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THE INFORMED CONSENT PROCESS IN A CROSS-CULTURAL SETTING: IS THE PROCESS

ACHIEVING THE INTENDED RESULT?

This report is based on the experiences of Na-
vajo interpreters working in a diabetes clinical
trial and describes the problems encountered
in translating the standard research consent
across cultural and linguistic barriers. The in-
terpreters and a Navajo language consultant
developed a translation of the standard con-
sent form, maintaining the sequence of infor-
mation and exactly translating English words
and phrases. After four months of using the
translated consent, the interpreters met with
the language expert and a diabetes expert to
review their experiences in presenting the
translation in the initial phases of recruitment.
Their experiences suggest that the consent pro-
cess often leads to embarrassment, confusion,
and misperceptions that promoted mistrust.
The formal processes that have been mandat-
ed to protect human subjects may create bar-
riers to research in cross-cultural settings and
may discourage participation unless sufficient
attention is given to ensuring that both trans-
lations and cross-cultural communications are
effective. (Ethn Dis. 2005;15:300–304)
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INTRODUCTION

Informed consent is one of many as-
pects of clinical research that should be
periodically scrutinized in an attempt to
restore trust in the research process and
also to expand inclusion of racial and
ethnic minorities.1–5 While the need for
consent forms that are informative and
comprehensible is readily accepted, in-
sufficient attention is given to making
sure that the forms are actually under-
standable, especially to minority popu-
lations.6–9 For example, Darou points
out that the researchers with whom the
Cree Nation, an indigenous group in
Canada, had the most difficulty working
with were those who followed Canadian
research codes of ethical principles for
research with human subjects, but these
codes were not culturally appropriate.10

The present process in the United States
is based on the Belmont Report, pub-
lished in 1979, which summarized the
basic ethical principles for biomedical
research, including the nature and defi-
nition of informed consent.1 The report
identified three essential elements for in-
formed consent: information, compre-
hension, and voluntariness, and speci-
fied that participants be given a full as-
sessment of risks and benefits.

In 1995, the Office of Human Re-
search Protection (OHRP) advised in-
vestigators that the informed consent
document for non-English-speaking
subjects should be written in the lan-
guage of the participants. But compre-
hension of the printed material and all
its implications requires that there be ef-
fective interpersonal communication be-
tween the research staff and the study
participants. This comprehension is es-
pecially important for people who speak
English as a second language and in

community-based studies, both for the
sake of the study participants and for
the study itself.8,9,11,12 Regardless of
whether the consent form is presented
in English or in a translation, it can be
meaningless unless it is explained by
someone who fully understands the cul-
ture and concerns of the people who
will sign it. A recent study among Af-
rican Americans found that, despite in-
struction, participants did not fully un-
derstand the consent forms and believed
that the process meant that they some-
how lost their autonomy while the phy-
sician gained some form of legal protec-
tion.13

This report describes the concerns
and problems encountered in conveying
a standard research consent process
across cultural and linguistic barriers
and includes suggestions for adapting
the process when reaching out to mi-
nority populations. The report is based
on the experience of Navajo interpreters
working in a clinical trial designed to
measure the effects of translators. The
interpreters participated in a week-long
medical interpreter training course led
by a Navajo nurse trained by the Cross-
Cultural Health Care Program from
Seattle, Washington, and, in a separate
format, interpreters were specifically
trained about diabetes and how to in-
terpret issues important to patient care
and outcomes.14,15 The Navajo lan-
guage, widely spoken among tribal
members, is complex. Because it was
not originally a written language, to
convey the sounds with the English al-
phabet and phonetics required consid-
erable linguistic expertise. Direct word-
for-word translation of the consent form
was not always possible, and some sec-
tions of the document had to be worded
awkwardly in Navajo to convey the ex-
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act English meaning. When the trans-
lated form was presented, cultural issues
emerged that were sufficiently impor-
tant that the interpreters often had to
re-explain the meaning in their own way
before the document was accepted by
Navajo participants.

METHODS

Research Setting
The Effects of Navajo Interpreters

on Diabetes Outcomes is a randomized,
controlled five-year clinical trial initially
conducted at two Indian Health Service
facilities on the Navajo Nation, which
occupies 25,000 square miles in Arizo-
na, New Mexico, and Utah. Both of the
original study sites are in western New
Mexico. The study seeks to measure
how the use of formally trained Navajo
diabetes medical interpreters affects the
outcomes of diabetes and healthcare uti-
lization patterns compared with the out-
comes of a control group whose ad hoc
interpreters have had no formal training
in interpreting diabetes concepts and
may or may not have been trained as
medical interpreters. The project has en-
rolled 333 participants who are $40
years of age and have been diagnosed
with type 2 diabetes for #15 years.
Study participants are largely older (av-
erage age 64.8 years), live on or near the

reservation, travel an average of 45 miles
to the Indian Health Service facility, and
do not drive themselves to their clinic
visits (73%); many are driven by their
children (46.3%). The study is being
conducted at the University of New
Mexico, and the principal investigator is
a tribal member of the Navajo Nation.
The study was approved by Human Re-
search Review Committee at the Uni-
versity of New Mexico and the Indian
Health Service Research Review Board
as represented by the Navajo Nation
Health Research Review Board in Win-
dow Rock, Arizona.

Medical Interpreter
Qualifications

Two interpreters and two medical
research assistants, all of whom are
members of the community, worked at
each site. All had passed an English pro-
ficiency exam prior to beginning the
translation of the English version of the
informed consent document. In addi-
tion, interpreters passed a Navajo pro-
ficiency test and had begun reading
written Navajo under the guidance of a
Navajo language expert. One had re-
ceived prior training as a legal inter-
preter, and all the individuals received
training on the functions of a medical
interpreter.

Developing the Consent
Translation

The informed consent was written
initially in English according to the
standard and prescriptive outline, in-
cluding telephone numbers, required by
the institutional review boards (IRB).
The consent form was back-translated
from the wording approved by the IRB.
In the process, significant regional dif-
ferences in Navajo terminology were
noted. The process of translation pro-
ceeded in a multistage manner: the in-
terpreters provided an initial translation
of the consent form into Navajo; the
second version was then translated back
into English and compared to the orig-
inal English form by a Navajo language

expert. This second version was tested
for efficacy with the Navajo Nation
Medical Terminology Standardization
Committee and several elders from the
community. After four months of using
the final translation, the interpreters met
with the Navajo language expert, the di-
abetes expert, and study personnel to re-
view the issues that arose in translating
the original document and their expe-
riences in presenting the translation in
the initial phases of recruitment.

The English and the Navajo versions
of the approved informed consent form
were three single-spaced pages in length.
The major categories included the usual
sequence of information: title, purpose
and background, procedures, risks and
discomforts, benefits, alternatives to par-
ticipation, confidentiality, cost of study,
emergency treatment and compensation
for injury, compensation, new findings,
withdrawal, questions, and consent.

RESULTS

Examples of the misunderstandings
and difficulties we encountered are pre-
sented arranged in the sequence of the
consent process.

Title
The most direct Navajo translation

of the word research in the title, ‘‘taking
apart into pieces and tracking down in-
formation useful for research for its own
sake’’ carried a negative connotation.
Specifically, research translated this way
meant that investigators could take in-
formation for their own personal or pro-
fessional gain, with nothing shared with
or returned to the people studied. The
translators simply described the study as
‘‘work or project that will take place.’’

Purpose and Background
This section was a straightforward

explanation of the research questions,
who was doing the work, and what dif-
ference the language might make. How-
ever, in translation, much of the infor-
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mation necessarily overlapped with in-
formation in other sections. This over-
lap made presenting the information in
the entire document in the required se-
quence difficult. Because of the overlap
between the sections about procedures
and the potential benefits, potential par-
ticipants were often confused about
what they were being asked to do.

Procedures and Benefits
This section revealed a paradox in

that potential participants had to sign
the consent form before the research as-
sistants could review their medical
charts to determine whether they were
eligible for the study. This was difficult
and confusing to explain in Navajo. The
process of randomization, while easily
explained, held cultural implications of
depriving people of their autonomy in
the group assignments. The discussion
of intangible benefits was particularly
confusing because it appeared that ran-
domization to the control group could
deprive those participants of any bene-
fit. Potential participants clearly per-
ceived that being paid a nominal sum
for participating was a benefit. Even
specifying a time of 40 minutes to com-
plete the study forms seemed irrelevant
to some participants because time in the
traditional Navajo context is not always
expressed in minutes on a clock.

Risks and Discomforts
For this study these concepts were

easily explained and easily translated
into the Navajo language.

Alternatives to Participation
Describing ‘‘usual care’’ as the alter-

native to participation led to a suspicion
that there was the possibility that their
regular diabetes care could somehow be
interrupted and suspended.

Confidentiality
This section was particularly confus-

ing and contradictory in that it prom-
ised confidentiality of all information
but included a list of government agen-

cies that would have access to the in-
formation.

Emergency Treatment and
Compensation

The information about lack of com-
pensation for injuries as a result of the
study seemed to contradict the previous
assertions that serious adverse effects
were unlikely to occur. The inclusion of
emergency telephone numbers is ques-
tionable for people living in remote ar-
eas, frequently without telephones.

Compensation
This was easily translated, but some

individuals had to be reassured that this
would not affect any disability income.

New Findings and Withdrawal
These sections repeated what had al-

ready been covered and were regarded
by both the interpreters and participants
as redundant, confusing, and irrelevant.

Questions
Although the amount of detail about

whom to call seemed lengthy to indi-
viduals who did not have telephones,
the information allowed potential par-
ticipants to understand how the local
study site coordinated with the univer-
sity from which the study originated.

Consent
This section is worded in very legal

terms, but the sense could be translated
into Navajo without difficulty. Howev-
er, it seemed illogical to participants to
contact the university’s Risk Manage-
ment Department many miles away
rather than someone at their local facil-
ity. The requirement to sign the form
and initial each page was embarrassing
for people who could not write and had
to use a thumbprint on each page. Some
potential participants simply did not
want to be observed having to use the
thumb print pad. In other instances, the
study interpreter had to explain initials
before some people could complete the
form.

DISCUSSION

Communicating about diabetes and
other chronic diseases is a worldwide
challenge for health systems treating in-
digenous peoples in many parts of the
world. The lack of word-for-word trans-
lations and the complexity of translating
concepts about the etiology and patho-
genesis of diabetes have been docu-
mented.15 Many issues identified in the
consent process for this trial involve
communicating English ethical and le-
gal concepts and terminology into a
non-Romance language, but cultural
and socioeconomic issues arose as well.
American Indians are not unique in
their distrust of research, and several
cross-cultural issues encountered in this
study have also been noted in other mi-
nority groups who speak English.11,16,17

Health systems dealing with immigrants
with diabetes are also faced with similar
linguistic and cross-cultural challenges.18

The challenges faced by investigators
and communities to increase underrep-
resented population participation in
clinical trials are formidable. The IRBs
are taxed with studies of increasing tech-
nical complexity, and cross-cultural is-
sues are easily lost in the demands to
review the many studies.

Our experience in translating and
administering informed consent docu-
ments to an underrepresented popula-
tion identified several important issues
that must be addressed to ensure that
the goals of protecting and informing
human subjects are met. Each part of
the apparently simple consent form con-
tained some issues that seemed to be: 1)
contradictory; 2) repetitive; 3) irrelevant
to the particular population; 4) not
trustworthy in intent; and 5) lengthy.
The standard sequence of information
in the informed consent process reiter-
ating risks, benefits, withdrawal, and
what would be done about new findings
generated confusion about the study
procedures. Potential participants felt
that repeatedly discussing telephone
communication was irrelevant when
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Study interpreters found that

translating the consent form

was a trying and tedious

process, and they were

frequently unable to translate

the specific wording required

by the IRBs into something

comprehensible in Navajo.

Considerations for adapting the informed consent process to cross-cultural settings

● Reduce strict legal and scientific jargon in the consent form.
● Restructure consent forms to reduce redundancy and repetition.
● Identify and alter, when possible, standard consent form language that may engender mistrust.
● Re-sequence the consent form to facilitate logical translations into complex languages.
● Ensure that those administering consent forms are culturally competent to address questions and

potential misunderstandings.
● Specify alternative means of communication for people without telephones.
● Provide for community members’ review and critique of forms.

many did not have telephones. The ar-
eas of contradiction raised the issue of
mistrust: the participants felt that we
were ‘‘trying to hide something’’ from
them. Study interpreters found that
translating the consent form was a try-
ing and tedious process, and they were
frequently unable to translate the spe-
cific wording required by the IRBs into
something comprehensible in Navajo.
Importantly, potential participants
sensed the translators’ discomfort with
the translation, and this added to their
suspicion that something of importance
was being omitted.

The Office of Human Research Pro-
tection provided specific advice that re-
search surveys and instruments be trans-
lated into the language of the research
group. Among traditional American In-
dians without an original written lan-
guage, translating any document into
the native language can be very difficult,
and sufficient time must be allowed by
both researchers and the funding agen-
cies to develop comprehensible material.
Even with careful translations, however,
consideration must be given to the fact
that individual participants may not be
able to read a phonetic version of their
native language written with the English
alphabet. Elderly individuals whose first
language is not English may be partic-
ularly baffled by the material but be un-
willing to question what is being pre-
sented. In addition, those who do con-

sent but are intimidated by the process
may alter their responses to questions in
a study and thus threaten the validity of
findings. The Table presents a list of
suggestions for funding agencies and
IRBs to improve the informed consent
process in community-based studies,
particularly among minority popula-
tions. In addition to this list others have
suggested that computer readability
analyses in English can improve under-
standing of consent forms, and that re-
structuring with graphic presentations
using tables or boxes can also help. Oth-
er suggestions included the use of sim-
ple, declarative statements as headings
for each paragraph and specifically pre-
senting the name of the researcher in
bold print.19 Finally, it is naı̈ve to as-
sume that simply translating consent
forms and survey instruments into the
native language of the research popula-
tion addresses all cross-cultural issues.
Investigators, communities, and IRBs
must work together in a flexible and
culturally relevant way to define and im-
plement the fundamental principles
specified in the Belmont Report.

In summary, obtaining informed
consent is important, but our experience
in this study suggests that the actual
process as defined by the various orga-
nizations can lead to difficulties that
promote mistrust. The formal processes
that have been mandated to protect hu-
man subjects under all circumstances
may, in fact, create barriers to research
in cross-cultural settings and may dis-
courage participation unless sufficient
attention is given to ensuring that both

translations and cross-cultural commu-
nications are effective.
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