IRB Application Sections — Purpose & Benefits

This video talks through the Purpose and Expected Benefits page of the IRB application,
describing the kind of information the IRB is looking for in response to those questions.
Application questions 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 individuals’ 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 the study's purpose and expected benefits, we're primarily
focused on the Belmont principle of Beneficence, as well as regulatory criteria two.

You're first asked to outline Research Objectives. Why are you doing this research? What is it
that you hope to find out? When responding to this question, keep in mind the audience for
whom you are writing. In general, do not cut-and-paste from your thesis, dissertation, or
manuscript. Those documents serve a different purpose and are geared toward other scholars
in your field, not IRB staff or IRB members who are charged with evaluating the ethics and
regulatory compliance of your research.

If you're stuck, think about your thesis statement (usually that last paragraph of your
introduction that covers the one or two things you're hoping to learn or find out). Or, consider
your hypotheses or research questions.

Next, you are asked to explain the study's Broader Impacts or Significance. Whereas the
research objectives ask you to zero-in on the one or two or three specific things you're hoping
to learn, the broader impacts section asks you to go bigger. Consider why those one or two or
three findings are important. Why do we need to know about them? How will knowing or
learning this information help us or society? How will your research contribute to the larger
public or greater good?

Notice that both prompts also instruct you to use lay terms. IRB staff and IRB members do not
always have a scientific background or research experience. Some do, but even then, it's likely



not the same field as you. So, we won't always understand jargon or concepts from your area of
expertise. Make it understandable to everyone.

The IRB uses this information to assess whether a project meets the federal definition of
research (which relates to whether IRB oversight is required). We also use it to assist in
determining whether or how procedures align with the study's intended outcomes (which is
often tied to risk/benefit ratio as well).

For example, we sometimes see surveys that ask very personal questions about health
conditions, sexual behaviors, traumatic experiences, drug or alcohol use, and more. Those types
of questions introduce psychological risk and could also introduce social or informational risk
where identifiable responses made public. When we see these types of questions, we often
look to the research objectives and ask, “Is it clear how these personal questions fit within the
overall research objectives?” Put another way, “Is it clear why asking such personal, potentially
risky, questions is scientifically necessary?”

If it is not, we'll ask. This helps us better understand the research, and it often helps researchers
better focus their research or more clearly articulate their objectives, which in turn can help
when drafting manuscripts later, too.

Benefits to Participants -- Notice the prompt says, “...direct benefits to research participants.”
In evaluating expected benefits, only benefits to participants that result directly from their
participation in the research are considered. Possible long-range effects of applying knowledge
gained in the research, such as effects of the research on public policy or society at large, are
not considered direct benefits and need not be described in this section. Also, know that there
are often no direct benefits to individual participants, and that's okay.

| also want to point out the blue help text, which explains that money, gift cards, presents,
course credit, and other types of compensation are not considered a benefit of participation in
research. That information should not be included in this part of the application. Instead, some
benefits that researchers have included in this section include learning about the scientific
method; receiving free, health-related reports, such as information about one's body
composition or bloodwork; positive health and lifestyle changes, for example, if one is
participating in a longitudinal exercise study; access to educational materials on the topic of the
study; and feelings of empowerment or purpose.

The IRB uses the information about the benefits of the research - both direct benefits to
participants and broader impacts of the research - to assess the risk/benefit ratio. If we return
to our earlier example of surveys that ask for highly personal information - or rather, surveys
that introduce a degree of risk - we would be asking, “Do the benefits of collecting such
personal information outweigh potential risks to participants?”

In short, we ask that researchers describe the study's purpose and expected benefits in order
that we can better understand the research, confirm alignment between procedures and
objectives, and ensure that benefits are maximized and risks are minimized. Remember, as risks
increase, benefits should also increase such that the ratio of risks to benefits remains balanced.



If you have questions, feel free to contact us.

Thank you for listening.
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