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This module consists of 2 main sections that will require 10-15 minutes to
complete. Complete the short quiz at the end of the module before going to the
next module.

Introduction

Federal regulations for protecting research subjects provide
basic definitions of "research" and of "human subjects." This
module will interpret words and phrases used in the definitions
from the perspective of research in the social and behavioral
sciences and the humanities. It should be noted that
reasonable people can and do disagree about how to interpret
and apply the definitions and that institutional policies about
how to define research with human subjects may vary.

Module Contents

1.0 Defining "research"

2.0 Defining "human subject"




1.0 Defining "Research"

Research is defined by the federal regulations, as "a systematic investigation
including research development, testing and evaluation, ;
designed to develop or contribute to generalizable
knowledge."

1.1 "Systematic investigation”

A great deal of research in the social and behavioral
sciences uses what is commonly thought of as the :
scientific method. However, the interpretation of the term
"systematic investigation" depends largely upon
discipline-specific methods. It is possible for research to
be systematic without conforming in every respect to the ‘
elements of the conventional scientific method. For
example, when ethnographers study communities, they
may not have a priori hypotheses, but many aspects of their research may be
systematic including the selection of subjects, decisions about what
observations to record, and their interview process.

1.2 "Including research development, testing, and evaluation”

Pilot studies, feasibility studies, and other preliminary studies clearly fall under
the definition of research. Both of the following preliminary components of a
study constitute research with human subjects:

» A focus group of Latino immigrants helping investigators develop a
questionnaire with regard to the transfer of sexually transmitted
disease between the United States and Central America.

» Community pilot testing of the questionnaire prior to the
administration of the questionnaire and analysis of the results.



1.3 "Designed to develop or
contribute to generalizable
knowledge"

To generalize is to derive general
conclusions from particulars.
Generalizable knowledge is a goal of
most basic research. Even research
about the most narrowly defined topic,
such as an individual case study or the
study of an isolated community, may be

Gathering Oral Histories from Local intended to contribute to a body of

Mative Americans knowledge such as the function of

culture, the expression of gender, or the

political views of marginalized community members.

Some investigators in the social and behavioral sciences and humanities
contend that the regulations were designed to govern only biomedical research.
They then, reasonably, assume that "generalizable knowledge" is only that
which is hypothesis driven, quantitative, and replicable. While it is true that
scandals in biomedical research drove the development of the current
regulations, the regulations were designed to cover all research with human
subjects. The regulations specifically refer to interviews, oral history, focus
groups, and other qualitative methods. Therefore, the concept of "generalizable
knowledge" has to be broadened. (The development of drugs, biologics, and
medical devices is governed by a separate set of regulations developed by the
Food and Drug Administration.)

An essential consideration is whether it was the original intent of the investigator
to contribute to generalizable knowledge.
Some activities that involve interactions
with humans and data gathering may not
fit the definition of research with human
subjects, because they are designed to
accomplish something else, such as in- y
house quality improvement. For example,
a survey of college students about
university counseling services may be
designed strictly to improve service
delivery for students on that campus, and =%
thus not meet the definition.

Publication of results in a peer-reviewed journal is sometimes used as a
measure of whether research is generalizable, but this is too narrow a measure
for two reasons. First, not every study will produce results worthy of publication.
Second, there are multiple ways in which results can be made available to



others without being published in a peer-reviewed journal. Results may be
presented at a conference or made the subject of a seminar. They may be
shared with colleagues through the Internet or appear in a dissertation.



2.0 Defining "Human Subject”

According to the regulations, a human subject is a "living individual about whom
an investigator (whether professional or student) conducting research obtains:

1. Data through intervention or interaction with the individual, or
2. ldentifiable private information."

The following four sections will consider key words and phrases in the definition.

2.1 "A living individual®

Research about people who are deceased, such as historical research, does not
meet the definition of research with human subjects.

2.2 "About whom"

Most research in the social and behavioral
sciences involves gathering information about
individuals. However, some research that
involves interactions with people does not meet

subjects because the focus of the investigation is
not the individual. In other words, the information -
being elicited is not about the individual ("whom"), but rather is about "what".
For example, if a researcher calls the director of a shelter for battered women
and asks her for the average length of stay of the women who use the shelter,
that inquiry would not meet the definition of research with human subjects. If the
researcher interviewed the director about her training, experience, and how she
defines the problem of battering, then the inquiry becomes about her - and thus
"about whom."
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2.3 "Interventions"

Interventions include physical procedures through which data are gathered,
such as measuring brain function to supplement paper and pencil inquiries into
the development of language. They also include manipulation of the subject or
the subject's environment, for example, studies investigating the impact of
environmental factors on memory.

2.4 "Interactions”

Interactions include communication or interpersonal contact between the subject
and the investigator. Communication does not have to be face to face, and may



even exist entirely on paper or in electronic
realms. Participant observation is a variant of
interaction, often including both formal and
informal interviews in addition to observation.

2.5 "ldentifiable private information"

As defined in the regulations, private information
includes:

1. Information about behavior that occurs in a context in
which an individual can reasonably expect that no
observation or recording is taking place.

And

2. Information which has been provided for specific
purposes by an individual and which the individual can
reasonably expect will not be made public (for example, a
school record).

The regulations further state that private information must be individually
identifiable (i.e, the identity of the subject is or may be readily ascertained by the
investigator or associated with the information) in order for obtaining the
information to constitute research with human subjects.

The following two sections will expand on the definition of identifiable private
information.



2.5.1 Observing and Recording Private Behavior

It is important to keep in mind that whether a
setting is public is, by federal definition,
determined in large part by the potential
subjects' expectations of privacy, rather than
any absolute distinctions between public and
private spaces. For example, one might expect
that certain behavior, even if conducted in public
spaces, is in fact private, such as a conversation
in a public park. It is reasonable to assume that
one might expect not to be taped while dining
with a date at a restaurant.

If investigators wish to obtain information in a context in which subjects would
have a reasonable expectation of privacy, the investigator must use covert
observation (concealed recording devices and videotaping or use of a one-way
mirror) or assume a role in the setting or group being studied. Such studies raise
significant concerns about violation of privacy and require additional protections
and safeguards for subjects. Observational studies in quasi-public places, for
example, hospital emergency rooms or state psychiatric hospital wards, may
also raise such concerns.



2.5.2 Private Information Provided by Individuals for Specific Purposes

Individuals provide personal information with the
expectation that it not be made public in a variety of
settings, for example, at work, at school or college,
when receiving health care, or as a member of an
organization.

Some of this information is protected by law. For
example, school records are protected by the Family
Education Rights and Privacy Act (FERPA). Similarly,
private health information is protected by the privacy
provisions of the Health Insurance Portability and e
Accountability Act (HIPAA). Generally, although there i
are exemptions, school and medical records can only —
be released with express written permission.

Data files including identifiable private information are compiled and maintained
by both public and private institutions. Owners of identifiable data impose
restrictions on the use of the data. They may release de-identified data publicly,
but only release identifiable data to investigators with IRB-approved data
protection plans.
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