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Ethical Issues in Nursing Research -
: i al contact with research Wi
For many nursing students, the first personin S hen they help

be when they invite patients to participate oL _
with data co{lection.pWith nursigg studies dealing Prlmarlly with hluman
participants, there is a concern for protecting indivi uals from any harm-
ful effects that might result from participation 1n a study. As nurses en-
gage in various research activities, it is important that the profession
operate from a sound ethical knowledge base. For example, adequate
protection of research subjects may cause a delay in the p;oposed sched-
ule or a change in the research design. Regardless, maintaining the sgfety
and human rights of human participants must be the priority at all times.

Developing Professional Guidelines

To help you, nursing has developed guidelines to ensure the protection
of human participants while research is conducted. The basic documents
that have been used to develop guidelines are based on the articles of




Underst i

anding the Research Process and Ethical Issues In Nursing Research 27
the Nuqemberg Code (1947)7
The articles of the Nuremb
to measure the individ
and clinical research.

and the Declaration of Helsinki (1964).8
: berg Code serve as a standard against which
ual rights of subjects participating in experimental

Historical Events That Hel
Participant Protection
Before World War II, few

protection of human partici
Germany was the most scien

Ped Shape Guidelines for Human

guidelines' were available to ensure the
pants participating in research. Although

: tifically and technologically advanced coun-
try during World War 11, the Nazi Party exploited people’s trust in the

medical community and public health by performing unethical experi-
ments on populations they discriminated against. For example, in one
series of experiments, Air Force pilots were placed in vacuum chambers
that c_ould duplicate the low air pressure and anoxia (lack of oxygen)
at altltudes'ove.r 65,000 feet. The German Air Force was interested in
und.erstandmg if pilots could survive at extremely high altitudes, only
to find that over 40 percent of the pilots died as a result of anoxia and
ruptured lungs. The German Air Force was also involved in investigating
survival times after pilots parachuted into cold water. Pilots were
immersed for hours in tubs of ice water; others were fed nothing for days
but saltwater. Still others were kept outside at subfreezing temperatures
for hours. Finally, at several concentration camps, Polish women were
shot and slashed on the legs. Wounds were stuffed with glass, dirt, and
various bacteria cultures and sewn shut. The infected wounds were then
treated with experimental anti-infective agents. In all instances, no
attempts were made to relieve the tremendous suffering caused by these
experiments. It was not uncommon for one out of every four individuals
to die as a result of their involvement in the experiments.’

luremberg Code | |
4 result of the horrifying acts and unethical medical research experi-
ts conducted by Nazi doctors in the name of science, the Nuremberg
als took place. Several U.S. judges who presided over the final judg-
it in the Nuremberg Trials were 1nst;umenta1 in developing the
remberg Code. The code was developed in 1947 to address protection
uman participants and basic principles of ethical behavior. Sections
emberg Code are presented in Ta}ble 081 Arpcles within the
asize adequate protection of subjects from risk or harm, thef
w from experimentation, and adequate qualifications 0

ical Association met in Finla.n.d and dgvelop_ed
conducting research. In addition to reiterating
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$f§2?3§?’,iﬁgv?r,lp::htshgn’lg{ugl({)o blagk n}}ep who did not have syphilis.
B S The udy dESiegee uy% ilis Study, began in 1932 and
Pk gn called for the selection of black men
yphilis who were between 25 and 60 years of age. Subject
randomly assigned into two groups, 400 ; e cors B A
and 200 men without s h'l'g i RER I \.myreat.ed syphils
B b yphilis. As the study began, difficulties arose 1n
B e off] ; f onsequently, the men were told they were ill and
ovs ered free treatment. The USPHS did not inform subjects
that they were part of a research study on syphilis. Instead, they were
told they were being treated for “bad blood.” ’
In 1933, the USPHS decided to continue with the study and treat sub-
jects with mercurial ointment, a noneffective drug. This occurred in the
face of findings in every textbook that clearly advocated treating patients
who had syphilis, even in the disease’s latent stages. By 1936, first reports
were out that men with syphilis developed more complications than did
the cont.rol group. By 1946, the death rate for men with untreated syphilis
was twice as high as for the control group. In 1955, it was likewise
reported that more than 30 percent of those autopsied had died directly
from advanced syphilitic lesions of the cardiovascular or central nervous
syst.em.‘lo’11 After the study ended, those men who had syphilis, along with
their wives and children who had contracted the disease, were given free
antibiotics and lifetime medical care. However, the damage to their health,
as Wpll as their trust in the medical research community, was beyond
repair. In a formal White House ceremony in 1997, President Clinton
apologized to subjects and their families who participated in the Tuskegee

Study and called for a renewed emphasis on research ethics.

The Willowbrook Study
The Willowbrook State School on Staten Island, New York, was the focus
of unethical research from the 1950s to 1970. The purpose of the
Willowbrook Study was to determine the period of infectivity of infec-
tious hepatitis. Subjects were mentally handicapped children who were
given either intramuscular or oral doses of hepatitis B virus. If parents
wished to admit their child to the school, they were required to sign their
child on as a study participant. Parents gave consent for the administration
of the hepatitis B virus, but they were not told of the serious conse-
quences, such as flu-like symptoms, skin rashes, and liver damage. During 2
the 20-year investigation, Willowbrook closed its doors to new admissions %
because of overcrowding, yet the research ward continued to admit new ¥
residents. Administrators at Willowbrook believed they were conducting i
ethical research in a category called “natural experiments.” The question !
ot was an ethical “study nature”

whether the Willowbrook experime :
elief was that if there was no cure

has been debated for years. The b :
disease, then observing its cOUrse with the

or treatment for a particular
informed consent of participants 1s a study of nature.!!




and the Research Process

e hns
. niversit)’ technician at Jo
The Crisis at Johns Hopkins 3 teer and

5 - dy.

olun rticipate in a study.

3 24-year-old health}’;nscntcd B Psderstagdmg of the

April 2001, a 24 Center ¢ etter Ul f airway hyper-

gopll:ins Asthma and Algfgv’;as to 83“’;;6 mechanism © tﬁat in normal

The purpose of the Stllll }; specifically e hypoth651s B8 a throuch

pathophysi01°gYT‘;lf erudy was based O ways from Qi’:gin people with

iveness. The st SR Hmpai

e Bviduals, lung e fﬁfgﬁi be lacking O fionic blocker.

i > . g 3 : ;

a neural mechanism tha Aoe inhalmgdatfea ;gotective effects
asthma.!? | involved hca}lthY gl - suppresse

ha-
+ that neural mec
The protoco anglionic blIOCX: Swould suggest B e be
hexamet_hon}urrl_;)lr;f %n the air Ways”;;tfﬂexa v Orclilubeen used to treat
of deep u;sp(niratlEe eyt open._ ¥,

nisms helpe

ission The : S market in 1972 after
Smls LAe S.
i cks neurotran
cause it blo

w : it was ineffective.12
y i 2 ound it
ion, but 1t IC s
hypertension, istratio! f
rug
the Food and D Administra

= .
; i as “a medication
desc_nbed_ . that is capable

;me Q f:,nesthesla’t

In the consent form, hexa ufgcryﬂ ofa

nt 5 , as

é yur att

30 Nature of Research

joning for a short
d durin; says from functioning
that has })een I;IS; g
of stopping sO = sig

13
meth m “may reduce
o hzyexa eecigﬁlyuwhen you stand
i n rl . L
riod.” The section on A

: iticized as having “failed to in-
rcr

your blood pressure anc¢ ‘m

:mental and not approved
» The consent doc njum was X 1Tms}enedication.”12
die that inhaled he vas referred to as 1 ive hexametho-
dicate . - the third subject to receive e
by the FDA 31(';1 d volunte the igh developed in the first subject,
The 24-year- % '

nium. Mild sho
resolving over a |

ond subject received
ggi zjeffnptoms. The 24-year-‘
ium on May 4, 2001, and

4 . By May 12, progressiv:
unteer 5I3§ tansferred to the inten
‘died as a result of progressi

th of the volunteer, Job

2k

volving healthy voluntec

h Studies

describes a st

was hospitalized with fever

led to several reviews of clin'}g ,
%dezeﬁ:nal and external revic:
‘ A, and the U.S. Office f0

=

7

s

v

‘medical institut ik
idespread the pro g
important need

Unders:

institution;
for researc
take advan
will becom
herea the I¢
iments gon
Germany_

Developi
The articl
prOtOtypes
nursing. T
ciation of |
that provic
Education
ment from
tencies ey
graduate ¢
Human R,
the princi
toward vo
ipants, an
participan
within clir
presented
of violatin
are sSumm;

Protecti
The guide
intended t
guidelines
defining tl
to interpr
protectior
refers to t

I. Righ
2. Righ
3. Righ

Right to
A basic r(
harm whj
not to ing
there is 4



Understanding the Research Process and Ethical Issues In Nursing Research 31

}rcl)inrteustelgfahl review boards (IRBs) to review studies conscientiously and
chers to act ethically. Rothman!#4 cautions researchers not to
take advantage of subjects in particular social predicaments because they
will become accomplices to the problem, not observers of it. As laid out
here, the reader should be struck by the very recent examples of exper-

iments gone terribly wrong, as well as the horrifying examples from Nazi
Germany.

DeVE'Qplng Guidelines for Clinical Nursing Research

The articles of the Nuremberg Code and Declaration of Helsinki are
prototypes for the development of guidelines for conducting research in
nursing. The American Nurses Association (ANA) and American Asso-
ciation Of_ Colleges of Nursing (AACN) have developed two documents
that prqv1de such direction. In a position statement from the ANA titled
Education for Participation in Nursing Research and a position state-
ment from AACN titled Nursing Research,15:1¢ general research compe-
tencies expected of graduates from associate, baccalaureate, and
graduate degree programs in nursing are outlined (see Chapter 1). In
Human R_ights Guidelines for Nurses in Clinical and Other Research,"”
the principles in the Nuremberg Code are emphasized and directed
toward voluntary participation of subjects, protection of human partic-
ipants, and informed consent. This document focuses on the rights of
participants who are involved in research, along with ethical issues
within clinical nursing research settings. A summary of this document is
presented in Table 2.2. Adhering to these guidelines reduces the chance
of violating the rights of subjects. Key points addressed in the document

are summarized in Figure 2.2.

Protecting Human Rights

v

The guidelines presented in Table 2.2 provide nurses with principles
intended to safeguard human rights. The researcher must consider these
guidelines at every stage of the research process, from selecting and
defining the problem, to selecting a research design and collecting data,
to interpreting and publishing the results. Human rights involves the

(7, e T T

v
.

protection of human participants participating in research; the term

refers to the following three rights outlined in the ANA guidelines:!!

I. Right to freedom from injury
2. Right to privacy and dignity
3. Right to anonymity and confidentiality

Right to Freedom From Injury

A basic responsibility of all researchers is to protect participants from
harm while they are participating in a study. Participants have the right
to incur physical or emotional injury as a result of participating. If
re is a possibility that any injury could occur, subjects need to know
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Summary of Guidelines for Protecting the Rights
of Human Subjects—cont’d

TABLE 2.2

Right to anonymity. The researcher must describe to prospective subjects
the methods that protect the identity of subjects and the information that
will be obtained under privileged conditions.

3 Guxdelmes for protecting human rights apply to all individuals involved
in a research activity. The use of subjects with limited civil freedom can
gsufllly only be justified when there is a predicted benefit to them or others
in similar circumstances.

4. Nurses have an obligation to protect human rights and a professional
respon51blllty to support research that broadens the scientific knowledge
base of nursing for the practice and delivery of service.

5. Voluntary informed consent to participate in research must be obtained
from all prospective subjects or their legal representatives.

6. Nurses have an obligation to serve on institutional review boards to review
the ethical implications of proposed and ongoing research. All studies
that involve gathering data from humans, animals, or charts should be
reviewed by health-care professionals and community representatives.

Source: Adap{ed frpm American Nurses® Association: Human Rights Guidelines
for Nurses in Clinical and Other Research. American Nurses’ Association,
Kansas City, MO, 19835, used with permission.

an estimate of the extent of such injury before giving their consent. Pro-
viding participants with an estimate of the potential risks in relation to

the potential benefits is called the risk-benefit ratio. Two factors emerge
when attempting to ensure the right to freedom from injury:

I. Ability of the benefit to justify participants’ exposure to
involved risks

/ 2. The participants’ vulnerability

t be
The risks to participants must be justified by the potential benefit to

t the individual (in the case of clinical research) or to society (in the case

of knowledge produced). In short, the benefits should exceed the risks.

Even then, however, a cancer patient’s risks of increased side effects from

multiple chemotherapeutic agents may not always be justified by ad-

e vancing society’s knowledge of cancer treatment.
L. The risk-benefit ratio remains a primary objective standard by which

~ we can judge the ethics of certain research procedures. Calculating this
3 ~ratio involves naming and weighing the benefits, as well as considering

the following:

. How important is the research?
How serious are the risks to human participant

-esearch?

s involved in the
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suine_cts to prov1cie data such as income, marital status, personal activities,

opinions and beliefs, and attitudes. In addition, the use of cameras, one-

way mirrors, tape recorders, diaries, and patient records may easily be

construed as an invasion of privacy. Participant observation is frequently
used as a method to collect data in qualitative research studies. Such an
approach may not be clearly understood by subjects. In all instances,
the researcher is obligated to make sure that subjects clearly understand
all procedures, the type of data being collected, and the data collection
methods, so that they can make an informed decision about participating
in a study.

Right to Anonymity and Confidentiality

Closely gelated to protecting privacy and dignity is the right of subjects
to remain anonymous and to be assured of confidentiality. The re-
searcher must plan carefully to consider handling, storage, and reporting
of data. Anonymity refers to keeping participants nameless? and limiting
access to information that is gathered about subjects. Anonymity can be

2 facilitaiteci by using code numbers for subjects’ identity to prevent others

‘ from linking reported information with them. A master code list should

54 be kept locked up, with access to the data limited to those who are inti-

ts mately involved in the research. In anonymity, even the researcher can-

'y not link the data to the subject.

ce Confidentiality refers to protecting data by not divulging information
ty that is gathered or learned in caring for a patient without that individual’s
or permission to do s0.9:15 This right is extremely important when the
i information may carry a stigma, such as a diagnosis of HIV or AIDS,

evidence of domestic violence, or a prison record.

Ensuring the Protection of Human Rights

he Several procedures can be used to ensure protection of human rights,
ire such as procedures for obtaining informed consent and review of study
protocols by an ethics committee, often referred to as an institutional

 review board.

Key Elements of Informed Consent

asic responsibility of researchers is to ensure that potential subjects
tand the implications of participating in a research study and rec-
that they have the freedom to decide whether they want to par-
The idea that individuals have the right to decide for themselves
i to as the principle of self-determination, which is central to

of informed consent. .
‘ents of informed consent are (1) providing potential sub-

(ficient information about participating in research study
them that participation is voluntary and can be with-

me without negative consequences. The language is kept
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T by A _ University of Massachusetts Medical Center
the ommittee for the Protection of Human Subjects in Research
B Consent to Participate in a Research Project

ons, Title: Patient Empowerment Program for People with Diabetes
Vith Principle Investigator: JamesA. Fain, PhD, RN, BC-ADM, FAAN

and Research Subject’s Name Date: _

tbly PURPOSE

.An You are invited to volunteer for a research study. You have been chosen to take part in this

for- Stl._ldy because you have diabetes. The main objective is to see if a program that helps develop
skills and self—avyareness in the areas of goal setting, problem solving, stress management,

coping, and motivation would be beneficial to patients with diabetes. The purpose of this study

is to try to find an effective way to prepare patients with diabetes to make decisions.

It is important for you to know that your participation is entirely voluntary. You may decide
not to take part in or quit the study at any time, without any penalty. You will be told about
any new information or changes in the study that might affect your participation.

To take part in this study you must agree to participate in an outpatient educational program.
3 The program will take place weekly for 2 hours and last a total of six (6) weeks. Each

session will involve a brief presentation of key concepts related to the topic; completion of
or ; self-assessment worksheets; and small group discussions.You will be encouraged to bring
a spouse, family member, or friend to each session.

PROCEDURES
If you agree to participate in this study, you will be invited to an orientation session where a
discussion about the program along with sample worksheets will be presented.You will be
asked to complete several questionnaires along with giving us permission to access your
medical records to obtain the most recent glycosylated hemoglobin level which was performed
of as a routine procedure during your treatment at the diabetes clinic. In addition, at the end of
6 weeks, you will be asked to complete the questionnaires a second time along with giving
us permission to access once again your glycosylated hemoglobin levels. Questions throughout
\rt the program will focus on exploring life satisfactions, coping with diabetes, addressing daily
d § stresses, and setting priorities.
) 2 Not everyone in the study will initially participate in the program. You will either be assigned
to attend the program (experimental group) or not attend (comparison group). At the conclusion
d | of the program, all those individuals who did not attend the program will be asked to complete
i  the questionnaires a second time. After that time, the program will be provided for all those

individuals who did not initially participate in the program.

We can foresee few risks that might occur if you decide to participate in this study. A minor

isk is the possibility that certain questions regarding anxiety, stress, and feelings toward

diabetes may arouse psychologically distressing emotions. If this is the case, you will be able

to speak to a member of the research team or staff within the clinic.

r
ere is no promise or guarantee of any medical benefits to you resulting from your participation
1y is study. However, you might have a better insight into your own values, goals, and needs
they relate to living with diabetes. In addition, your participation may help others with
i betes in the future as a result of knowledge gained from this research. r
E ATIVES
it tandard treatment will be the same whether or not you decide to be in the study.

- the educational program is not presently available for study.

1l

Il be no additional cost to you from being in this research study. Patients will not be
for any materials used in this research study.

JENTIALITY .
-h records will be confidential. In all records of the study you will be identified by

mber and your name will be known only to the researchers. Your name will not be
Ao

A8

1sent

:)ther . " " "
ple of an adult consent form. (Continued)
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