projects policy and form 
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SickKids learnings  

• Advantages of implementing within a single 
institution 

• QI ownership is key  

• Consultation is part of the process 

• Reassurance that there is institutional 
agreement 

• We are learning too  
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Exercise 
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Answer these three questions 

• Is this research or not? What features makes 
you think it’s one or the other?  

• What are the ethical consideration or risks? 

• What mitigation strategies could you use? 
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Debrief 
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Key points  

• There are risks whenever you collect and use 
data from or about people to generate 
knowledge. 

• Guiding ethical principles are the same for 
research and non-research KGPs. 

• Ensure alignment of ethical review processes 
for research and non-research KGPs 
(terminology, controls, training, etc.). 
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Other considerations… 
• Make expectations clear for all KGP activity 

• Optimize/develop non-research KGP experts 

• Implement processes similar to those for 
research (e.g. accessing health data) 

• Leverage learning from non-research KGPs 

• Anticipate increasing complexity of non-
research KGPs – multi-site, publication, 
external funding, etc. 
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What’s one thing you can take back to 
your organization? 
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Closing comments 

• We propose that all KGPs should have an 
independent review: 

– Due diligence 

– Risk mitigation 

• Let’s replace, “Is this research, or not?” with, 
“What is the appropriate ethics review path?” 
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Select resources 
• A pRoject Ethics Community Consensus Initiative (ARECCI): 

http://www.aihealthsolutions.ca/initiatives-partnerships/arecci-a-project-
ethics-community-consensus-initiative/  

• Baily MA, Bottrell M, Lynn J, Jennings B (2006). The Ethics of Using QI 
Methods to Improve Health Care Quality And Safety. The Hastings Center. 
Special Report. July-August 2006.  

• Taylor HA, Pronovost PJ, Faden RR, Kass NE, Sugarman J (2010). The Ethical 
Review of Health Care Quality Improvement Initiatives: Findings from the 
Field. The Commonwealth Fund: Issue Brief. 95(1436). 

• Davidoff F, Batalden P, Stevens D, Orgrinc G, Mooney SE (2009). 
Publication Guidelines for the Quality Improvement Studies in Health 
Care: Evolution of the SQUIRE Project. BMJ; 338:402-404. 
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Select resources 

• Dixon N (2011). Ethics and Clinical Audit and Quality Improvement 
(QI) - A Guide for NHS Organisations. Healthcare Quality 
Improvement Partnership.  

• Margolis P, Provost LP, Schoettker PJ, Britoo MT (2009). Quality 
Improvement, Clinical Research and Quality Improvement Research 
- Opportunities for Integration. Pediatric Clinics of North America; 
56(4). 

• The SQUIRE (Standards for QUality Improvement Reporting 
Excellence) guidelines found at www.squire-statement.org 

• Ogrinc G, Nelson WA, Adams SM, O'Hara AE (2013). An Instrument 
to Differentiate between Clinical Research and Quality 
Improvement. IRB: Ethics & Human Research; 35(5): 1-8. 
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