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OBJECTIVE: To examine the informed consent process
when trained language interpreters are unavailable.

BACKGROUND: Ensuring sufficient patient under-
standing for informed consent is especially challenging
for patients with Limited English Proficiency (LEP).
While US law requires provision of competent transla-
tion for LEP patients, such services are commonly
unavailable.

DESIGN AND PARTICIPANTS: Qualitative data was
collected in 8 prenatal genetics clinics in Texas, includ-
ing interviews and observations with 16 clinicians, and
30 Latina patients. Using content analysis techniques,
we examined whether the basic criteria for informed
consent (voluntariness, discussion of alternatives, ade-
quate information, and competence) were evident for
each of these patients, contrasting LEP patients with
patients not needing an interpreter. We present case
examples of difficulties related to each of these criteria,
and compare informed consent scores for consultations
requiring interpretation and those which did not.

RESULTS: We describe multiple communication prob-
lems related to the use of untrained interpreters, or
reliance on clinicians’ own limited Spanish. These LEP
patients appear to be consistently disadvantaged in
each of the criteria we examined, and informed consent
scores were notably lower for consultations which
occurred across a language barrier.

CONCLUSIONS: In the absence of adequate Spanish
interpretation, it was uncertain whether these LEP
patients were provided the quality and content of
information needed to assure that they are genuinely
informed. We offer some low-cost practice suggestions
that might mitigate these problems, and improve the
quality of language interpretation, which is essential to
assuring informed choice in health care for LEP
patients.
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G iven the increasing technical sophistication of diagnostic
and treatment procedures, combined with a growing

emphasis on patient involvement in health care decisions,1–4

achieving sufficient patient understanding to assure informed
consent for clinical procedures is challenging under the best of
circumstance.5–7 It is even more difficult with patients who
speak little or no English; a population which currently
numbers more than 21 million people in the United States.8

US federal antidiscrimination laws require that health care
facilities receiving federal funds provide professional interpre-
tation services for their Limited English Proficient (LEP)
patients.9 However, this mandate is rarely enforced, and
because virtually no funding has been earmarked to cover
these services, clinicians commonly rely on ad hoc translation
strategies, which can seriously compromise the quality of
clinical communication.10–13 In this paper, we present find-
ings from a qualitative study of prenatal genetic consultations
with Latina women in South Texas, and examine the content
and quality of communication in seeking their informed
consent for amniocentesis when trained Spanish interpreters
were unavailable.

BACKGROUND

Limited English Proficiency refers to individuals whose prima-
ry language is not English and who have limited ability to read,
write, speak, and understand English.14 Many LEP patients
receive medical care in poorly funded public clinics where
translated documents or trained language interpreters are
simply unavailable, and untrained staff or family members are
commonly called upon to bridge that gap. According to the
National Council on Interpreting in Health Care (NCIHC),
quality medical interpretation calls for accuracy, confidential-
ity, impartiality, respect, cultural awareness, role boundaries,
professionalism, professional development, and advocacy;15

goals that are likely to remain unmet when relying on lay
volunteers and untrained staff. The interconnection between
poor language interpretation and breakdowns in health care
quality and access has received a good deal of attention in the
medical literature (for a comprehensive review, see Flores16).
Ad hoc interpreters often lack sufficient bilingual fluency and
medical vocabulary to translate complex health concepts
accurately and completely. This can result in serious com-
munication problems, including misinterpretation, inaccu-
rate or incomplete information, and loss of privacy and of
cultural idiom, affecting all aspects of care from accuracy of
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diagnosis to patient comprehension and adherence to medical
recommendations.13,16–24

Obtaining patients’ informed consent for medical proce-
dures is a crucial clinical responsibility. A basic characteristic
of informed consent is that it be an autonomous choice: the
patient must be able to choose between options, according to
her own values, which clearly requires information sufficient
for rational choice.25,26 Informed consent requires that patients
receive adequate information, and that they understand it well
enough to assess attendant benefits and risks.27–29 Studies of
health care for LEP patients consistently report that language
barriers often compromise the already difficult process of
assuring informed consent and confidentiality for these
patients.4,13,17,21,23,30–33

While published lists of the criteria necessary for assuring
informed consent vary in content and length, those we
reviewed all include four basic elements: (1) the decision must
be voluntary; (2) disclosure of relevant information, including
the nature of the procedure, pros and cons; (3) discussion of
the alternatives, including risks, benefits, and related uncer-
tainties; and (4) the patient must be competent to understand
relevant information and the decision at hand.5,7,25–28,34 These
four elements serve as the basis for our study.

When informed consent concerns a particularly trouble-
some and emotionally charged question such as whether or
not to have an amniocentesis, the necessity of assuring
adequate communication is brought into high relief.35 While
this is challenging even with English-speaking patients, in
the absence of competent language interpretation, achieving
informed consent for this procedure may be unattain-
able.7,16,17,23 Our study provides a rare opportunity to examine
the informed consent process as it occurs across a language
barrier, specifically in the delicate context of decision making
about prenatal diagnosis.17,24,31,36

THE STUDY

Setting

In the course of a series of studies of prenatal genetic
counseling practices in South Texas, we became interested in
the quality and content of clinical communication in the
presence of unaddressed language barriers, and particularly
in how the process of assuring informed consent plays out
under such conditions. Over a 5-year period, we conducted
clinical observations and/or interviews at 15 of the 16 prenatal
genetics specialty clinics in the region (for more discussion
of the design and findings of the larger study, see Hunt
and de Voogd,37 Hunt et al.,38 and Browner et al.39). We
limit the present analysis to data collected at 8 clinics (1
public and 7 private), where patient and clinician subjects
for this analysis were interviewed and observed.

Women determined to be “at-risk” for birth anomalies are
referred to the study clinics from prenatal clinics across the
South Texas region. Although we did not formally test their
prior knowledge, it was clear to clinic staff and our own
observers that most women arrived at the genetics clinics
having little or no previous knowledge about amniocentesis.
Nevertheless, they are expected to decide on the spot, whether
they want the test. Clearly, the quality of clinician–patient
communication can have a serious influence on the informed
consent process for these patients.

Spanish is widely spoken in this region. Clinic staff
estimated that as many as 40% of their patients speak
Spanish as their primary language. None of the clinics had
trained Spanish interpreters, and Spanish language consent
forms were rarely available. Family members or friends
accompanying patients, medical assistants, or other staff
often acted as interpreters; in some cases, clinicians would
rely on their own Spanish language skills. None of the clinics
had any procedures for assessing the language skills of
clinicians or interpreters.

Data Collection

We (LMH and KBDV) interviewed and observed a convenience
sample of 16 clinicians who discuss prenatal genetic testing
options with Latina patients. These included physicians, social
workers, and certified genetic counselors. Three were native
Spanish speakers, and the remainder self-rated their Spanish
language ability as either “some,” “a little”, or “none at all.”
This was consistent with our impressions in our clinical
observations. Assessment of the language skills of those we
observed was made by unanimous consensus between the
researchers (LMH and KBDV), and two bilingual graduate
assistants, all of whom are fluent in Spanish, having lived and
worked in a variety of Latin American countries. The interviews
focused on the clinicians’ strategies for offering prenatal
diagnostic testing to Latina patients, as well as their
approaches to language barriers (see Table 1).

We also interviewed a convenience sample of 30 patients of
these providers, all self-identified Latina women whom we had
observed being offered amniocentesis after an abnormal blood
screening test. Interviews focused on their understanding and
experiences with prenatal testing and for Spanish speakers,
their impressions and experiences with language and inter-
pretation issues. Patients were classified as having “no lan-
guage problem” when their genetics consultation occurred
between primary English speakers, or between primary Span-
ish speakers. They were classified as “interpreter needed”
when their consultation involved either an untrained inter-
preter or a clinician who spoke limited Spanish (based on self-
reports and our observations) (see Table 2).

All interviews consisted of standardized sets of open-ended
questions, averaged 2 h in length and were tape recorded and
transcribed. We also observed over 100 genetics counseling
sessions where amniocentesis was offered. Careful field notes
were taken to document clinician–patient interactions as fully
as possible, giving special attention to translation issues when
the interaction took place across a language barrier.

All study participants gave informed consent, after IRB-
approved protocols. We explained the study to each clinician
and patient we wished to observe and interview, in English or
Spanish, according to their preference, and provided them
with a written consent form, in their preferred language. They
were asked to sign it, and given a copy to keep.

Data Analysis

We generated SPSS databases, including demographic vari-
ables as well as open-coded variables of the main questions
covered in the interviews and observations. We established a
method for standardizing and displaying interview data, as
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illustrated in Miles and Huberman.40 The core of our analysis
consisted of content analysis, as described by Bernard.41 We
reviewed all clinician and patient interview transcripts, identi-
fying the main topic areas and shared thematic patterns.

First, we summarized each interview, including pertinent
quotations and summaries for each subject. Next, we made
tables organized around the main topical areas of the inter-
views which were subsequently abstracted into higher-level

Table 1. Selected Characteristics of 16 Clinicians Interviewed and Observed

Parameters Number of clinicians Percentage

Gender
Female 7 44
Male 9 56

Age (range 24–62; mean 35.8)
24–34 11 70
35–44 1 6
45–55 2 12
>55 2 12

Ethnicity
Non-Hispanic White 9 56
Hispanic 6 38
African American 1 6

Level of training
MD with genetics specialty (MFM or Peds) 3 19
MD: no genetics specialty (Ob/Gyn or FP) 7 44
Genetics Counselor (MS) 2 12
Other Prof.: no genetics specialty (MSW, MA, BA ) 4 25

Type of clinic
Public genetics specialty clinics 8 50
Private genetics specialty clinics 8 50

Table 2. Selected Characteristics of 30 Latina Patients Interviewed and Observed by Need for Interpreter in Consultation

Language concordant Interpreter needed Total

n=19 % n=11 % n=30 %

Place of birth
Mexico 4 21 11 100 15 50
United States 15 79 0 0 15 50

Years in the US
0–3 0 0 3 27 3 10
4–7 1 5 5 46 6 20
8+ 3 16 3 27 6 20
Does not apply 15 79 0 0 15 50

Age (range 17–41; mean 26.4)
15–18 4 21 0 0 4 14
19–24 8 42 1 9 9 30
25–30 0 0 10 91 10 33
31+ 7 37 0 0 7 23

Language of interview
Spanish 2 10 11 100 13 43
English 17 90 0 0 17 57

Education years/formal
1–11 years 6 32 7 64 13 43
H.S. grad or more 13 68 4 36 17 57

Marital status
Single 10 53 2 18 12 40
Divorced 2 10 0 0 2 7
Married 7 37 9 82 16 53

Household income
<$10,000 1 05 3 27 4 14
$10,000–20,000 9 48 4 37 13 43
>$20,000 8 42 2 18 10 33
Patient does not know 1 05 2 18 3 10

Clinic type
Public genetics clinic 9 47 10 91 19 63
Private genetics clinic 10 53 1 9 11 37

Amnio. Decision
Accepted 15 79 9 82 24 80
Declined 4 21 2 18 6 20

Informed consent score
0–2 (not informed consent) 6 32 10 91 16 53
3–4 (informed consent) 13 68 1 9 14 47
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classifications based on thematic patterns found in the initial
tables. Some initial language-related themes that emerged
included: Rushed and Incomplete Translations; Inaccurate
Translations; and Translators Promoting their own Agendas.

At all phases of the project, we cross-checked classification
and coding decisions in conference sessions where the
research team (LMH, KBDV, and the graduate students)
discussed each case and reached consensus about the appli-
cation of coding categories.

Knowledge, Information, and Informed
Consent Scores

For the current analysis, we developed rough measurements of
the informational content of consultations, patient knowledge
of amniocentesis and how well the basic criteria for informed
consent had been achieved for each patient. This scoring
system was based on eight informational elements the clini-
cians we interviewed consistently named as necessary to
include when offering amniocentesis. The descriptions of the
elements and our method for scoring are presented in Table 3.

FINDINGS

In observing consultations with Spanish speaking patients, we
were often struck by the limited amount of information that
was actually communicated. Interpreters often seemed to lack
the linguistic fluency and/or the technical medical under-
standing necessary to provide an adequate interpretation. Text
Box 1 illustrates this phenomenon.

Text Box 1.
In this case the clinician, a genetics counselor in a private clinic, would say a sentence or 

two and the medical assistant would then repeat in Spanish, but much of what she told the patient 
was muddled or incorrect. Explaining where the needle would be inserted, the genetics counselor 
said: “It’s always low on the belly, not in the belly button as some people have heard.” This was 
translated as: “No es por el estómago, es por el ombligo.” That is: “It’s not through the stomach, 
it’s through the belly button.”  Things get even more confusing as the genetics counselor explains 
the ultrasound procedure: “They’ll look at the brain, and at the back of the neck...” The medical 
assistant translates this using the word “seso” for brain and “pescuezo” for neck, apparently 
unaware that in proper Spanish, these words are reserved for animals, and different words are used 
for these body parts in human beings. When the patient asks if she’ll be put to sleep, the genetic 
counselor says she’ll be given a shot to numb the skin, but the medical assistant tells the patient: 
“Sí, te van a dormir, en el cuero. Usted no va a dormir, solo duermen el cuero.” That is (literally): 
“Yes, they’re going to sleep you in the leather. You won’t go to sleep, only the leather they will 
sleep.” 

The clinicians were well aware of translation problems in
caring for LEP patients. Many said using an interpreter was
awkward and slowed things down and some said they
abbreviated such consultations to compensate for the extra
time. Several also had doubts about the technical knowledge
and linguistic skills of the ad hoc interpreters.

Patients, in contrast, perhaps because they didn’t know
what should have been communicated in the consultation,
were largely unaware of the poor quality of the interpretation
they received. Nearly all needing a Spanish interpreter said
they understood the information discussed in the consultation
very well, and most were very satisfied with the consultation.

Patients’ lack of awareness of interpretation problems belies
the many serious deficiencies in communication that were
observed with Spanish speaking patients. By considering case
examples pertaining to each of the 4 informed consent criteria

we have identified—voluntariness, discussion of alternatives,
adequate information, and competence—we will argue that
inadequate Spanish interpretation may leave patients without
sufficient understanding to make an autonomous informed
decision about their medical care.

Voluntariness

A person acting voluntarily is one who is free from the
manipulative or coercive influences of others.27 Standard
genetic counseling protocols call for the clinician to be
nondirective, allowing the patient to choose based on her own
moral judgment, making the question of voluntariness espe-
cially charged in the field of prenatal diagnosis.42,43

Most of the consultations we observed were clearly nondirec-
tive, with the patient plainly being told that it was up to her to
choose whether to have the procedure. While nearly all con-
sultations without a language barrier were nondirective, this
was so for only about half of the Spanish interpreted consulta-
tions. In some of these, the clinician failed to indicate that the
procedure was optional; in others, the interpreter did not clearly
translate that it was optional; and in still others, the amniocen-
tesis was presented as simply the next step in the clinical
process. Consider the case presented in Text Box 2, for example.

Table 3. Calculation of Information, Knowledge, and Informed
Consent Scores

Informational elements:
Informational elements which were consistently named in
clinicians interviews as necessary to include when offering
amniocentesis: (1) the nature of the anomaly, (2) the risk for the
anomaly, (3) the amniocentesis procedure, (4) the risks associated
with amniocentesis, (5) the information amniocentesis can
produce, (6) reasons for doing amniocentesis, (7) that the test is
optional, and (8) alternatives to amniocentesis. These eight
elements formed the basis of our scoring system.

Information scores:
Observed consultations were scored for inclusion of each of these
informational elements: “0” if the element was not mentioned, “1”
for brief mention, and “2” for detailed discussion. These elemental
scores were then totaled for each consultation, for an “information
score”.

Knowledge score:
Knowledge scores were based on the same eight informational
elements. We reviewed patient interview transcripts and
assigned a score for each informational element, as follows:
“−1” for mentioning with significant errors; “0” for not
mentioning; “1” for a brief or incomplete mention, and “2” for
mentioning with accurate details. These elemental scores were
totaled for each patient, for a “knowledge score”.

Informed consent score:
We generated an informed consent score, based on the four
essential elements we identified in the literature. We gave one
point for each of the following conditions that were present: (1)
voluntariness: in the observed consultation, the clinician was
non-directive and made it clear that the patient could choose to
accept or decline the test; (2) alternativity: the clinician discussed
other testing options in the observed consultation; (3) information:
the information score exceeded 60%; and (4) competence: the
patient’s knowledge score exceeded 60%. These points were
totaled for each patient, for an “informed consent score”.
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Text Box 2.
An Ob/Gyn resident is explaining the amniocentesis procedure to a 30 year old, Mexican-

born patient, with a clinic aide acting as interpreter. After translating the doctor's list of associated 
risks, the aide interjects in Spanish: "They do them all the time, dear, and rarely have a problem." 
The aide goes on translating: "We're going to do a sonogram to check the dates. If they are correct, 
then we'll do the amnio." The doctor signs the English consent form, the aide signs as witness, and 
hands it to the patient for her to sign, without further explanation.  After the sonogram, the 
attending physician says in simple Spanish: “... There’s probably nothing wrong; we're just going to 
do this test [the amnio] to be sure.” Between the interpreter adding her own opinion, and the 
clinician's limited Spanish, the patient is never actually told that the test is optional.  

Assuring voluntariness was also elusive in cases where the
interpreter was a relative who took on the role of decision
maker. In several cases, clinicians presumed the patient
needed her husband’s permission and would insist that she
consult her husband before accepting the procedure. (For
further discussion of such cultural assumptions on the part of
the clinicians, see Hunt and de Voogd44). In the case presented
in Text Box 3, we see the combined effect of presuming a
dominant role for the husband and having him act as
interpreter.

Text Box 3.
The husband, a construction worker, interpreted for the 29 year old patient, recently arrived 

in the U.S. The physician spoke directly to the husband, and didn’t wait for him to repeat things in 
Spanish to the patient. When we interviewed her a few weeks later, she said she hadn’t understood 
much in the consultation and felt she hadn't been permitted to decide for herself. She said: "I felt 
terrible because I couldn't understand what they were saying. When we left there I told my 
husband... 'I don’t want you to say you speak English... I want to hear what they’re saying, I don’t 
want you telling them, 'Yes,' then later explaining everything to me.'" 

Discussion of Alternatives

Assuring an autonomous choice also requires the discussion
of alternatives, along with a general description of the related
costs and benefits of each.45 The code of ethics for genetic
counselors states that counseling should “enable clients to
make informed decisions, free of coercion, by providing or
illuminating the necessary facts, and clarifying the alternatives
and anticipated consequences”.46

Making an informed decision about amniocentesis requires
patients to do a complex evaluation of the risks of a birth
anomaly versus provoking a miscarriage, in the absence of
safe, effective treatment options.5,6,47,48 One might argue that
not having the amniocentesis is a second option. However,
when a patient is responding to the fear and uncertainty of an
“at-risk” pregnancy, she may feel she lacks the authority to
choose to do nothing, and must accept to protect the welfare of
the baby.5,29,48,49 We have reported elsewhere that we found
this to be the case for many of the women in this study.37,38,50

A high-resolution ultrasound is routinely offered as an
alternative to amniocentesis, and is preferred by some women
because it is noninvasive.51 An ultrasound cannot produce
genetic information and is therefore less definitive than
amniocentesis. However, high-resolution ultrasound can iden-
tify certain structural anomalies consistent with the diagnoses
in question and is commonly offered as an alternative to
amniocentesis.52

The patients we interviewed were nearly evenly divided
between those given the option of a high-resolution ultrasound
and those not. When considering those needing Spanish
interpretation separately, we saw a great disparity. While this
alternative was presented to most of those without a language

barrier, only 1 woman needing an interpreter was given this
option.

The case presented in Text Box 4 illustrates how consulta-
tions occurring across a language barrier were often limited in
content, especially when no interpreter was available. In this
case, the patient was given so little information that alter-
natives to accepting the amniocentesis were never mentioned.

The doctor, a senior resident, is counseling a 28 year old patient in his beginner’s Spanish. Looking 
over the chart, he says:  
Dr. [In Spanish] This all looks fine.
Pt: [In Spanish] So what is the problem, doctor?
Dr: [In Spanish] Well, it could be that everything is fine, or it could be a problem with the spine. 
We could do an amniocentesis. That would be more sure than the blood test, but nothing is 100% 
sure... But with the amniocentesis we will know more. [Pause.] Would you like to do the 
amniocentesis today?

The patient agrees. The doctor then goes over the English consent form, naming the possible 
risks in his elementary Spanish, then shows the patient where to sign and date the form, which she 
does. The amniocentesis was performed within the hour. 

Text Box 4.

Adequate Information

The conditions for autonomous decision making require that
patients be provided with the information necessary for a
reasonable person to make an informed choice.27,34 The
information scores (described in Table 3) for the study group
as a whole were nearly evenly divided between high scores (a
score of 60% and above) and low scores (below 60%). When the
scores were considered in terms of language issues, a different
picture emerged. While nearly two-thirds of consultations with
no language barrier had high information scores, only about a
quarter of those needing interpretation had similar scores.

Often, in the Spanish interpreted consultations, we ob-
served clinicians covering just the “high points” of what was
ordinarily included in the genetics counseling consultations,
as can be seen in several of the previous examples.

Allowing patients a chance to ask questions and have them
answered is an important aspect of assuring they have
adequate information.17 This occurred only infrequently when
the consultation involved Spanish interpretation. Commonly,
patient interjections or questions were not understood or were
ignored by the interpreter. As illustration, consider the exam-
ple presented in Text Box 5.

The physician is speaking to a 29 year old patient, with an American-born nurse acting as interpreter. 
Dr: [In English] Tell her it was the Down's Syndrome part of her blood test that’s not normal. 
Nurse:  [In Spanish]  In your blood test, it is showing there is a possibility that the baby will have 
Down Syndrome.
Pt: [In Spanish] And other women who have this blood test, with the same result as mine, how 
many of them end up with babies who have Down Syndrome? 
Nurse: [In Spanish, without translating the question for the doctor.] It’s only a risk, dear.  It’s not 
saying that the baby HAS Down Syndrome.

The interpreter in this example doesn’t address the patient’s concern about the accuracy of the 
blood test, but instead clarifies that the screening test is not diagnostic. The patient’s question goes 
unanswered, and she is left to conclude what she may.  

Text Box 5.

Competence

Competence is perhaps the most difficult of all the criteria to
define and assess. In very basic terms, competence refers to
the ability to make a rational decision. This requires that the
person have sufficient understanding to reach an enlightened
decision.27,45 To assess patients’ competence, we consider the
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knowledge they expressed in interviews: of the procedure itself,
its attendant risks and benefits, and alternatives to accepting
the test.

Patients’ knowledge scores (described in the Table 3) were
nearly evenly divided across the total study group, with about
half having high scores (60% or more) and half having low (less
than 60%). Those needing a Spanish interpreter were at a
disadvantage, with about two-thirds having low knowledge
scores as compared to low scores for about half of those
without a language barrier.

While both groups understood the general nature of the
amniocentesis procedure itself, the patients needing Spanish
interpretations showed poorer understanding of the attendant
risks and alternative options. For example, most of these
patients did not express a clear understanding that amnio-
centesis could provoke a miscarriage, and many said they had
not been told that terminating the pregnancy was an option
should an anomaly be found.

The case example presented in Text Box 6 illustrates how
unaddressed language barriers might engender patient mis-
understanding and confusion.

A 4th year resident, relying on her very basic Spanish, is conducting the consultation because 
no interpreter was available. After briefly explaining the procedure and its risks, the doctor turns to 
writing up her notes, and preparing the consent form.  

At one point, she stops writing to ask the patient, in Spanish, “You understand that your risks 
are breaking the bag, infection, losing the pregnancy?” Hearing this, the patient, quickly says, “Then 
no. I don’t want to do it.” The patient then asks, “Where do they take the liquid from? From the 
baby?” The doctor laughs loudly and answers, “No, no, no! It’s very small the risk of losing it, only 
one in 200.”  The patient is silent for a moment, then says, “Yes, let’s do it.”

When we interviewed this patient a few weeks later, she said she had been told the baby 
“...was going to be born with Down syndrome,” and that the main risk of the amniocentesis was that 
they could “stick the baby with the needle.” She did not know that amniocentesis carries a risk of 
miscarriage, and could only describe Down syndrome in the sketchiest detail, saying the baby could 
have very small fingers, head, and eyes. She commented that the doctor had difficulty with the 
language, and this made it hard for her to understand everything.  

Text Box 6.

Cases like this were not exceptional in our study. Often,
what was actually communicated in Spanish was similarly
attenuated by omissions and translation errors. But in these
clinics, where time and resources were in short supply, and
many patients were impoverished and poorly educated,
might achieving the conditions of informed consent be
uniformly illusive?

Meeting Basic Criteria for Informed Consent? To assess how
well the overall criteria of informed consent were met in these
consultations, we generated a composite informed consent
score, (described in Table 3). As a group, patients were nearly
evenly divided between high (3–4) and low (0–2) scores. When
comparing scores between consultations needing or not
needing Spanish interpretation, we found a striking difference.
While more than two-thirds of those without a language
problem had high informed consent scores, only one of the
Spanish interpreted consultations met our minimum criteria
for an autonomous informed choice.

DISCUSSION

We have considered a variety of ways that inadequate Spanish
interpretation seems to interfere with achieving autonomous
decision making for LEP patients. In the absence of trained

interpreters, it was left to individual clinicians to find ways to
communicate with these patients, including enlisting help
from whoever happened to accompany the patient, using
untrained staff, or relying on their own Spanish skills. Our
analysis found these interpretations to be consistently limited
in thoroughness, accuracy, and completeness. We have pre-
sented case material to illustrate how, despite clinicians’ best
intentions, such adaptations may fall short of genuine in-
formed consent. Contrasting the experiences of patients who
needed and those who did not need Spanish interpretation, we
saw patients needing translation were consistently disadvan-
taged in the quality and content of their consultations.

Because we did not assess patient knowledge before the
consultations, we have no way of knowing whether these
differences exist outside the consultations themselves. How-
ever, given our observations of the general incompleteness of
Spanish interpreted consultations, we are persuaded that they
reflect the paucity of information provided in translated
consultations.

This study has several limitations. While we have presented
case materials describing how the use of untrained inter-
preters can seriously undermine the opportunity for informed
decision making among LEP patients, our conclusions cannot
be generalized beyond describing this particular group. This
was designed as a purely descriptive study, using convenience
sampling techniques, a small number of patients, clinicians
and clinics, and encouraging spontaneous topics to be raised
and discussed. Future research with representative samples
would be necessary before any general conclusions could be
drawn about a broader population. It would be especially
informative to examine the effect of competing variables, such
as education and income levels, which clearly are beyond our
study design. It would also be very informative to compare
consultations with trained versus untrained interpreters.

Despite federal regulations requiring clinics with significant
numbers of LEP patients to provide access to professional
interpreters,9,53 many clinics serving minority populations
operate under very tight budgets, and providing such services
is patently unaffordable. In the current national atmosphere of
growing intolerance and suspicion of foreign-born people,
particularly Latinos, we must not lose sight of the moral and
ethical cost of failing to address language barriers. We have
raised a concern that this can amount to failing to assure the
basic rights of LEP patients to give informed consent for
medical procedures.

In the face of these challenges, there are some low-cost
strategies that can be implemented to improve understanding
and communication with LEP patients. For example, the cost
involved in translating key documents, such as informed
consent forms, into Spanish would be minimal. Clinicians
and other staff could be tested for bilingual skills, especially
where they involve medical terminology, and interpreting
skills.54,55 Staff who will be interpreting could be provided in-
service training to learn proper vocabulary, and be taught the
importance of “line-by-line” translations, as well as the
importance of avoiding interjections. Clinicians could also be
trained in how to effectively use interpreters and additional
time could be scheduled for consultations requiring interpre-
tation. Several recent articles outline promising models for
such staff and clinician training.20,54,56–59

Some states have adopted Medicaid codes that include
compensation for language interpretation. Clinicians, who
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may be legally liable for failure to assure adequate interpretation
in their clinics, could more avidly pursue such changes.21,23

While the practices we describe will not completely erase the
problems encountered when one works across a language
barrier, they would surely improve the quality of language
interpretation, an essential step towards the goal of assuring
informed choice in health care for LEP patients.

Acknowledgments: This research was supported by the NIH
National Center for Human Genome Research (1RO1 HG001384-01).
The researchwas also supported by a grant from the San Antonio Area
Foundation. We wish to thank the staff and patients whose kind
cooperation made this research possible. Emily Bergstrom, Heide
Castañeda, Heidi Connealy, and Aaron Whiteford provided invaluable
help with a variety of data analysis and literature review tasks. We
also wish to thank Carole H. Browner and Mabel Preloran for their
integral involvement and thoughtful insights throughout all phases of
the project.

Conflict of interest: None disclosed.

Corresponding Author: Linda M. Hunt, PhD; Center for Ethics and
Humanities in the Life Sciences, Michigan State University, East
Lansing, MI, USA (e-mail: huntli@msu.edu).

REFERENCES
1. Laine C, Davidoff F. Patient-centered medicine. A professional evolu-

tion. JAMA. 1996;275(2):152–6.
2. Marini TS. Decisions about amniocentesis by advanced maternal age

patients following maternal serum screening may not always correlate
clinically with screening results: need for improvement in informed
consent process. Am J Med Genet. 2002;109(3):171–5.

3. Quill TE, Brody H. Physician recommendations and patient autonomy:
finding a balance between physician power and patient choice. Ann
Intern Med. 1996;125(9):763–9.

4. Rapp R. Chromosomes and communication: the discourse of genetic
counseling. Med Anthropol Q. 1988;2(2):143–57.

5. Dunne C, Warren C. Lethal autonomy: the malfunction of the informed
consent mechanism within the context of prenatal diagnosis of genetic
variants. Issues Law Med. 1998;14(2):165–203.

6. Emery J. Is informed choice in genetic testing a different breed of
informed decision-making? A discussion paper. Health Expect.
2001;4:81–6.

7. Freda MC, DeVore N, Valentine-Adams N, Bombard A, Merkatz IR.
Informed consent for maternal serum alpha-fetoprotein screening in an
inner city population: how informed is it? J Obstet Gynecol Neonatal
Nurs. 1998;27(1):99–106.

8. US Census Bureau. QT-02. Profile of Selected Social Characteristics: 2000.
US Census Bureau, US Department of Commerce 2001 [cited 2001 Nov.
21]. Available from: http://factfinder.census.gov/servlet/QTTable?ds_
name=D&geo_id=D&qr_name=ACS_C2SS_EST_G00_QT02&_lang=en.

9. Office for Civil Rights. Policy Guidance - Title VI Prohibition Against
National Origin Discrimination as it Affects Persons with Limited English
Proficiency. Office for Civil Rights, U S Department of Health and Human
Services 2002 [cited 2002 June 19]. Available from: http://www.hhs.
gov/ocr/lep/guide.html.

10. Fortier JP, Strobel C, Aguilera E. Language barriers to health care:
federal and state initiatives, 1990–1995. J Health Care Poor Under-
served. 1998;9(suppl):S81–100.

11. Hawryluk M. AMA: Doctors shouldn’t pay for translators. Interpreters’
fees often exceed Medicaid payments for office visits. American Medical
Association 2002. Available from: http://www.ama-assn.org/sci-pubs/
amnews/pick_02/gvsb0114.htm.

12. Keers-Sanchez A. Mandatory provision of foreign language interpreters
in health care services. J Leg Med. 2003;24(4):557–78.

13. Perkins J, Vera Y. Legal protections to ensure linguistically appropriate
health care. J Health Care Poor Underserved. 1998;9(suppl):S62–80.

14. US Department of Health and Human Services. Guidance to Federal
Financial Assistance Recipients Regarding Title VI Prohibition Against
National Origin Discrimination Affecting Limited English Proficient
Persons. 8-4-2003. HHS Office for Civil Rights.

15. NCIHC. National Standards of Practice for Interpreters in Health Care.
National Council on Interpreting in Health Care 2005. Available from:
http://www.ncihc.org/sop.php.

16. Flores G. The impact of medical interpreter services on the quality of
health care: a systematic review. Med Care Res Rev. 2005;62(3):255–99.

17. Betancourt JR, Jacobs EA. Language barriers to informed consent and
confidentialitiy: the impact on women’s health. J Am Med Womens
Assoc. 2000;55(5):294–5.

18. Carter-Pokras O, O’Neill MJ, Cheanvechai V, Menis M, Fan T, Solera A.
Providing linguistically appropriate services to persons with limited
English proficiency: a needs and resources investigation. Am J Manag
Care. 2004;10 Spec No:SP29–36.

19. John-Baptiste A, Naglie G, Tomlinson G, et al. The effect of English
language proficiency on length of stay and in-hospital mortality. J Gen
Intern Med. 2004;19(3):221–8.

20. Riddick S. Improving access for limited English-speaking consumers: a
review of strategies in health care settings. J Health Care Poor
Underserved. 1998;9(suppl):S40–61.

21. Roberts CM. Meeting the needs of patients with limited English
proficiency. J Med Pract Manage. 2001;17(2):71–5.

22. Wilson E, Chen AH, Grumbach K, Wang F, Fernandez A. Effects of
limited English proficiency and physician language on health care
comprehension. J Gen Intern Med. 2005;20(9):800–6.

23. Woloshin S, Bickell NA, Schwartz LM, Gany F, Welch HG. Language
barriers in medicine in the United States. JAMA. 1995;273(9):724–8.

24. Woloshin S, Schwartz LM, Katz SJ, Welch HG. Is language a barrier to
the use of preventive services? J Gen Intern Med. 1997;12(8):472–7.

25. Burgess MM. Beyond consent: ethical and social issues in genetic
testing. Nat Rev Genet. 2001;2(2):147–51.

26. Jacobson GM, Veach PM, LeRoy BS. A survey of genetic counselors’ use
of informed consent documents for prenatal genetic counseling sessions.
J Genet Couns. 2001;10(1):3–24.

27. Beauchamp TL, Childress JF. Principles of Biomedical Ethics, 4th ed.
New York: Oxford University Press; 1994.

28. Braddock CH III, Edwards KA, Hasenberg NM, Laidley TL, LevinsonW.
Informed decision making in outpatient practice: time to get back to
basics. JAMA. 1999;282(24):2313–20.

29. Headings VE. Revisiting foundations of autonomy and beneficence in
genetic counseling. Genet Couns. 1997;8(4):291–4.

30. Barnes DM, Davis AJ, Moran T, Portillo CJ, Koenig BA. Informed
consent in a multicultural cancer patient population: implications for
nursing practice. Nursing Ethics 1998;5(5):412–23.

31. Flores G, Abreu M, Schwartz I, Hill M. The importance of language and
culture in pediatric care: case studies from the Latino community. J
Pediatr. 2000;137(6):842–8.

32. McCabe M, Morgan F, Curley H, Begay R, Gohdes DM. The informed
consent process in a cross-cultural setting: is the process achieving the
intended result? Ethn Dis. 2005;15(2):300–4.

33. Simon C, Zyzanski SJ, Eder M, Raiz P, Kodish ED, Siminoff LA.
Groups potentially at risk for making poorly informed decisions about
entry into clinical trials for childhood cancer. J Clin Oncol. 2003;21
(11):2173–8.

34. Huibers AK, van ’t Spijker A. The autonomy paradox: predictive genetic
testing and autonomy: three essential problems. Patient Educ Couns.
1998;35:53–62.

35. Kuller JA, Laifer SA. Contemporary approaches to prenatal diagnosis.
Am Fam Physician. 1995;52(8):2277–6.

36. Kaufert JM, Putsch RW. Communication through interpreters in
healthcare: ethical dilemmas arising from differences in class, culture,
language, and power. J Clin Ethics. 1997;8(1):71–87.

37. Hunt LM, de Voogd KB. Autonomy, danger, and choice: the moral
imperative of an “at risk” pregnancy for a group of low income Latinas in
Texas. In: Harthorn BH, Oaks L, eds. Risk, Culture, & Health
Inequality: Shifting Perceptions of Danger and Blame. Greenwood Press:
2003:74–103.

38. Hunt LM, de Voogd KB, Castañeda H. The routine and the traumatic in
prenatal genetic diagnosis: does clinical information inform patient
decision-making? Patient Educ Couns. 2005;56:302–12.

39. Browner CH, Preloran HM, Casado MC, Bass HN, Walker AP. Genetic
counseling gone awry: miscommunication between prenatal genetic service
providers and Mexican-origin clients. Soc Sci Med. 2003;56:1933–46.

604 Hunt and de Voogd: Informed Consent Without Trained Interpreters JGIM

http://factfinder.census.gov/servlet/QTTable?ds_name=D&geo_id=D&qr_name=ACS_C2SS_EST_G00_QT02&_lang=en
http://factfinder.census.gov/servlet/QTTable?ds_name=D&geo_id=D&qr_name=ACS_C2SS_EST_G00_QT02&_lang=en
http://www.hhs.gov/ocr/lep/guide.html
http://www.hhs.gov/ocr/lep/guide.html
http://www.ama-assn.org/sci-ubs/amnews/pick_02/gvsb0114.htm
http://www.ama-assn.org/sci-ubs/amnews/pick_02/gvsb0114.htm
http://www.ncihc.org/sop.php


40. Miles M, Huberman AM. Qualitative Data Analysis: An Expanded
Source Book. 2nd ed. Sage Publications; 1994.

41. Bernard HR. Research Methods in Anthropology. 2nd ed. Thousand
Oaks, CA: Sage Publishers; 1994.

42. Dailey JV, Pagnotto MA, Fontana-Bitton S, Brewster SJ. Role of the
genetic counselor: an overview. J Perinat Neonatal Nurs. 1995;9(3):32–44.

43. Wertz DC, Gregg R. Genetics services in a social, ethical and policy
context: a collaboration between consumers and providers. J Med
Ethics. 2000;26(4):261–5.

44. Hunt LM, de Voogd KB. Clinical myths of the cultural “other”:
implications for Latino patient care. Acad Med. 2005;80(10):918–24.

45. Levine RJ. Ethics and Regulation of Clinic Research. New Haven: Yale
University Press; 1986.

46. NSGC. Code of Ethics. National Society of Genetic Counselors 2006
[cited 2006 July 7]. Available from: http://www.nsgc.org/about/
codeEthics.cfm.

47. McQueen MJ. Some ethical and design challenges of screening pro-
grams and screening tests. Clin Chim Acta. 2002;315(a):41–8.

48. Browner CH, Preloran HM, Cox SJ. Ethnicity, bioethics, and prenatal
diagnosis: the amniocentesis decisions of Mexican-origin women and
their partners. Am J Public Health. 1999;89(11):1658–66.

49. Kenen RH. The at-risk health status and technology: a diagnostic
invitation and the ‘gift’ of knowing. Soc Sci Med. 1996;42(11):1545–53.

50. Hunt LM, de Voogd KB. Do notions of risk inform patient choice?
Lessons from a study of prenatal genetic counseling. Med Anthropol.
2006;25:1–27.

51. Baillie C, Smith J, Hewison J, Mason G. Ultrasound screening for
chromosomal abnormality: women’s reactions to false positive results.
Br J Health Psychol. 2005;5(4):377–94.

52. Filkins K, Koos BJ. Ultrasound and fetal diagnosis. Curr Opin Obstet
Gynecol. 2005;17(2):185–95.

53. Office for Civil Rights. OCR Fact Sheet—Language Assistance to Persons
with Limited English Proficiency (LEP). Office for Civil Rights, US
Department of Health and Human Services 2000 [cited 2001 Nov. 6].
Available from: http://www.hhs.gov/ocr/lep/fact.html.

54. Chen A. Doctoring across the language divide. Health Aff. 2006;25
(3):808–13.

55. Zabar S, Hanley K, Kachur E, et al. “Oh! She doesn’t speak English!”
Assessing resident competence in managing linguistic and cultural
barriers. J Gen Intern Med. 2006;21(5):510–3.

56. Karliner LS, Perez-Stable EJ, Gildengorin G. The language divide. The
importance of training in the use of interpreters for outpatient practice. J
Gen Intern Med. 2004;19(2):175–83.

57. Bender DE, Clawson M, Harlan C, Lopez R. Improving access for Latino
immigrants: evaluation of language training adapted to the needs of
health professionals. J Immigr Health. 2004;6(4):197–209.

58. Sherrill W, Crew L, Mayo RB, Mayo WF, Rogers BL, Haynes DF.
Educational and health services innovation to improve care for rural
Hispanic communities in the USA. Rural Remote Health. 2005;5(4):402.

59. Ponce NA, Hays RD, Cunningham WE. Linguistic disparities in health
care access and health status among older adults. J Gen Intern Med.
2006;21(7):786–91.

605Hunt and de Voogd: Informed Consent Without Trained InterpretersJGIM

http://www.nsgc.org/about/codeEthics.cfm
http://www.nsgc.org/about/codeEthics.cfm
http://www.hhs.gov/ocr/lep/fact.html

	Are Good Intentions Good Enough?: Informed Consent Without Trained Interpreters
	Abstract
	Abstract
	Abstract
	Abstract
	Abstract
	BACKGROUND
	THE STUDY
	Setting
	Data Collection
	Data Analysis
	Knowledge, Information, and Informed �Consent Scores

	FINDINGS
	Voluntariness
	Discussion of Alternatives
	Adequate Information
	Competence
	Meeting Basic Criteria for Informed Consent?


	DISCUSSION
	References




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Gray Gamma 2.2)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (ISO Coated)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.3
  /CompressObjects /Off
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Perceptual
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /sRGB
  /DoThumbnails true
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams true
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts false
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 150
  /ColorImageMinResolutionPolicy /Warning
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 150
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /ColorImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 150
  /GrayImageMinResolutionPolicy /Warning
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 150
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /GrayImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 600
  /MonoImageMinResolutionPolicy /Warning
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 600
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e55464e1a65876863768467e5770b548c62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc666e901a554652d965874ef6768467e5770b548c52175370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF adatti per visualizzare e stampare documenti aziendali in modo affidabile. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 5.0 e versioni successive.)
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020be44c988b2c8c2a40020bb38c11cb97c0020c548c815c801c73cb85c0020bcf4ace00020c778c1c4d558b2940020b3700020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken waarmee zakelijke documenten betrouwbaar kunnen worden weergegeven en afgedrukt. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents for journal articles and eBooks for online presentation. Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [595.276 841.890]
>> setpagedevice


