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Considering Subjects’ Rights

Susan J. Fetzer, PhD, RN

ONE OF THE LONGEST RUNNING research
studies involving patients was begun in 1932 in
Tuskegee, Alabama. The study was stopped
abruptly in 1972 when it was revealed that the pa-
tients with syphilis were not given the opportunity
to make informed decisions about taking part in
the study. The discovery led to the National
Research Act of 1974, which requires independent
oversight of any research study involving humans.
All nursing research is subject to the oversight
often designated as the Human Subjects Review
Board, Institutional Review Board, or just IRB.
Internationally, the human subjects review may
be conducted by an Ethics Committee. Most acute
care hospitals host an IRB, composed of at least
five members, including a nonscientific member
and a public member. Many facilities include at
least one nurse on an IRB.

The main purpose of the IRB is to protect five
important patient rights (Table 1) by reviewing
the research proposal before implementation.
The IRB focuses on the research proposal’s provi-
sion of subject informed consent, procedures for
selecting subjects, and confidentiality. After re-
view and vote, the IRB informs the researcher of
their decision. A study is prohibited if the risks to
subjects outweigh the benefits.

The IRB review takes one of three forms: exempt,
expedited, or full review. Exempt studies are
studies presenting no more than minimal risk or
harm and no procedures for which written con-
sent would normally be required. For example, a
questionnaire is used to collect opinion data
from nonvulnerable adults. In these studies, there
is no identifiable data requested. The requirement
for a formal written informed consent document
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can be waived by the IRB for exempt studies. In
this issue of JoPAN, the study by Wagner et al'
investigated the routine infection process in the
postanesthesia care unit. As there was no risk to
subjects, the authors reported that the study was
deemed exempt by the IRB.

A study that poses minimal risk may also be re-
viewed by expedited IRB procedures. In this cate-
gory, minimal risk refers to the probability and
magnitude of harm that is no greater than during
the performance of routine physical examination.
For example, a study involving phlebotomy for a
blood sample may undergo expedited review by
the IRB. Both exempt and expedited studies only
require review by the IRB chairperson and one
other IRB member. Tian et al” in this issue of JoPAN
conducted an observational study. The researchers
indicated that they sought a review by the Hospital
Ethics Committee; however, there was no indica-
tion that consent was obtained. Although the
study posed little risk, the reader should be
assured that the IRB waived subject consent. Finch
et al’ also conducted a low-risk descriptive study
but clearly indicate that IRB approval was obtained
as well as written informed consent.

Studies that can pose greater than minimal risk
undergo full IRB review. Each IRB member re-
views the study proposal to determine if patient
benefits outweigh patient risks and if subject
rights will be protected. Two studies in this Jo-
PAN issue were candidates for a full board re-
view. Zou et al® conducted an experimental
randomized controlled trial of tramadol for
sufentanil-induced cough. Their article indicated
Ethics Committee review, but only that consents
were obtained. The type of consent was not
noted. Hajini et al’ underwent full board review
in their study of children; written consent was
obtained from parents. Studies involving vulner-
able groups, such as children, pregnant women,
and prisoners, always undergo full board review.
During the deliberations of a full IRB review,
the primary research investigator is invited to
answer any questions.
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Table 1. Rights of Patients in a Research
Study
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Table 2. Evaluating Human Protection in
Research Reports

. Right to freedom from discomfort and injury
. Right to privacy

. Right to dignity

. Right to anonymity and confidentiality

. Right to self-determination

N NN =

When reading research reports, the researcher
must include one or two sentences that the study
was reviewed, the group reviewing the study, and
the type of review. Most professional journals
require similar sentences before publication
acceptance. This information informs the reader
that ethical standards were addressed. However,
the reader is still bound to evaluate risks, benefits,
and informed consent when reviewing the article
(Table 2).

‘When research studies are being conducted in the
perianesthesia areas, the nurse has the right and re-
sponsibility to verify that the study has been

1. Is the problem significant?

2. Is the design scientifically or theoretically based?

3. Are subjects ethically selected?

4. Is their evidence that consent was written, voluntary,
and informed?

5. Is their evidence of subject deception?

6. Were subjects under high stress requested to attend?

7. Is there any way to identify subjects in the report?

8. Is there evidence that an IRB was consulted?

IRB, institutional review board.

approved by an IRB and the right to know the pur-
pose of the research study. The researcher should
provide, if asked, the name of the reviewing IRB. If
the nurse believes patient’s rights as a research
subject have been violated by the research study
procedures, the nurse has an ethical obligation to
inform the IRB. Simple awareness that the patient
is in a research study is not sufficient to provide pa-
tient advocacy.
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