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The growth in health professions education (HPE) and a desire on the part of nurse and medical educators to disseminate their
work have raised important questions about the ethical conduct of education research. At the center of the debate is the
institutional review board (IRB) and its proper role in the oversight of HPE research. This article examines the IRB process and
types of reviews for education research and presents an Education Project Summary Template to use for IRB reviews.
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Health professions education (HPE) has entered
a new era. Anonymous lectures in darkened halls
and unstructured apprenticeships of varying qual-

ity are disappearing. Training future health care workers is
evolving into a highly structured process with carefully for-
matted objectives, interactive teaching strategies, and mul-
timodal evaluations.1,2 Institutions and accrediting bodies
have established thresholds of achievement and proficiency
as milestones for graduating learners to independent prac-
tice.3,4 The number of questions arising regarding the quality
and efficacy of educational practice has fed a growing field
of HPE research. This growth in HPE and a desire on the part
of nursing and medical educators to disseminate their work
have raised equally important questions about the ethical
conduct of such work, particularly with the complexity and

conflict presented for subject-learners, external funders, and
regulatory demands. At the center of the debate is the insti-
tutional review board (IRB) and its proper role in the over-
sight of HPE.

Background
Traditionally, most educational program design and evalu-
ation have not been considered part of the research enter-
prise. Clinicians or researchers would spend time teaching,
but this was considered wholly separate from their other
academic pursuits. The work of Glassick5 in the late 1990s
provided a taxonomy and framework for a more delibera-
tive teaching process with key components of careful design,
meaningful evaluation, peer review, and reflective critique
intended to spawn opportunities for presentation and pub-
lication. With the evolution of the ‘‘scholarship of teaching,’’
educators began to reflect on the research-like attributes of
their work as well as the implications of its design and de-
livery for their subjects. In 2004, an article appeared detailing
the plight of a grant-funded curricular program in geriatrics.6

The article described how medical students at a university in
which faculty initiated curricular change with grant funding
ultimately were forced to cancel the program when students
protested the fact that they were not consented prior to the
innovation and that the project had not undergone IRB review.

While lacking the historical weight of the Belmont Report,
this cautionary tale raised a number of important points,
including (1) learners may be considered not just passive
participants but actually subjects of education research and
that educators need to consider their rights and identities
when participating in these projects, (2) a lack of training
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and awareness among health professions educators about
the protection of human subjects and the IRB process and a
prevailing sense that IRB review is an optional process and
something to be avoided if possible, and (3) the growth of
external funding raising the possibility that local activities
might be influenced by demands and requirements of out-
side agencies. These points speak to the core of the mission
of the IRB in that health professions educators need to con-
sider the ethical implications of the design and execution of
their work.

Significance
HPE is recognized as a key ingredient in high-quality nursing
and medical care.7 A demand exists for evidence to inform how
we educate health care professionals, and educational pro-
grams have becomea key tool for implementing improvement.
Admittedly, the science underlying education research is often
complex and requires use of a variety of study designs—both
experimental andquasi-experimental—andmultiple approaches
for evaluation, including both qualitative and quantitative.8

The evolving sophistication and complexity of HPE research
point to a need for a centralized source for review of conduct
and quality of these projects. Moreover, education researchers
are gathering, collating, and analyzing large amounts of data.
These data need to be collected and stored in a way that
ensures its integrity and protects the identity of learners. Col-
laboration across institutions adds an additional layer of
complexity to this process.9

It is often the intent of medical and nursing education
researchers to disseminate their work through presentation
and publication. This intent to generalize has important im-
plications for the use of information and protection of the
identity of participants. Furthermore, HPE is moving toward
measuring impact of teaching interventions on outcomes
including patient care. The examination of a learner’s perfor-
mance in real clinical care requires a consideration of how to
handle not only the learner data, but also that of the patient
as well. Finally, consideration must be given to the learner as
a vulnerable subject, prone to coercion, exposure, and undue
psychological stressors.

The IRB Process
Health professions educators may be best served to reframe
these challenges as compelling reasons to engage the IRB
as a partner in the process of ensuring sound design and
the responsible and ethical conduct of educational research.
This ‘‘reframing’’ starts with a careful examination of the

principles underlying the formation and mission of the IRB
in the Code of Federal Regulations and a point-by-point
examination of their relevance to the education researcher.

Types of IRB Reviews
The responsibility of an IRB is to ensure that the regulatory
criteria for approval of a study are met and in so doing help
protect the rights and welfare of human subjects involved in
research, including ensuring that risks of participating in a
study are reasonable in relation to the potential benefits.
Current federal regulations require that all nonexempt human
subjects research be approved by an IRB before an investi-
gator may conduct a study.

Making decisions regarding the IRB review process for
research studies begin with first determining if human subjects
are involved and if the investigation is truly designed to
contribute to generalizable knowledge.10 The Federal Policy
for the Protection of Human Subjects Research is known
as the ‘‘Common Rule’’ and guides oversight and provides
guidance for those engaged in research involving living in-
dividuals.11 Human subjects research means obtaining data
through intervention or interaction with an individual or by
using identifiable private information to answer a research
question.10 In the case of HPE, learners may be considered
‘‘subjects’’ when considering their rights and protections
as participants. There are 3 types of IRB reviews for new
protocols: exempt, expedited, and full-committee review.
A full description of these reviews is found in Table 1.

The IRB Review Process for Education
Research
There are specific categories of research involving human
subjects that are eligible for exemption; some types of edu-
cation research meet the definition for these categories. To
assist education project leaders in determining what types of
projects meet the exempt education research criteria, the
Office for Human Research Protections in section 45 CFR
46.101(b1-6)10 includes educational research categories that
could potentially be considered exempt:

& Research conducted in established or commonly accept-
ed educational settings, involving normal educational
practices, such as (i) research on regular and special
education instructional strategies or (ii) research on the
effectiveness of or the comparison among instructional
techniques, curricula, or classroom management methods
(CFR 46.101.b1). In Table 2, example 1 is an exempt
education research study.

Table 1. Institutional Review Board Review Types

Type of Review Description

Exempt Research that is no more than minimal risk and meets Q1 of the 6 categories for exemption listed in the federal regulations
(45 CFR 46.101). Subject identifiers must be protected. Exemption is determined by the IRB, not the investigator.

Expedited Expedited review means that the review can be done by a single qualified IRB member designated by the IRB chair rather than at
a full-committee IRB meeting. These involve no more than minimal risk to subjects and meet 1 of the 6 federally designated
expedited review categories for new studies (45 CFR 46.110)

Full board This type of review applies to studies that are greater than minimal risk or minimal risk but do not qualify for exempt or expedited
review categories. This review is conducted at a full-committee IRB meeting.
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& Research involving the use of educational tests (cogni-
tive, diagnostic, aptitude, achievement), survey proce-
dures, interview, or observation of public behavior, unless
(i) information obtained is recorded in such a manner
that human subjects can be identified, directly or through
identifiers linked to the subjects; and (ii) any disclosure of
the human subjects’ responses outside the research could
reasonably place the subjects at risk of criminal or civil
liability or be damaging to the subjects’ financial standing,
employability, or reputation (CFR 46.101.b2). This ex-
emption does not apply when surveys, interviews, or
observation of public behaviors include individuals youn-
ger than 18 years when the investigator is participating in
the activities being observed.

Research involving the collection of existing data, docu-
ments, or records, if publicly available, or if information is
recorded by the investigator in such a manner that subjects
are not identifiable (directly or through identifiers) may also
be exempt (CFR 46.101.b4).10 Careful evaluation of the above
categories determines whether an education research project
meets the exemption criteria or requires an expedited or full-
committee IRB review. A complete description of potentially
exempt research categories can be found at http://www.hhs.
gov/ohrp/humansubjects/guidance/45cfr46.html.

When a research study does not meet the criteria for
exemption, the risks to subjects participating in the project
should be further evaluated. In Table 2, example 2 is of a
nonexempt education research study. Federal regulations
define minimal risk as the ‘‘probability and magnitude of
harm or discomfort anticipated in the research is not greater
in and of themselves than that ordinarily encountered in
daily life or during the performance of routine physical or
psychological examinations or tests’’ (45 CFR 46.102[i]).10

Most education research studies are minimal risk studies when
protection of the rights and welfare of subjects involved are

carefully considered. Education research subjects must not
be unduly influenced to participate.13 Protection of the iden-
tity of involved subjects must be considered. If any informa-
tion is collected that can directly identify a subject or when an
identifier can be linked to this individual, then it is not eligible
for exemption unless it meets one of the 6 exemption cate-
gories listed in the federal regulations (45 CFR 46.101).14

Measures to protect the privacy and confidentiality of sub-
jects should be taken and clearly described in the study.

When students are directly involved themselves, even
exempt education research studies must inform the subjects
about the project, and they must be provided details as to
how confidentiality of the information will be protected.
Subjects must also be told that participation is voluntary and
that they can refuse to answer questions that they do not
wish to answer. Subjects should be allowed to withdraw at
any time without repercussion.

Written consent may be required if the project includes
collection of recorded data via voice, video, digital, or image.
Individual or group interviews or focus groups may require
written consent as well. First consider whether the research is
more than minimal risk of harm to subjects and if it involves
no procedures for which written consent is normally required
outside the research environment (45 CFR 46.117.c2). There
are many situations where consent documentation can be
waived, and the IRB can request the investigators to provide
subjects with a written statement regarding the research.

Several examples are provided to give further guidance.
Examination of nursing students’ perceptions about a specific
disease such as human immunodeficiency virus (HIV) or
cancer and their attitudes toward caring for a patient through
interviews or focus groups requires research measures to
ensure that student participation is voluntary and anonymity
is protected. This type of research would not be exempt and
requires informed consent. In comparison, evaluation of the
effectiveness of a curriculum designed to allow students to

Table 2. Examples of Education Research and Types of IRB Reviews

Example 1. Nursing education research study example
In a nursing study evaluating learning outcomes and student perceptions of collaborative learning in an undergraduate nursing program, multiple
instructors implemented collaborative learning in place of traditional lectures.12 The education research project was completed in 3 phases: (1) pilot
phase, in which collaborative methods were first implemented with traditional junior-level students; (2) comparison phase, in which traditional
lecture was compared with collaborative learning with accelerated nursing students; and (3) full implementation phase, in which a Web-based wiki
feature was created to aid in student collaboration for both traditional and accelerated students. Participants in this 3-phase action research study
included students enrolled in a traditional and an accelerated nursing program. The study found the number of students who passed the unit
examination was not significantly different between the 3 phases. Students had positive and negative perceptions about the use of collaborative
learning. Prior to implementation, the university institutional review board reviewed this study and found it to be exempt. This education research
project meets the definition of research conducted in established or commonly accepted educational settings (CFR 46.101.b1).

Example 2. Nonexempt education research study example
An educational program funded by a grant from an outside academic institution targets advanced trainees from a variety of disciplines and professions
in learning about the care of older adults. Trainees from nursing, medicine, pharmacy, and physical therapy attend. As part of the program, learners
participate in a 2-day retreat-style workshop, engaging in case discussions and planning QI projects. As part of the program evaluation, all learners attend a
follow-up focus group at 6 mo. During these sessions, a facilitator asks about their experiences with the workshop itself, examples of application of
principles learned in the workshop, and successes and challenges with implementing QI projects. These sessions are recorded and transcribed and entered
into a secure database for aggregate analysis at the sponsoring institution. Participants sign an informed consent prior to participation in the program.
Because learners’ voices are recorded and their comments transcribed, program leaders are not able to guarantee their anonymity. For this reason,
the study must undergo a review but qualifies for expedition because of its minimal risk. The intent of the leaders to share data with another
institution also increases the level of complexity and may require additional scrutiny by the IRB and assurances of appropriate data storage
and security measures.
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explore their attitudes toward caring for patients with HIV or
cancer may be seen as standard educational practice and
would meet the criteria for exempt research if anonymity is
maintained and no identifiers are collected. Even if written
consent is not required, learners responding to surveys or
other measures should be informed of the voluntary nature

of their participation and the intent of the educator to
analyze and disseminate the data.

Improving the Process
HPE researchers and their supporting institutions aspire to
innovate in a way that will improve both the ability of the

Table 3. Education Project Summary Template for IRB

Statement of the problem Concisely describe the issue(s) addressed by this education research project. In doing so, describe the
overarching context of this project and convey how it will address a specific need.

Evidence-based literature review
and synthesis

Concisely summarize the evidence in the literature that informs the development of this education project. As
relevant, include citations that (1) attest to the need for this project and (2) describe prior efforts in this area,
including methods and/or measures developed and tested previously.

Project aims Identify the purpose of this project and list specific aims to be accomplished. This can be framed as a specific
research question, hypothesis, or statement of project goals.

Project methods Include the following information in this section:
& Design. Be as explicit as possible in describing your educational project design. Examples include the
following:
) Experimental: educational intervention (eg, teaching session, curriculum, module, etc) with examination of
differential effects on subjects with or without a control

) Observational: review of an existing educational program, process or experience; may use surveys,
interviews, focus groups, or other methods

) Validation study: creation and establishment of validity/reliability of a specific measure such as a test,
survey, or other instrument

& Setting. Describe all academic and/or clinical settings where the project will be developed and implemented.
Examples of academic settings include a prelicensure nursing program or Graduate Medical Education
program. Also, note if the study is multi-institutional

& Participants. Describe your study subjects (project participants, often learners). This is your target audience.
Include the following:
) General description: level, profession
) Inclusion or exclusion criteria
) Recruitment and incentives (if applicable)
) Risks and benefits. Describe how risks and discomforts will be minimized. Consider physical,
psychological, legal, economic, and social risks as applicable. Include consideration of possible influences
on subject choice to participate (eg, coercion) or impact on evaluation of participants or the program. If
applicable, also describe what alternative to participation exists for those who withdraw or choose not to
participate

& Outcomes and measures. Describe primary outcomes and the tools you will use to measure them. Include
copies of surveys, tests, or other measurement tools with this submission. If you will be developing an
assessment tool, please describe that process here.

& Data analysis. Briefly describe the plan for analysis of the data you collect in this study.
& Timeline. Outline a timeline for your project.
& Resources and funding. Provide a brief explanation of how this project will be supported—specifically faculty and
administrative effort, materials, technology, and any scholarly endeavors such as publication or travel costs.

Consent process Regardless of whether the project is eligible for exemption, you should provide subjects with the following:
(1) a clear explanation of the project’s design and intent, (2) assurance of confidentiality and data security,
and (3) notice that their participation is voluntary. Decisions on whether and how written informed consent
is obtained depend on the project methods, data collected, and nature of contact with subjects. Written
consent may be required if the project includes the following:
& Collection of recorded data via voice, video, digital or image, or
& Individual or group interviews or focus groups

If you plan to obtain written informed consent, include a copy of your consent form with the application. If you
do not plan to obtain written informed consent (eg, it is not feasible), describe how you will inform subjects
of items 1, 2, and 3 are above.

Data collection, management, storage,
and confidentiality

Summarize any safety concerns and how you plan to address them. Include in this section a description of
the following:
& Media type to be used to collect and store the data (paper, electronic, or both) and the location where it will
be stored

& Private information (PI), if any, to be collected and stored, who will have access to it, measures used to
ensure confidentiality, and when and how PI will be destroyed

& How the participant’s confidentiality will be protected (eg, data deidentified and/or data security key and plan)
References Include the references used to support the background for the study.
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graduating learner and the care they provide. To achieve
these goals in a responsible and ethical way, steps must be
taken to bridge the gap between their work and the review
process. These improvements may take several forms includ-
ing (1) education and orientation programs, (2) expansion of
the types of expertise and assistance available at the IRB,
and (3) development of HPE-friendly review templates and
processes.

Institutions should begin by introducing programs to
inform both educators and IRB members about issues specific
to education-related projects. Educators need to gain greater
understanding of the process and definitions set forth in the
CFR to more accurately prepare submissions for review. Spe-
cifically, such programs might focus on criteria for exemption
versus review, risk for learners, and indications for consent.
Health professions educators would also benefit from more
in-depth orientation to data management and protection
and, specifically, institutional resources designed to help with
these issues. Finally, clear guides to the logistical aspects of
submissions are essential.

The IRB itself also should participate in a review of its
capabilities for reviewing educational projects. This may
involve orientation for its board members on the specific
issues and characteristics of education research. In addition,
many have proposed that IRBs should seek to include re-
viewers with specific expertise in social and behavioral
sciences (often lacking on medical campuses).15 At institu-
tions with active education research communities, addition of
a dedicated chair or board may be necessary.

In addition to orientation and education, the develop-
ment of submission templates and targeted reviews specific
for education projects may help the utility and efficiency of
the process.16 At Duke University, a group of educators from
our Schools of Medicine and Nursing developed a template
in collaboration with leadership of the IRB to address needed
improvements in the process. Our work followed the ex-
ample set by the development and implementation of a
template for submissions for quality improvement (QI)
projects.17 Our team first met with representative chairs of
the IRB to discuss the structure and content of the template
as well as a plan for piloting the submission and review
process. A draft version of the template was circulated among
educators and IRB members for feedback and revision. The
template, derived from the traditional research submission
form, offered a modified organization and language to pro-
vide a better fit for education-related projects as well as
clarity for reviewers (Table 3). A pilot group of submissions
was routed to 2 IRB chairs involved in the development of
the template. The template proved quite popular among
educators and reviewers in both form and function. The
form was posted on the IRB Web site, and our development
team offered a series of workshops for faculty on its use.

Conclusion
It is important for health professions educators to consider
the ethical implications of conducting education research.
Increased understanding of the categories for exempt re-
search and how to determine when an education research
study does not meet the criteria for exemption are essential
for those involved in HPE. Specifically, educators need to
recognize learners as subjects and anticipate and acknowl-

edge risks inherent in their participation in education research.
In addition, educators need to seek greater knowledge and
resources for data collection and management to ensure
protection of subject identity and study integrity. Improve-
ments in the review process for educational research studies
will require a collaboration between educators and the IRB
as outlined in this article. Development of education programs
for researchers and reviewers, integration of educational
expertise on the IRB, and standardization and dissemination
of submission templates will all enhance the process and
improve the quality of the work.
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