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Objectives

* Describe an IRB, quality improvement activities, and human subject
research

» Identify how quality improvement activities and human subject research
intersect

» Describe an ethical oversight process for quality improvement activities
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What is an IRB?

The IRB is an established administrative body mandated by
federal regulations to assure that appropriate steps are taken
to protect the rights and welfare of human research subjects

recruited to participate in research activities

The IRB’s function is derived from the DHHS Regulations,
Title 45 of the Code of Federal Regulations Part 46 (45 CFR
46)= The Common Rule

(Department of Health and Human Services [DHHS], 2018)
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Design Definitions

What is Human Subject What is Quality Improvement?

Research?

“systematic investigation, Systematic, data-driven activities
including research development, designed to target immediate
testing and evaluation, designed improvements in health care

to develop or contribute to delivery or outcomes in a local

generalizable knowledge” setting

(DHHS, 2018, p.6) (Mormer & Stevans, 2019; Stiegler & Tung, 2017)
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Research vs. QI: Key Differences

Research Quality Improvement

Purpose | Develop or contribute to Improve a process or performance of
generalizable knowledge established standards
Outcome | Generalizable Relevant to single site
Benefits | May or may not benefit Benefits a process or program and usually
subjects benefits patients
Risks May put subjects at risk Low risk to subjects, may have privacy
concerns
Methods | Strict protocol Protocol may need modifications over time
Results Answer a research question or | Improves or creates process/system/program
hypothesis to improve delivery of care, safety,
satisfaction

(Fiscella et al., 2015; Mormer & Stevans, 2019)
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The Gray Area
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clarity requires IRBs to interpret the definition of research and distinguish
boundaries of QI and human subject research.

When projects share elements of QI and human subject research,
ethical concerns and regulatory oversight become entangled.

(Lee et al., 2016)



B . . Application for Approval of Using Human Subjects in Quality Assurance and Quality Improvement
UnlverSI t y Projects
T

Instructions Fill out the following form, begin typing after the colon.

Quality Assurance and Quality
Improvement Projects T e o

Clen-PRINCIPAL LEADER (Co-PL) ndl Lo
L] L] responsi cuct of the researd = Fi
CUHSR Application T
LISTUDENT PROJECT MEMBERS [SPM]:

COSTUDENT PRINCIPAL LEADER [SPL):

COCO-PRINCIPAL PROJECT LEADER with student PL (Co-PL):
Students: is this being done for a course requirement ~¥es [1Mo; For a Thesis or graduation requirement ClYes ClNo

> Pilot neW appIiCatiOn With nursing EXPECTED DATE TO BEGIN DATA COLLECTION:

EXPECTED DATE TO COMPLETE DATA COLLECTION:

d e pa rtm e nt fo r QA/Q I p roj eCtS FINANCIAL SPONSER (if any, corporate or gevernment grants, ete.): Describe, include any conflict of interest)

MUST ANSWER: Is this project supported by any Federal agency? C¥es CiNo

Sta rti n g fal I 20 1 9 to p rOVid e eth iCal By signing be the principal project leader, or student principal project leader acknowledge that | have reviewed

al and deem it to be ready for review by the Committee on the Use af Human Subjects in Research.

.
s proposal [please check in the check boxes)
Ove rSIg ) ez fias the variables being assessed and the maasuremant devices smplayed to measure them, as appropriate,

* Reviewed by CUHSR committee i _ .
chair T

« Determines if project is research
or QA/QI R, N

« Human interaction at or below mm——
minimal risk

rticipants ta be used and how thase participants will be recruited, and includes sarm ple recruitment

Developed by Dr. Andrew Struhbar, PhD, PT
Chair Committee on the Use of Human Subj
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1.0 PROJECT DETERMINATION & CHARACTERISTICS Is your project QI/QA or is it research. Answer
the following questions.
1.1 Must Check: [ YES CINO HUMANS SUBJECTS: Will project be obtaining information about |

individuals or biospecimens? [Checking yes mean the project invelves human subje
1.1.1 Must Check: [J YES CIMO Will the project obtain information or biospecimens thro
i entian (physical procedures by which information or biospecimens are gathered and

ubject or the subject's environment) and uses, studies, or analyzes the
information or bios mens?
1.1.2 Must Ch [J ¥ES [INO Will the project obtain informatian or i s through

| [}
A | i d subject) and use:
I Ca I O n ang i3 formation er bi pecimens?
p p A3 Check: [J YES [INO Wil the project obtain, use, study, analyze, or generate identifiabl

private information or identifiable biospecimens |identifiable: that which the identity of the subject is

or may readily be ascertained by the in atorara ith the information).
D 1.2 Must Check: [J YES [CINO RESEARCH |systematic:
([ ] l I S u re aS I C l I I I I a n could mean hypothesis testing, randomizatic necern for validity] investigate a question including

research development, testing, and uation, de ed to d ribute to generalizable
knowledge [generalizable — wi

e in ic i catia Che: i t ject earch defined by the
p ro e C I O n S edera 2 t. 1f 1.1 and 1.2 are affirm ojec arch and must

1.3 Must Check: rojec ' 5 5 or biologicals?

e (Consent process T4 Must Check: CYES_ CINO. Wil ndiuar's e
* Autonomy
1o 1.3 1.4, 1.
HERE and fill cut a CUSRH application for research or contact the chair of CLHSR]
*  Truthful
ru u n eSS In any Ql or QA project the human interaction should be below the level of or minimal risk and

e - should generally, if submitted as human subject research, be exempt from the standards of the
( rl S kS/be n eflts) federal regulations regarding human subjects research. However, participants in QI/QA projects
are still afforded basic human pratections (informed consent and pratection of privacy).
1.6 Must Check: O YES CINO Will the human interaction involve vulnerable populztions {such as
* e lidren under 18 s old, impaired decision ng capaci dul B

o P rot e Ct I O n Of p r I Va Cy individuals, prisoners). [depending on the nature of the interaction it may or may nat qualify far 01/0A -
additional safeguards will need ta be in place]
1.7Must Check: O] YES CONO Wil the human raction with the participants be reasonably free from

[ ) H I PAA harm and discomfort and any harm or discomfart more than a per.
{Harm or discomfort can be psychologic  legal, e

1.8 Must Check: [0 YES CINO s the intent of your project ta gather informatian in order ha
to understand how a process may be improved, ally applicable to a

* Data access and e T f Q1G4 o
secu rity Developed by Dr. Andrew Struhbar, PhD, PT

Chair Committee on the Use of Human Subjects in Resea
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