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The concept of informed con-
sent has played an important role in
the modern world of research and
medical care ever since the horrors of
Nazi experiments on captive
“patients” during World War II and
the Tuskegee syphilis study con-
ducted by the U.S. Public Health
Service from the 1930s until 1972.1 In
the intervening years, most medical
and public health bodies have made a
concerted effort to avoid these types
of ethical violations by creating laws
and regulatory bodies to shield
research subjects from abuse. From
the outset, informed consent has been
a fundamental component of this
movement to protect human subjects.

What is Informed Consent?
While the definitions for this con-

cept can run paragraphs, even pages, a
succinct description of informed con-

sent is the agreement granted by a
patient or subject to undergo a medical
or surgical treatment or to participate
in an experiment after the individual
fully understands the risks and benefits
involved. Informed consent differs
from simple consent, which occurs
when a patient agrees, verbally or by
action, to undergo a procedure or treat-
ment. Researchers secure and docu-
ment informed consent with the
informed consent form (ICF).
Although the content of ICFs can vary
considerably, most consent forms used
in biomedical research follow a stan-
dard format that features the following
elements: 

• Title
• Purpose and background
• Procedures
• Risks and discomforts
• Benefits
• Alternatives to participation

• Confidentiality
• Cost of study
• Emergency treatment and compen-

sation for injury
• Compensation
• New findings
• Withdrawal
• Questions
• Consent 

These sections are typically
included to comply with the Code of
Federal Regulations, Title 45, Part
46.116, which governs the protection
of human research subjects, including
the mechanism of informed consent.2

The website of the National Institutes
of Health Office of Human Subjects
Research features comprehensive
guidelines on writing informed con-
sent documents.3

The translation of ICFs may seem
like a straightforward activity to non-
translators. However, even if we ·
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confine our discussion to the transla-
tion of consent forms used in clinical
research, we still encounter many dif-
ferent situations that require informed
consent, each one calling for a dif-
ferent methodological approach to the
translation of the accompanying ICF.
Since a description of all these sce-
narios is beyond the scope of this
article, we will focus on the ethical
issues and methodological challenges
encountered during a forward transla-
tion of ICFs for domestic use. Prior to
delving into specific examples, it
would be helpful to review certain
general translation methodologies that
are applicable to any type of ICF.

Methodology
Although some research has been

conducted on the translation of ICFs,
very little information is available con-
cerning the specific methodologies,
approaches, or processes followed by
translators as they carry informed con-
sent information across linguistic and
cultural boundaries. However, a large
body of peer-reviewed research does
exist on the linguistic validation of
health-related questionnaires and other
instruments, much of which deals with
the translation of questionnaires for
cross-cultural research. There is reason
to believe that the research done on these
study instruments and its accompanying
methodologies can be applied to the
translation of ICFs, namely:

• In both cases, the population in ques-
tion is composed of research subjects.

• It is critical for subjects to under-
stand everything written in both
research instruments and consent
forms, although the reasons for this
differ (research validity in the
former versus legality and ethics in
the latter).

• There is often significant overlap
between the concepts contained in
research instruments and ICFs,
since whatever topic is under study
will be described and/or discussed
in both documents.

• The World Health Organization
Ethics Review Committee uses the
same guidelines to evaluate both
study instruments and informed
consent forms.4

As a result of these similarities, one
possible methodological approach to
the translation of informed consent
draws heavily upon research done in the
field of linguistic validation of health-
related questionnaires. Frequently
described in this research is a translation
methodology that emphasizes multiple
types of equivalences between the
source and target texts: linguistic, func-
tional, and cultural.

First and foremost, a translator’s
most obvious task when translating
ICFs is to establish linguistic equiva-
lence between the source document and
the translation they are creating.
Linguistic equivalence is something all
translators deal with on a daily basis
when ensuring that the words of the
target language match those in the
source language, that the syntax in the
target text equals that of the source text,
and so forth. However, it is important to
realize that linguistic equivalence alone

is not sufficient for a valid translation of
informed consent. The problem with
linguistic equivalence in isolation is that
even if the words in the source and
target ICFs are the same, certain differ-
ences between the texts may lie hidden,
which could result in the research sub-
ject reaching a different interpretation
of their consent than the one intended
by the study investigators. Accordingly,
as when translating any other research
instrument, functional equivalence and
cultural equivalence should also be
considered when translating informed
consent information into other 
languages.5

Functional equivalence refers to
the translation method whereby a
translator attempts to convey the
intent of the writer in the source lan-
guage, rather than strictly expressing
the form of the target language. This
meaning-based approach is particu-
larly important in the translation of
ICFs into languages that have no
exact equivalents for commonly used
research concepts, such as “consent,”
“confidentiality,” or even “research”
itself. For example, in their article on
cross-cultural informed consent in a
study involving the Navajo, Melvina
McCabe and her colleagues describe
how the most direct way to translate
“research” in Navajo carried the
implicit understanding that “investi-
gators could take information for their
own personal or professional gain,
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with nothing shared with or returned
to the people studied.”6 As a result,
their translators decided to translate
research as simply “a work or project
that will take place.”

Cultural equivalence deals with
how the members of a given linguistic
or cultural group view or interpret the
implicit meaning of a concept. For
example, if one population views the
concept of confidentiality as being a
positive attribute, and another popula-
tion interprets confidentiality as being
something shameful or bad, then the
translator must find a way to over-

come the lack of cultural equivalence
implicit between the two concepts of
confidentiality by using words that
convey the appropriate emotions. 

Scenario: Translating ICFs for
Domestic Research

Conducting a clinical trial in a mul-
tiethnic and multilingual society is fre-
quently a  challenge, and research car-
ried out in the U.S. is no exception. Per
U.S. Department of Health and Human
Services regulations and U.S. Food
and Drug Administration codes, most
hospital and industry internal review

boards (IRBs) prohibit the exclusion of
non-English-speaking subjects from
research studies, except in those rare
cases when there is a valid scientific
reason for doing so.7 This makes sense
from an ethical perspective, since
failing to offer access to a potentially
therapeutic intervention to a specific
population is clearly discriminatory.
Such an approach is also a poor execu-
tion of scientific method, since the
exclusion of a given population could
pose a threat to the study’s external
validity (generalizability). Unfortunately
for researchers, enrolling non- ·

Avoid Rejection: 
Tips to Follow When Preparing a Translation for Internal Review Boards 

Many internal review boards (IRBs) have their own guidelines concerning translations, but here are some common pitfalls to watch for that
could lead to an IRB rejecting the translation:

• Many IRBs require that there be no affiliation between the individual performing the back translation and the research team.
Therefore, a translation agency must ensure that the back translator has no existing affiliation with the research team (unless this
has been cleared by the client). 

• Many informed consent forms (ICFs) feature lists of items where the order is significant. Be sure to retain the order of the items
listed in the translation.

• Translators must make sure to have an updated CV or résumé to submit to the client or agency. The client or agency is usually
required to submit this information to the IRB along with the translation. Agencies need to be sure that they have all their transla-
tors’ qualifications on file, including CVs and résumés.

• Translators should reflect carefully before agreeing to translate ICFs for studies outside their area(s) of expertise. Even though most
of the text in ICFs is standard and repetitive, the “purpose and background” and “procedures” sections will describe the therapy
under research in detail, so translators need to be comfortable with the terminology and concepts used in that therapeutic area.

• Be sure to duplicate the approximate reading level of the original consent form in the translation. The general rule of thumb fol-
lowed by the National Institutes of Health calls for consent documents to be written so that they are “understandable to people
who have not graduated from high school,” even though some IRBs specify reading grade levels ranging from sixth to eighth grade.

• Finally, take care to maintain the register of the source text in the translation. Be aware that cognate words between languages
may not share the same register. For example, many words of Latin origin may sound like “medicalese” to English-speakers, while
their cognates in the Romance languages may have a much lower register.
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English-speaking (NES) and limited-
English speaking (LES) subjects in a
study can be problematic, especially
since federal regulations also require
that informed consent information be
presented “in language understandable
to the subject” and documented in
writing.8 Accordingly, large-scale clin-
ical research in the U.S. frequently
requires the translation of any ICFs
associated with that research into one or
more languages, although there are cer-
tain cases when a shortcut called the
short form ICF may be used, as dis-
cussed in the next section. 

Short Form Consent Documents

If an occasional need exists to
enroll subjects who speak less-
common languages and whose lin-
guistic requirements cannot be
anticipated, most IRBs allow a written
short form version of the informed
consent form to be used to obtain con-
sent in combination with the written
IRB-approved English version of the
ICF. In this case, the short form ICF,
which includes the basic elements of
the full ICF, is translated into the lan-
guage in question. Whenever a LES
or NES subject fluent in that language
is recruited into the study, the study
interpreter must orally translate the
entire IRB-approved English version
of the consent form to the subject “in
a language understandable to
him/her.” The subject must then be
given a copy of the previously trans-
lated short form consent document to
read. Many of the larger university
IRBs have drafted short form consent
templates and translated them into
multiple languages. These excellent
resources can be found by entering
“short form,” “informed consent,”
and the name of the target language
into an Internet search engine.

Consent versus Assent

Another important factor to keep in
mind is that in order for an individual
to give consent, he or she must have
the legal capacity to do so (i.e., must
be a competent adult; the legal

guardian or representative of an
incompetent adult; an emancipated,
married, or mature minor; a parent or
legal guardian of a child; or an indi-
vidual obligated by the courts).
Individuals who have the cognitive
capacity to provide informed consent
but are not legally old enough to do so
are said to be able to provide “assent.”
IRBs may require researchers to
obtain assent from children ages 5-15
years old (or older, depending on the
state) before enrolling them in a
research study. When translating such
assent forms into another language,
the translator should be particularly
aware of the register and reading level
of the source document and strive to
replicate them in the translation.

What Does All This 
Mean for the Translator?  

First, it means that the translation
must be approved by an IRB at some
point, either directly or indirectly.
Since English is invariably the lan-
guage used by IRBs in the U.S., and
since most members of IRBs can only
directly evaluate ICFs submitted to
them in English, the forward trans-

lator’s work can only be evaluated
through what is called a back transla-
tion. In this process, a forward trans-
lation is passed on to a second
translator, who translates the form
into the other direction, resulting in a

back translation. A back translation is
essentially done so that individuals
who do not speak the target language,
such as members of an IRB, can
assess the validity of the translation.
If you are responsible for the back
translation from another language into
English, an IRB will evaluate your
work directly. However, if you are
responsible for the forward translation
to be used among NES and LES study
subjects directly, the IRB can only
evaluate your translation indirectly,
through the back translation. 

If you are the forward translator,
this means that you are effectively
translating for two audiences, the first
and most important being the study
subjects who will use the ICF. But
you are also creating a translation that
will be read and translated back into
English by a second translator. A good
translator will want to produce a
translation that will be understood
properly by the subject, but also one
that can be rendered back into English
in such a way that the IRB will
approve the translation. Translating
for these two different target audi-
ences can sometimes result in signifi-
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cant tension in the translation process,
since the literal translation is not
always the one that best captures the
meaning of the source text, as dis-
cussed earlier in the methodologies
section. (See also “Avoid Rejection:
Tips to Follow When Preparing a
Translation for Internal Review
Boards” in the box on page 17.) 

Additionally, keep in mind that
before any translator lays eyes on an
ICF, the English-language document
has already been meticulously exam-
ined and approved by an IRB.
Accordingly, the work of both for-
ward and back translators is sur-
rounded by ethics committees on
either side of the translation process,
which means that there is a very lim-
ited role for creativity from either
translator. As a result of both of these
issues, most translation agencies and
direct clients will request a more lit-
eral back translation whenever there
is any doubt.

Because of this and other issues
requiring a high degree of profes-
sional judgment, it is critical for
research teams to use experienced
professional translators and transla-
tion agencies, preferably ones with
expertise in the subject under study.
These translators and agencies will be
able to call upon their skill and expe-
rience in order to find the appropriate
middle ground between a literal trans-
lation and one that is readily under-
stood by research subjects. This same

dictum applies to other informed con-
sent scenarios not reviewed here, such
as the translation of ICFs for use in
overseas research as well as the back
translation of ICFs used overseas.
Regardless of the scenario, it is crit-
ical to recognize the influence of
translation upon the informed consent
process, and to choose translation
suppliers accordingly. As Temple and
Young write in regard to the validity
of the final outcomes of research:
“The translator always makes her

mark on the research, whether this is
acknowledged or not….”9 As in most
human endeavors, the quality of a
translated ICF depends on the back-
ground and skill of the individual per-
forming the task. Accordingly, this is
an excellent opportunity for a careful,
well-prepared professional translator
to shine.
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Find Out More about 
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www.cdc.gov/od/science/regs/hrpp
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