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Research Issues

Introduction

When people think of research with human subjects1, especially research risk, often they think
only of medical research.  This is due to the fact that much of the focus on research and research
ethics has been on the dangers posed by biomedical research and the harms caused by the
transgressions of researchers in that field.  However, research with drugs, devices and other
medical procedures is only a part of the total research endeavor.  Many studies are also
conducted in human behavior, social science, education, anthropology, epidemiology and similar
areas.  For brevity, these will be subsumed here under the broad label “behavioral research.”
The following issues are also important for biomedical researchers as many of the concerns may
be present to some extent in those studies as well.

Federal Regulations
The federal regulations governing research have included behavioral research from the start.  In
recognition that these studies often present only slight risks, the regulations allow some activities
to be exempt from regulation and others to be given a brief review.  This does not imply a lesser
ethical standard for these studies, but rather an increased reliance on the investigator to conduct
the study within appropriate ethical and scientific bounds.     

Psychological/Social Risks
When there is no physical intervention, generally there is no risk to physical well-being, but such
studies carry risks of their own.  The main concern is with other types of potential harms such as
psychological, social, economic and legal.  These risks may be as harmful as any risk faced by a
subject in a medical study.  Humans are by nature introspective, and reflecting upon the actions
we have or have not taken may cause us emotional pain.  While taking a course of action based
upon wrong or incomplete information may make it easier to rationalize that action, discovering
that we are capable of violating societal and/or our own standards can be psychologically
damaging.

                                                
1 Human subject: 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) identifiable private
information.

•  Intervention includes both physical procedures by which data are gathered and manipulations of the
subject or the subject's environment that are performed for research purposes.

• Interaction includes communication or interpersonal contact between investigator and subject.
• Private information is individually identifiable data (i.e., the identity of the subject is known or may readily

be ascertained by the investigator or associated with the information) Private information includes
• information about behavior that occurs in a context in which an individual can reasonably expect that

no observation or recording is taking place, and
• 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 or medical record).



Psychological hazards run from temporary anxiety and distress to relapse and precipitation of
behavioral disorders.  Social harms include both direct personal impact such as embarrassment,
ostracism, stigmatization and loss of status as well as similar effects upon the subject’s family
and community.  Risks in the economic area include job loss and decreased employability.
Legal risks include arrest, prosecution and civil or criminal liability.

Exposure to risks of biomedical research are typically faced only by the individual.  In
behavioral research, however, the range of non-physical risks above may have an impact on
others including families, social groups, communities, ethnic populations and even entire
societies.  Prevailing community attitudes are an important consideration in the acceptability of
behavioral research.  Likewise, the investigator must be responsible in the use and publication of
research findings.

Therefore, in assessing the risks presented by a study, investigators, IRBs and subjects must
consider a wide range of potential harms.  Investigators should anticipate potential problem areas
and design the study to provide an adequate level of protection.  The traditional risk/benefit
balance is also somewhat changed as the benefits rarely accrue to the individual subject, but
rather to science and/or society.

Deception
Deception in research is intentionally misleading subjects or withholding full information about
the nature of the experiment.  Deception may take the form of covert observation or not fully
informing the subject when obtaining consent.  Intentionally misleading or omitted information
might include the purpose of the research, the role of the investigator or what procedures are
actually experimental.  Deception interferes with the subject’s ability to give informed consent.
Ethical concerns are increased whenever the protection of informed consent is compromised in
any way because the research subjects are deprived of the opportunity to protect their own
interests.  Use of deception must be scientifically and ethically justified and approved by an IRB.
In cases where the study can only be conducted with subjects who are less than fully informed,
the missing information should not increase the risk of the study.  After the experiment is
conducted, subjects should be fully debriefed.

Vulnerable Subjects
People are autonomous when they can deliberate personal goals and then act accordingly.  The
capacity for self-determination increases with maturity.  Individuals may lose this capacity
because of physical illness, mental disability or while under circumstances that severely restrict
liberty.  The regulations define as “vulnerable populations” those groups that may contain some
individuals who have limited autonomy, i.e., they cannot give informed consent.  Such groups
include children, some mentally incapacitated, individuals with dementia and other cognitive
disorders and prisoners.  Many institutions have also included the elderly, students and
employees in the definition of vulnerable populations deserving special consideration by
investigators and IRBs.  The regulations require that IRBs treat pregnant women as a vulnerable
population because of the need to avoid unnecessary risk to the fetus and because of the
additional health concerns during pregnancy.  Additional protections when conducting research
with these populations may include the use of witnesses, requiring consultants/advocates,
formally renewing consent at specified stages and limiting the scope of research projects.



Privacy and Confidentiality
Two areas that generally create more concern for behavioral research than for biomedical studies
are confidentiality and privacy.  In fact, these concerns are often the central considerations for
behavioral research.  Privacy is the right of persons not to share information about themselves.
Confidentiality is the obligation to keep private information that has been collected from being
inappropriately shared with others.

A major tenet in the protection of human subjects is that persons can be wronged even if
they are not harmed.

Privacy is itself a form of personal protection.  So, a violation of an individual’s privacy not only
is a harm itself but also may cause the loss of this protective barrier.  Risks include public
exposure, perceived loss of control of person and a sense of insecurity.  Investigators can avoid
violations of privacy, for example, by removing identifiers or using anonymous data.  Breaches
of privacy also erode trust on all levels. Breaches of privacy (e.g., “How did you get my name?”)
cause some of the angriest responses by subjects and the public to research and researchers.

Certificates of Confidentiality
A Certificate of Confidentiality is an important mechanism to protect the privacy of research
study participants.  Certificates of Confidentiality are issued by the National Institutes of Health
(NIH) and other DHHS agencies to protect the privacy of research subjects by protecting
investigators and institutions from being compelled to release information (i.e., forced
disclosure) that could be used to identify subjects in a research project.  They allow the
investigator to refuse to disclose identifying information on research participants in any civil,
criminal, administrative, legislative or other proceeding, whether at the federal, state, or local
level.  Researchers are not prevented from the voluntary disclosure of matters such as child
abuse, reportable communicable diseases or a subject’s threatened violence to self or others;
however, the consent form must say if the researcher intends to make any voluntary disclosures.

Study Methods
The diversity in research topics and the research methods appropriate to those studies are unique
features in the field of behavioral research.  Study methods used include surveys, interviews,
questionnaires, record reviews, observation (participatory, overt or covert) and various
psychological and social interventions in laboratory and field settings, to mention a few.  Each
method itself presents ethical and scientific considerations.

Every research method presents unique ethical and scientific considerations.

Laboratory and field experimentation may have no concerns in the areas of privacy and
confidentiality but may involve consent issues and the full range of research risks.  Survey and
interview research may be just the reverse, that is, no concerns regarding consent but possible
confidentiality concerns.  Record reviews may raise both consent and privacy issues.  Thus,
investigators must design studies with an eye to minimizing the negative effects of the study’s
methods themselves.

Quality of Life Issues
Although not a “behavioral” issue in the strict sense, investigators should be aware of the
possible effects of studies on the daily life of subjects.  The demands of participation in studies
can seriously disrupt the flow of normal activities.  Side effects and even successful outcome of



studies may lead to a decrease in the quality of life (e.g., by prolonging pain and suffering).  As
indicated above, even surveys can potentially cause psychological stress that may lead to long-
term disabilities and a decline in aspects of lifestyle. Investigators need to design studies that
take into consideration quality of life issues and they need to ensure that potential subjects
understand the potential impacts on their personal lifestyle.

Points to Consider
When designing and conducting behavioral and social science research, investigators should
consider the following items:
_ Minimize the potential for stress, discomfort and other harms.
_ Use deception only when absolutely necessary (i.e., scientifically and ethically justified) and
then follow with complete debriefing.
_ Search for alternatives to deception.
_ Respect subjects’ privacy and minimize intrusion.
_ Design mechanisms to protect confidentiality of research data.
_ Guard against factors leading to undue influence.
_ Provide adequate safeguards when studying vulnerable populations.
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