IRB Application Sections — Participant Characteristics

This video talks through the Participant Characteristics page of the IRB application, describing
the kind of information the IRB is looking for in response to those questions. Application
guestions are rooted in the Belmont Report and the Federal Regulations. So, we'll start there.

The Belmont Report was created by the National Commission for the Protection of Human
Subjects and was published in 1979. It establishes ethical principles underlying human subjects
research. Those principles are respect for persons, beneficence and justice.

1. Respect for persons recognizes individual’s autonomy and protects those with
diminished autonomy.

2. Beneficence consists of two general rules. First, maximize benefits and minimize risks.
And second, do no harm.

3. Lastly, the core concept behind the principle of justice is that burdens and benefits must
be shared equitably.

In sum, the Belmont Report represents what researchers should do. Then there are the Federal
Regulations, which detail what researchers must do. Among many other things, the regulations
set forth the Criteria for IRB Approval of Research. Satisfying these criteria is required for
research. In thinking through participant characteristics, we are focused on all of the Belmont
principles, as well as criteria one, three, and eight.

One of the first questions on this page of the IRB application asks you to describe your eligibility
criteria. Are you looking to include all people? Or, are there certain characteristics that people
must have in order to participate? Are you planning to exclude people with certain traits? What
is your justification for including or excluding these people? For example, it is not uncommon
for researchers to exclude pregnant women from their studies, but their reasons for doing so
vary.

Sometimes it might be safe for pregnant or breastfeeding women to participate, but they are
still excluded because their bodies are different and might skew results. On the other hand,
sometimes research procedures are unsafe for pregnant women, and therefore, they must not
participate. The IRB considers these two situations differently. For the former, it may be enough
to have pregnant women self-exclude themselves, since inadvertently including a pregnant
woman would not cause her or the fetus harm. But for the latter, self exclusion may not be
enough. It may be necessary to require that all women take a pregnancy test before
participating, since inadvertently including a pregnant woman could bring harm to her or the
fetus.

The application next asks whether and which vulnerable populations will be included in your
research. Going back to the Belmont principle of Respect for Persons, not every human being is
capable of self-determination. Those with diminished autonomy require extra protection. Note



also that self-determination is contextual. Where one might have increased autonomy in one
setting, they may have diminished autonomy in another. In short, context matters.

Think about your study. If you are including vulnerable populations, you must have a clear
rationale for doing so, and you must establish appropriate protections, for instance, to prevent
or lessen undue influence. Undue influences are real or perceived pressures to participate and
can arise from financial incentives, inequitable power relationships, or implied benefits from
participating.

Commonly known vulnerable groups include children, prisoners, and pregnant women, but
there are others, too. For example, we see researchers ask their students or employees to be
research participants all the time. Not on the list here, but we also see graduate students ask
their friends or family to participate in their research projects. Usually, it's all fine. But, these
scenarios all require justification and explanation - justification to argue the need for including
students or employees or friends who might be vulnerable to undue influence and coercion.
And explanation to describe how researchers will avoid or mitigate potential risk and ensure
that participation is truly voluntary.

Put another way, some big concerns related to the inclusion of vulnerable populations are
pressure and coercion because of the participant’s status or personal traits, relationship to
other participants, and/or relationship to the researcher.

Practically speaking, when filling out your IRB application, you must note any vulnerable
populations you are intentionally targeting for recruitment or any groups that are likely to be
included given the study population. If you are not intentionally recruiting, or if it is possible but
unlikely that members of the vulnerable group will be included, you need not specify them. For
example, if you are recruiting community college students - which commonly include high
schoolers - but do not want children to be part of your research, you would either need to
develop plans to exclude minors *or* specify children as a vulnerable population that may be
included given the target population.

The IRB uses information about the inclusion of vulnerable populations to determine whether
the characteristics of eligible participants are appropriate for the focus of the study and to
assure that special protections for vulnerable populations are in place.

Specifically, the IRB needs to assure that those at heightened risk from study participation are
excluded unless scientifically necessary; that those vulnerable to coercion or undue influence
are included only if scientifically necessary (and not due solely to convenience or ease of
access); that protections are in place to minimize risks as much as possible; and that persons
who may benefit from the study are not excluded for non-scientific reasons, such as
inconvenience of obtaining parental consent, translating materials, etc..

Next up are questions about maximum enrollment, which is assessed within the context of your
study. First, we ask about sample size. Is your sample size appropriate such that benefits can be
obtained from the research without placing risk on unnecessarily high numbers of people? This
consideration is especially important for higher risk studies. Or, is your study sample small, such
that deductive disclosure is a concern? For example, case studies usually involve small sample



sizes where very rich descriptive data is the goal, but that goal introduces potential risks related
to reidentification. The IRB uses information about sample size to assess those risks and ensure
appropriate privacy and confidentiality measures are in place.

When determining your maximum enroliment, we recommend building in reasonable flexibility.
That is, consider increasing your maximum enrollment to allow flexibility but not increasing so
high as to be unreasonable. For instance, if you need 50 survey participants, you might set your
maximum enrollment at 75 or 100 *in case* some participants are ineligible, withdraw early, or
provide unusable data. Conversely, if you anticipate needing 10-15 interview participants to
reach saturation, setting your maximum enrollment at 75 or 100 would not be appropriate.

Maximum enrollment is also helpful in understanding study design. Terms like “within subjects”
or “between subjects” aren't always terribly informative unless IRB staff have scientific research
training. Some do, but some don't. So, if you are asking groups of participants to do different
things (like a control group and a treatment or intervention group or groups), it's helpful to
know how many people will be in each group. We can better understand who will do what,
which in turn enables us to make our required determinations.

As a reminder, Belmont principles and the Federal Regulations place emphasis on the
protection of subjects. The regulations go so far as to outline additional requirements for
research involving prisoners, children, and pregnant women and fetuses. In all cases, though,
the IRB must consider the research setting and be mindful of protections for vulnerable
populations. The IRB can only make its required assessments and determinations if we have a
very clear picture of who is involved, why they are involved, and what relationships are
involved.

If you have questions, feel free to contact us. And, check out guidance materials specific to
working with vulnerable populations, available on our “Policies and Guidance” webpage.

Thanks for listening!
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