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Purpose: This policy will act as a guideline to assist SAH physicians and staff in differentiating between projects that are
considered Quality Improvement/Quality Assurance/Program Evaluation (QI/QA/PE) or research.

Policy: Differentiating Quality Improvement, Quality Assurance and Program Evaluation from Research
Scope:

QI/QA/PE studies are projects undertaken to assess the performance of a program, organization, group, faculty, or
department. Ql/QA/PE projects are conducted internally and for operational and/or administrative purposes. Per the
Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans (TCPS 2) QI/QA/PE are exempt from
Research Ethics Board (REB) review per TCPS 2, Article 2.5:

“Quality assurance and quality improvement studies, program evaluation activities, and performance reviews, or
testing within normal educational requirements when used exclusively for assessment, management or
improvement purposes, do not constitute research for the purposes of [TCPS 2], and do not fall within the scope
of REB review.” P18

Conversely, research is “an undertaking intended to extend knowledge through a disciplined inquiry or systematic
investigation.”!
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Although QI/QA/PE studies might use methods and techniques similar to those traditionally employed in research (e.g.,
surveys, interviews, data analysis, etc.), they are used exclusively for management, assessment, or improvement within
an organization. Ql/QA/PE activities are designed solely for internal purposes, with no intention for external application
or distribution. Examples of Ql/QA/PE projects may include performance reviews, patient surveys, or data collection for
internal organizational reports.

Regardless of whether the project is determined to be research or QI/QA/PE, fundamental principles of respect for
persons, welfare and justice apply and should be upheld. QI/QA/PE projects, although not considered research as
defined by the TCPS 2, are still expected to be conducted professionally and ethically, in accordance with the core
principles of the TCPS 2. These core principles include: protecting the interests of the participants, respecting free and
informed consent and voluntary participation, and respecting privacy and confidentiality and activities will still need to
follow all other applicable institutional/departmental guidelines and policies.

It is the responsibility of the individual engaging in project to use good judgment with regard to the requirement for REB
review. SAH does not condone deception or misrepresentation of a project in order to avoid an REB application.

Procedure:
Some projects that fall within the category of QlI/QA/PE may involve an element of research, necessitating REB review.

To assist in the determination of whether a QI/QA/PE project requires REB review, following the steps below:

1. Start by considering the following:

e Isthe purpose of the proposed project to try to improve the quality of patient care in at Sault Area Hospital?

e Will the project involve measuring current practice against standards?

o  Will the results of the study be circulated only internally within SAH?

e Does the project ensure that there is no disturbance to patients beyond that required for normal clinical care?

e If pursing grants or funding, will this project have funding that does not require review by a Research Ethics Board?
Note: most research grants will require REB approval.

If all of the criteria above are ‘Yes’, then the project is considered QI/QA/PE.
If any of the above criteria are ‘No,” a more detailed review is required. Proceed to step #2.
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2. Complete the ARECCI Ethics Screening Tool.

A pRoject Ethics Community Consensus Initiative (Arecci) will take you through a series of questions and provide a score
at the end of representing project risk. This is a well-known and well-used tool developed by Alberta Innovates.

Scoring Explanation

Score Result Risk & Recommended Ethics Review

Definitely greater than minimal: Organization's recognized review process* using ARECCI
Ethics Guidelines for Quality Improvement and Evaluation Projects. *Review by a duly
constituted group independent of the project team, that is trained to do project ethics
reviews and whose decisions are recognized by the organization.

47 or Greater

Minimal: Project leader uses ARECCI Ethics Guidelines for Quality Improvement and
Evaluation Projects

Figure 1: ARECCI Scoring Explanation

m A score result 47 or greater indicates the project is greater than minimal risk, where minimal risk is classified as the probability and magnitude
of possible harms implied by participation are no greater than those encountered by participants in those aspects of their everyday life that relate
to the research. For results in the RED range, an ethics application to the appropriate REB must be submitted.

ORANGE: A score of 8-46 indicates somewhat more than minimal risk and clarification is required. You will need to contact the Manager of
Research (or delegate) to review your project and inform whether it will be considered research or Ql/QA/PE.

YELLOW: A score of 0-7 represents minimal risk category. Save for your records.
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https://arecci.albertainnovates.ca/?#gf_4

3. If you both steps one and two do not answer your question about whether research ethics board approval is
needed, you can reach out to the Manager of Research (or delegate) to help. Make sure to include your ARECCI
Ethics Screening Tool results along with your project information to research@sah.on.ca.

4. The Manager of Research (or delegate) will assess and respond whether REB review is recommended.

In order to ensure timely assessment and informed decision-making, we recommend the Manager of Research (or
delegate) consult the following references:

e Fraser Health (British Colombia) Differentiation of Research, Quality Improvement and Program Evaluation table
—found here

e TCPS2 Scope FAQ — found here

5. The Manager of Research (or delegate) will inform the leaders of the affected areas of their decision regarding
the review (to close the loop) and cc research@sah.on.ca for record keeping purposes.

We expect all SAH employees to adhere to the following guidance from the TCPS2: “When in doubt about the
applicability of [the TCPS2] to a particular research project, the researcher shall seek the opinion of the REB. The REB
makes the final decision on exemption from research ethics review.” (TCPS2 — Article 2.1)

Sharing Results of Ql/QA/PE

To share your results outside of SAH, you must first ensure that SAH has reviewed and benefited from them. The
manager or director of the unit/area in which your project took place is the most appropriate person to have review the
results. In the event you do not know what leader to reach out to, you can ask the Manager of Research (or delegate) via
research@sah.on.ca

If your QI/QA/PE project has a small number of participants (greater than or equal to 20), there may be a privacy
concern. In those cases, we recommend reaching out to the SAH privacy office for guidance before sharing your results.
We will not support sharing results that may pose any risk to SAH, such as reputational or privacy risks.

The intent to publish results does not distinguish activity as research, as findings of Ql/QA/PE are often published.
Intrinsic components of Ql/QA/PE includes shared learning. Therefore, it is entirely appropriate to disseminate and
replicate Ql successes, including through channels that are external to an organization. However, it must be specified
that the study was conducted for QI/QA/PE purposes and the results must not be generalized (i.e. applied outside of the
organization for which the Ql/QA/PE study was conducted) and not presented as research. For further information on
the publication of Ql/QA/PE studies, refer to the Standards for Quality Improvement Reporting Excellence (SQUIRE)
guidelines.

SAH keeps record of all publications from SAH staff and physicians via the Research Office in Medical Affairs. If your work
results in any academic activity, such as formal publications or conference participation, we encourage you to share the
good news with SAH by sending the citation or other relevant information to research@sah.on.ca
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Frequently Asked Questions

Can | access Personal Health Information for Ql/QA/PE projects?

Yes, as long as anyone who accesses Personal Health Information (PHI) for QI/QA/PE purposes is authorized as a legal
custodian or agent of health data, and as long as all relevant institutional data protection, privacy, and confidentiality
policies/guidelines are followed, access to PHI is permitted. For more information, see PHIPA Section 37(1) entitled
‘Permitted use.’

Can | determine whether my project is QI/QA/PE or research after | have begun my project?
No. You must have Hospital and REB approval before a research project can begin.

I collected data for a QI/QA/PE project and would now like to use this information for research purposes. Is this
permitted?

If data collection occurs as part of a QI/QA/PE project and that data is later proposed for research purposes, this would
be considered secondary use of information not originally intended for research, and would require REB review (see
TCPS 2, Chapter 5, Section D). When secondary data can be linked to individuals, and when the possibility exists that
individuals can be identified in published reports or through data linkage, additional considerations may need to be
made regarding participant consent requirements (TCPS 2 Article 5.5A & 5.5B).

What happens if | make changes to my project?
If there are any changes to your project that may now classify the project as research rather than Ql/QA/PE, you may

need to seek REB approval (e.g., change in risk status, publication plans, new funding requirements).

Supportive Data / Definitions:

Quality Improvement (Ql): focuses on processesto = Quality Assurance (QA): generally refers to the

improve efficiencies and eliminate waste (anything process of ensuring that health care services meet or
considered extra or unnecessary) within a hospital or = exceed pre-determined standards of quality and
healthcare system.? safety?
Program Evaluation (PE): used to determine
whether a program or initiative is meeting its Research: an undertaking intended to extend
expected outcome; often used to prove impact and knowledge through a disciplined inquiry or
accountability for stakeholders, funders or public systematic investigation®
spending.®
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https://www.ontario.ca/laws/statute/04p03#BK54
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