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Migrant farmworkers should be considered a vulnerable population because they work in a
hazardous industry, are often members of an ethnic minority, have known difficulty in ac-
cessing health care, and are often of lower socioeconomic status. For these reasons, too, it is
extremely important to conduct health-related research with this often-underserved group.
However, because migrant farmworkers are vulnerable, investigators must be especially vigi-
lant in protecting them from the potential harms of research and in ensuring that the special
ethical issues that arise in research with this population are identified and addressed for ev-
ery project. In response to the National Cancer Institute’s concerns about the feasibility of
conducting epidemioclogic studies among migrant farmworkers, researchers undertook four
feasibility studies near the Texas-Mexico border. Each study raised different, complex ethical
questions that challenged the investigators, but whose resolution turned out to be crucial to
the success of the studies.
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INTRODUCTION

Agriculture has always been one of the most haz-
ardous industries in the United States and in Texas in
particular (1, 2). Nonetheless, little is known about

the magnitude of injuries and illnesses that affect

migrant farmworker populations, which consist of
both adults and children. Despite the importance
of migrant farmworkers to the agricultural economy
and food production in this country, their work is
not assured, their wages are low, and their work
conditions are conducive to injury and hazardous
exposures (3). ‘
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Members of the farmworker population in the
United States are increasingly foreign-born and un-
documented. Their median annual income is less than
$7500, and on average they have completed only
6 years of education (4). While both documented and
undocumented immigrants lack health insurance and
delay seeking health care (5), the undocumented will
have the more severe situation (6), and avoid seeking
medical care because of fear of immigration penalties
(7). Most farmworkers are Hispanics who have lim-
ited proficiency in English, and many are functionally
illiterate in Spanish as well. The Office for Protection
from Research Risks, National Institutes of Health,
has considered a vulnerable population to bé a group
of “individuals whose ability to give informed con-
sent to participate in research is, in some way, com-
promised” (8). This usually refers to children, fetuses,
the mentally handicapped, prisoners, those with lim-
ited langnage proficiency, and the economically or
educationally disadvantaged. The economic, educa-
tional, and language proficiency designations, and the
sometimes inclusion of children in studies, make farm-
workers and their families a vulnerable population for
research.
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Texas is the permanent residence of many mi-
grant farmworkers in the United States. Approxi-
mately half of the estimated 360,000 migrant and sea-
sonal farmworkers and their household members in
Texas live along the Texas-Mexico border (9). Many
live in Starr County, listed by the 2000 Census as the
poorest county in the United States, where the popu-
lationis 97% Hispanic (primarily Mexican American)
(10, 11). In response to the National Cancer Insti-
tute’s (NCI’s) concerns about the feasibility of con-
ducting epidemiologic cancer studies among migrant
farmworkers, investigators at The University of Texas
School of Public Health conducted a series of four
NCI-funded feasibility studies in Starr and nearby
Hidalgo Counties to examine issues such as accessibil-
ity, participation, and follow-up, However, in addition
to scientific issues, these studies raised many ethical
questions telated to research with this population.
Some were expected, but many were unanticipated.
Recognizing and addressing these issues proved to be
essential to the success of all four projects.

Ethical Principles in Research With Human Subjects

Formal ethical standards for medical research
date from only the end of World War II, and
ethical norms for epidemiologic research are even
more recent (12). The first international statement
of ethical requirements for biomedical research, the
Nuremberg Code, focused on defining the ethical
treatment of research participants (13). In response
to the medical war crimes of Nazi research, the first
principle of the Nuremberg Code proclaimed that
the “voluntary consent of the human subject is ab-
solutely essential” for ethical research; the Code sub-
sequently outlined other provisions that researchers
now take for granted, such as the investigator’s duty
to prevent “physical and mental suffering and injury”
among study participants (13). Later, written state-
ments on the ethical treatment of human participants
in research, such as the 1964 Declaration of Helsinki
(14), the 1978 Belmont Report (15), and the Inter-
national Ethical Guidelines for Biomedical Research
Involving Human Subjects (16) expanded the ideas
brought forth by the Nuremberg Code.

Medical research is often conducted in the clin-
ical setting, whereas epidemiologic research is often
conducted in the community sefting and is therefore
also subject to community norms and political in-
fluences. Although the ethical principles remain in-
tact, the context of the research may require special

consideration. As the field of epidemiclogy and the
scope of its research grew in the 1980s and 1990s, ethi-
cal guidelines were also published by professional epi-
demiologic organizations directed to epidemiologists
(17-19). These guidelines share a common ethical un-
derpinning, based on fundamental ethical principles
laid out in the Belmont Report: respect for persons—
often presented today as the principle of autonomy,
beneficence and its counterpart nonmaleficence, and
justice (15). Autonomy refers to the ability of an in-
dividual or a community to be self-governing and to
make decisions about participation in research based
on full disclosure {through the process of informed
consent). In research, respect for persons requires in-
vestigators to treat individuals as autonomous agents,
informing them fully of the nature, purpose, and po-
tential benefits and risks of a research project for
which they are recruited. Investigators must ensure
that potential participants fully understand these ele-
ments of a study and honor their voluntary, informed
decision whether or not to take part. As a corollary,
the Belmont Report also calls for researchers to pro-
tect individuals and groups with diminished auton-
omy, such as children, the comatose, or prisoners (15),
now often referred to as members of vulnerable pop-
ulations as noted earlier.

The Belmont Report’s presentation of benefi-
cence combines the historical medical commitment
to provide benefit with the physician’s ethical duty of
nonmaleficence (avoiding harm). In research, accord-
ing to the Belmont Report, beneficence incorporates
two general rules: to do no harm to research partici-
pants and to maximize the benefits of research while
reducing its risks (15). Elsewhere in the literature on
ethics in epidemiology (19-21) beneficence is typically
characterized as requiring the balancing of the risks
and benefits of research, but simply having a positive
benefit-to-risk ratio is a less demanding requirement
than minimizing the risk of potential harms and max-
imizing the potential benefits.

Justice refers to the ethical requirement to dis-
tribute the benefits and burdens of research fairly
among participating individuals and populations and
in society at large. However, as the Belmont Report
points out, determining equity is not an easy process,
at least in part because it depends on a clear defini-
tion of these benefits and burdens (15). Researchers
and institutional review boards (IRBs) must consider
who will benefit from research and the cost to oth-
ers of that benefit before beginning a study. Because
migrant farmworkers and their families are a vulner-
able population, researchers must take extra care to
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consider and address the unique dimensions of re-
spect for persons, beneficence/nonmaleficence, and
justice that may arise when conducting a study among
them. These considerations need to be made at the
onset of a study and throughout its process.

Conducting studies with migrant farmworkers
is a cross-cultural experience for many epidemiolo-
gists and their staff members, depending upon the re-
searchers’ own cultural backgrounds. Fieldwork often
exposes investigators to farmworkers’ significantly
different values, which are typically based in farm-
workers’ common experiences and understanding of
events, as well as their language, nationality, reli-
gion, and socioeconomic status. Moreover, although
the authors of the Belmont Report and many re-
searchers once presumed that its ethical principles
were universal, the growth of international biomedi-
cal research and related ethical reflection have called
into question the universality of their application to
human studies (22-24). The cultural values that un-
derlie the Belmont Report and subsequent U.S. gov-
ernmental and institutional efforts to promote ethi-
cal research are now recognized to conflict with the
values of many traditional, non-Anglo cultures, espe-
cially in unindustrialized societies, Thus it is essen-
tial for researchers to identify potential points of cul-
tural misunderstanding between themselves and the
participant-farmworkers, to consider how such differ-
ences may affect the study, and to make plans to pre-
vent or resolve these issues to the greatest extent pos-
sible. Experience with four projects in Starr County
or nearby Hidalgo County along the Texas—Mexico
border highlights some of the complications that may
arise as investigators attempt to honor their profes-
sional commitments to ethical research. A summary
of these studies is provided below.

Four Feasibility Studies Involving -
Migrant Farmworkers

1. Study A: In the first study, the objective
was to follow a cohort of approximately 200
migrant farmworkers, self-identified in dia-
betes/gallbladder studies conducted 10 years
earlier, with no interim contact for the ma-
jority of this group. The investigators located
91% of this cohort and administered a ques-
tionnaire about migration patterns, erops, and
employment. Among those who were success-
fully traced and still living {r = 163), 100%
were interviewed (25).
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2. Study B: In the second feasibility study, three
focus groups were conducted among mi-
grant farmworker mothers and their sons and
daughters aged 8-14 years who attended a
middle schoolin Starr County. In this study, fo-
cus groups were used to consider possible ap-
proaches for soliciting information about the
activities and pesticide exposures of migrant
and seasonal farmworker children (26).

3. Study C: The third feasibility study assessed
biologic measures of exposure to pesticides
and several volatile compounds in maternal
urine, umbilical cord blood, and placental tis-
sue among a total of nine migrant and seasonal
farmworkers and their newborns in Hidalgo
County. This study highlighted the difficulties
in measuring biclogic indices of farmwork-
ers’ exposure to pesticides with short biologic
half-lives and the contributions of guestion-
naire data to exposure assessment. Many of
the contaminanis were measurable, but not in-
terpretable in terms of health effects, raising
ethicalissues about the sharing of study results
with participants (27).

4. Study D: The final feasibility study was a
pretest among older farmworkers of a ques-
tionnaire to assess a lifetime work history. This
questionnaire utilized a creative approach in-
volving affixing icon stickers to a calendar
to solicit work history tasks and anchor life
events in time. This questionnaire {ook from
1 to 3 h to complete, depending on the farm-
worker’s age and work history, and was admin-
istered in the homes of the farmworkers dur-
ing the surnmer months in south Texas (28).

The ethica) principles and associated research issues
encountered in the planning and conduct of these
studies and the actions taken by the research team
are displayed in Table L

Special Ethical Problems in Working With
Migrant Farmworkers

Autonomy and Informed Consent

Clearly the most difficult ethical principle to ap-
ply in research with migrant farmworkers is respect
for persons and their autonomy. The most impor-
tant safeguard for research participants’ autonomy
is the process of informed consent. However, U8,
rescarchers and migrant farmworkers often have
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Table I Examples of Ethical Principles Encountered and Actions Taken in Research With Micrant Farmworkers

Ethical principle Research issue Example Research action
1. Autonomy/ informed Culiural perspectives Extremely high participation Used caution in what was asked;
consent rates in Study A used bilingual/
bicultural community
interviewers; formed
community advisory board
with input on subsequent
studies
2. Autonomy Selection of study population ~ Examining heaith effects of Recruited and conducted study
work conditions (Studies A, away from worksite
B, C, and D)
3. Autonomy Compensation Compensation vs. coercion Provided fair compensation for
(Studies A, B, C, and D} time and effort, but not
excessive to minimize coercion
4, Informed Appropriate language, cultural  Preference for Spanish/mixed  Bilingual community members

consent/communication with
participants

3. Standards of confidentiality
and professional discretion

8. Informed consent

7. Children’s assent

8. Beneficence/nonmaleficence

9. Beneficence/nonmaleficence

sensitivity, trust

Confidentiality of participant
TESpOonSes

Use of signed informed
consent

Inclusion of children in
research when not directly
beneficial

Sharing of individual study
results of contaminant levels
in biological samples

Administration of long
questionnaire

langnage; nonliteracy in
Spanish and English
(Studies A, B, C, and D)

Use of community interviewers
in close-knit community
(Studies A, B, C, and D}

Use of signed informed
consent in nonliterate
populations, possibly
undocumented legal status
(Studies A, C, and D)

Inclusion of children in focus
groups to report activities
and job tasks that may
involve exposure to
pesticides (Study B)

Study team nor health
providers could interpret
levels of contaminants in
biological samples (Study C)

Administered interview in
nonairconditioned home
environment in hot summer
months (Study D)

helped in questionnaire
development; translated
informed consent/all
instruments into Spanish; used
bilingual interviewers,
conducted face-to-face
interviews

Trained interviewers and had
thern sign confidentiality
agreement as condition of
employment

Trained interviewers to use good
communication that
emphasized process of
consent; provided copy and
phone numbers for questions;
avoided collection of social
security numbers,
documentation status

Obtained verbal consent from
mothers for child’s
participation in focus group;
obtained oral assent from
children when not in presence
of mothers; were sensitive to
allowing nonparticipation in
focus groups

IRE did not allow investigators
to share individual results with
participants or health care
providers (unless very high
levels requiring clinical
intervention)

Reduced administration time,
scheduled interviews during
cooler time of day

vastly different interpretations of the meaning of
individuality, the possibility of individuals’ self-
determination, and participants’ roles and respon-
gibilities in their community that may make it
dangerous to rely only on standard informed con-

sent procedures to protect potential research partic-
ipants from coercion. To minimize the effect of dif-
ferences in culturally based concepts on participants’
decision making, it is important for the researcher to
identify the relevant culturally based expectations of
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the group under study and to address them as part of
the consent process, clarifying everyone’s perceptions
and understanding of the project.

Cultural values and assumptions lie at the very
heart of informed consent. The U.S. health care sys-
tem and contemporary medical ethics consider the in-
dividual patient or research participant to be the focus
of attention. However, in many agrarian societies in-
dividuality is not as important a value as family and
community responsibility (29,30). Legal requirements
forindividual informed consent may create a dilemma
for researchers working with populations that include
persons who do not consider themselves to be “self-
determining,” especially in relation to health and ill-
ness (23). The concept of patient autonomy that is
common in the United States is largely foreign among
migrant farmworkers, where illness is seen to affect
families, not just individual family members. In tra-
ditional Mexican and Mexican American society, the
family or community leader may take on the sick per-
son’s responsibilities, including medical decision mak-
ing, as a means of supporting the patient through 1ll-
ness. Family and community leaders may also expect
to play a role in their members’ decisions to partici-
pate in medical research (29). -

Research ethicists and investigators have long
recognized that members of vulnerable populations
may unwillingly agree to participate in studies be-
cause of their assumptions about investigators’ posi-
tion and authority over them (31), which are based in
part on culturally influenced perceptions of class, ed-
ucation, and occupation, and cultural interpretations
of age, gender, and dress (30, 32, 33). The perceived
role and authority of the researcher is a complex is-
sue in migrant worker communities. People from fra-
ditional societies are often unfamiliar with the mul-
tiple professions in the U.S. health care system, and
may presume that anyone in health care is a doctor or
nurse. Where access to health care is extremely lim-
ited, a solicitation to participate in a study may be
misunderstood as a valuable opportunity to receive
medical care. Alternatively, if potential participants
interpret a researcher’s role in light of the commu-
nity’s experience with more familiar investigative au-
therities, such the school nurse, the government social
service worker, or the immigration officer, they may
acquiesce out of fear, mistrusting the investigator’s
real purposes.

These issues were exemplified in our first feasi-
bility study (Study A), a follow-up of approximately
200 migrant farmworkers who were self-identified in
diabetes/gallbladder studies conducted 10 years prior
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(34, 35), Community-based interviewers with exten-
sive research experience recruited 100% of those
traced and living, all of whom agreed to be inter-
viewed with a short questionnaire {25). Because of
the astonishingly high response rate, the study team
was extremely concerned about why the participants
had agreed to take part (ie., autonomy). To protect
respondents from any perceived obligation to reveal
personal information as well as to protect the study
from participants’ potentially misleading responses,
investigators had to be clear about their role as re-
searchers and cautious about what they asked in the
interviews (Table T, 1). The study team attempted to
be especially respectful of the participants’ willingness
to talk to them.

Much of the epidemiologic research that involves
migrant farmworkers relates to the health effects of
their work conditions. Regardless of whether a re-
search project is carried out in conjunction with an
employer, workers’ autonomy may be compromised
if they feel any pressure either to participate or not
to participate as a result of their employer’s real or
perceived opinion of the research. For this reason,
recruitment at a farm or any other place connected
to the farmworker’s employment is ethically compli-
cated. Voluntary consentmay not be obtainable under
these conditions. In our series of studies, recruitment
that was conducted away from the worksite, in farm-
workers’ own homes or a nearby clinic, enhanced par-
ticipation and minimized threats to the autonomy of
potential participants (Table I, 2).

Compensation for participants’ time and incen-
tives to enroll in studies may also compromise au-
tonomous choice among migrant farmworker popu-
lations, Participants should be compensated for the
time and effort they contribute to research projects,
but because of their comparatively low incomes what
may seem like a small payment to a researcher may
actually be a strong financial motivation to participate
in a study. Researchers must be aware that even small
incentives that may be acceptable in other circum-
stances can pose an undue influence in a vulnerable
population that has few oppertunities to make money
or obtain goods or medical services (15). We provided
discount store gift cards ranging from $10.00 to $20.00
across the studies depending on the time involved in
participation (Table I, 3).

Informed Consent and Communication. Both during
recruitment and over the course of a project, differ-
ences between participants’ and researchers’ under-
standing of the study and expectations of their re-
spective rales can lead to serious miscommunication,
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which can lead, in turn, to poor outcomes, loss to
follow-up, and the failure of the interaction gener-
ally. The most difficult challenge to communication
occurs when the participant and the researcher do
not speak a common language, which is often the
case when researchers work with Spanish-speaking
migrant farmworkers. The legal and ethical standard
in health care and health-related research is that any-
thing important enough to communicate about with
an English-speaking participant should be discussed
with a participant who does not speak English in a
language in which he or she communicates comfort-
ably (36). Bilingual researchers and trained medical
interpreters are essential to the quality of all aspects
of communication between investigators and study
participants (37), but particularly with respect to in-
formed consent. Both Health and Human Services
regulations (37) and FDA regulations (38) require re-
searchers to provide all relevant information to re-
search participants in a language that they under-
stand, and to document the process of disclosure and
discussion in a translated consent document,

In our work with migrant farmworkers in Starr
County, Texas, all questionnaires, consent forms, and
any other material given to participants were pre-
pared in both Spanish and English (Table I, 4), and
participants were allowed to choose the version they
preferred, or a combination of both, which was of-
ten the choice. These projects illustrated the partic-
ular importance of involving a bilingual community
member in questionnaire development or translation.
We found that even among people whom researchers
identify as a single population, different groups may
use different words to convey the same idea. Trans-
lated documents that are worded appropriately for
one group may inadvertently be incomprehensible,
misleading, or even insulting when used with another
cominunity, potentially upsetting the participants and
skewing the study’s results.

Additionally, structured informed consent pro-
cesses that focus on factual information about a
study may provide little safeguard against coercion
for individuals from cultures that do not easily say
no. Members of traditionally collective cultures, such
as rural Mexican and Mexican American societies,
often consider an outright refusal to be extremely
rude; they may communicate “no” indirectly in ways
that still sound like “yes” to outsiders with differ-
ent expectations (29, 30, 32). Researchers working in
such communities must pay close attention to hesi-
tant or evasive responses 0 recruitment in order to
avoid enrolling individuals against their will or indi-

rectly encouraging them to give inaccurate responses
that seems to fit the investigators’ expressed interests.
Trained interpreters can be particularly valuable in
recognizing and addressing these subtle cultural and
linguistic factors that can otherwise handicap the best
planned project (36). On the basis of their cultural
background and their many years of research experi-
ence, interviewers and study staff advised investiga-
tors that the population’s reluctance to say “no” may
be reflected in our unprecedented response rates. In
our subsequent studies, we have been quite sensitive
to repeated missing of scheduled interviews, which
we now consider to be a passive refusal to participate.
Typicaliy, researchers push for “refusal conversions”
and repeated contact for “missed appointments,” but
perhaps this approach may become coercive with this
population.

Communication is more than spoken words; it
also involves body language and behavior, which are
also influenced by culture. Misunderstandings and
even conflict between participants and researchers
may result over different interpretations of specific
body language and behaviors that are often subtle and
unconscious. Eye contact, expression, bodily position,
gestures, personal space, and touching may all reflect
different things in different cultures (30, pp. 161~188;
32, pp. 11-33). In addition, directness, voice volume,
clarity, and accent may all impact communication (30,
pp. 149-154). Even a concerned researcher may give
study participants a very different message if unaware
of how his or her efforts to communicate may be inter-
preted through other cultural lenses. Again, bilingual
and bicultural researchers together with trained med-
ical interpreters can significantly improve the quality
ofinteraction with non-English speaking participants,
helping them to become true participants in the study.
The researchers must understand the populations and
subpopulations they are studying, build trust in the
community, and be aware of the implications of ver-
bal and nonverbal cues.

In the Starr County feasibility studies, interviews
were conducted by members of the community who
had been selected and specially trained for that role
(Studies A, B, and D). Thus many of the poten-
tial problems of language, nonverbal communication,
and cultural sensitivity were prevented by the inter-
viewers’ ability to establish a relationship built on a
commeon background and trust (confianza). However,
because the community is close-knit and the partici-
pants’ confidentiality had to be assured, it was impor-
tant to train the interviewers in the ethical standards
of confidentiality and professional discretion that are
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essential to participants’ trust in all health profession-
als. All interviewers were also required to sign a con-
fidentiality agreement as a condition of employment
(Table 1, 5).

Health researchers often rely on documents,
both written educational information and informed
consent documents, to convey essential information
about the project or the condition that it addresses.
Federal regulations typically require researchers to
disclose essential information about a study in the
consent document, and mandate that participants
with limited English proficiency receive written infor-
mational material in their primary language. The lim-
ited effectiveness of such educational literature with
a semiliterate or illiterate population is widely recog-
nized (39, 40). What is less well recognized is that in
these populations the written consent document itself
may communicate negative messages about the study
and the researcher.

Many nonliterate people respond to legal-
locking paper with anxiety and interpret a signature
as an extremely serious and binding commitment.
More importantly, individuals from nonliterate soci-
eties may interpret a request to sign a consent form as
an indication that something dangerous may happen,
that they agree to waive certain rights, or promise
to fulfill some serious obligation—despite the re-
searcher’s explanation of the study’s requirements—
simply because they must give formal written permis-
sion (41). Many rightly recognize that the consent
form is largely for the researcher’s legal protection,
and they may be hesitant to trust the investigator who
will not simply take their word that they will partic-
ipate. Many prospective subjects with limited liter-
acy would rather refuse to take part in research than
sign a paper that they do not understand, out of fear
of some unspecified commitment they may inadver-
tently make in the process. They may still be doubtful
about their role in the study even if someone reads
them the actual text of the consent form (42).

Nonetheless, consent documents are required to
docuiment the researchers’ compliance with informed
consent regulations (42), and it is hard to conceive of
a means to document the informed consent process
without asking for the subject’s signature on a legal-
looking form. Researchers working with semiliterate
and unschooled farmworkers, especially those with
limited proficiency in English, must emphasize good
communication in the consent process rather than fo-
cusing on the consent form, and be careful to explain
that the signed form merely documents what the in-
vestigator and participant discussed. To assuage par-
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ticipants’ anxiety by documenting the legitimacy of
the research and our interest in their individual pro-
tection investigators in each of our feasibility stud-
ies gave each participant a copy of the consent form
along with telephone numbers of the Principal Inves-
tigator and IRB committee office, as required by the
IRB, to call in the event that they had questions or
problems Iater on. Further, in all of our studies, we
never asked for social security numbers or documen-
tation status, despite the common use of these legal
identifiers to provide compensation for participating
in research (Table I, 6).

In some epidemioclogic research, it may also be
necessary to obtain informed consent from the study
population’s community before beginning a research
project. Although community leaders should never
be authorized to consent for any other individual, the
permission or support of the target population’s rec-
ognized leader(s) to undertake the research and be-
gin recruitment is often beneficial (42-44). Any study
that is likely to single out a specific population or
group that will be identifiable to others should al-
low the group as a whole to be stakeholders in the
research, both as 4 matter of respect and to ensure
the legitimacy of the researchers’ interpretation of
the group’s experience. Moreover, if the community
is included in planning during various stages of the
study, the project will likely benefit from higher visi-
bility and better participation, and the resulting sense
of community “ownership” will enhance the commu-
nity’s satistaction with the research process and its
results.

After the NCI feasibility studies were completed,
researchers sought community participation and sup-
port for future projects by forming a study advisory
board. The advisory board was selected to provide
a wide scope of input from community leaders, ad-
vocates, health providers, schocl administrators, for-
mer farmworkers, and academic researchers. Thisis a
small, well-established community that is suspicious
of outsiders and the sincerity of their requests. Multi-
ple interactions and demonstrated follow-up with ini-
tial study results and prolonged contact was needed to
establish credibility and trust. The investigators have
consulted with these community leaders on subse-
quent research to obtain their input into perceived
health problems, to solicit their help and advice in
conducting focus groups, and to facilitate obtaining
of community participation. Despite substantial mis-
trust at the outset, our effort to work with the com-
munity has resulted in identifiable community sup-
port: for example, a principal of a participating school
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who served on the initial advisory board agreed to
continue to facilitate our research, providing space
for community meetings and welcoming us to his
school for the next 5 years for ongoing research
projects,

Another ethical issue in consent that became ev-
ident in working with migrant farmworkers in Starr
County was the importance of research with farm-
workers’ children and the need for and varying abil-
ity of children, to give their voluntary assent to par-
ticipate in such research (Study B). Because little is
known about the effects of pesticide exposure among
children, the second feasibility study assessed a range
of job tasks and activities that may involve pesticide
exposure to children and young adolescents attend-
ing elementary and middle school, using three focus
groups in La Grulla, Texas (one each with farmworker
mothers, their sons, and their daughters aged 8-14)
(26). Since 1998 the NIH has required all NIH-funded
human research to include children unless there are
scientific or ethical reasons not to include them in
a specific project (45). Whether it is ethical for chil-
dren to participate in research not directly beneficial
to them has been debated in the literature (46) and
more recently in court (47). Federal regulations gov-
erning research involving minors (48) stipulate that
research that presents no more than minimal risk to
the child, irrespective of the presence of direct ben-
efit to the child, is acceptable with the assent of the
child and the permission of one parent. Investigators
believed that this feasibility study was ethically ac-
ceptable because the participating children would be
subjected to virtually no risk and the unique and po-
tentially important information gained from the focus
groups would help in designing subsequent research
to investigate health effects of pesticide exposure in
children.

Oral consent was obtained by phone from the
mothers at the time the children were invited to par-
ticipate and was confirmed at the time of the focus
group. Oral assent was obtained separately from the
children, while not in the presence of their mothers
(Table I, 7). The children caught on quickly to the fo-
cus group process and were more comfortable with
the language and research setting than their mothers.
They seemed enthusiastic to be part of the process,
and no child overtly refused participation. When a
mother gives consent for a child, it is often difficult
for a child to refuse to participate. However, a number
of children were observers and did not actively par-
ticipate once they were in the groups, and the leaders
were sensitive to allowing nonparticipation within the

group. The results of our focus groups confirmed the
importance of including children directly in migrant
farmworker research, as they reported some new and
different information from their mothers (26).

Beneficence/Nonmaleficence

Beneficence and nonmaleficence are a concern
more often in clinical trials than in nonexperimen-
tal epidemiologic studies. The maxim “do no harm.”
which is often interpreted in terms of physical harm,
haslongbeen the province of physicians. Nonetheless,
psychological, social, legal, and economic harm are
real possibilities in nonexperimental studies (15). In
working with vulnerable populations, such as migrant
farmworkers, the researcher must be extra vigilant in
ensuring that his or her results and conclusions do
not stigmatize or further marginalize the group, and
neither create nor enhance any negative stereotypes
{43). There is no basic right for researchers either to
collect or to report epidemiologic data, especially if it
will cause an individual research participant or group
harm to do so.

The third feasibility study (Study C) conducted
in Starr County provided an unexpected example of
the consideration of beneficence/nonmaleficence by
the IRB. Investigators recruited nine pregnant farm-
worker women to obtain biclogic measures of pesti-
cide exposure on the basis of maternal urine, umbili-
cal cord blood, and placenta samples (27). Contrary to
the study team’s expectations, The University of Texas
Health Science Center’s IRB would not allow re-
searchers to share individual test results with the par-
ticipants or with their treating health care providers
(Table I, 8). This proscription for sharing individual
results was therefore known by the study investiga-
tors from the very beginning of the study and imple-
mented in the informed consent. The rationale for this
prohibition was that neither the study team nor any
other health professional could adequately interpret
the results with respect to the health effects for the
woman or her fetus; thus the potential for psychologi-
cal harm caused by reporting the results to the partici-
pant would not be mitigated by any direct benefit, such
as early diagnosis and treatment (49). The IRB’s only
exception was for medical referral in the event of ev-
idence of very high pesticide levels or acute pesticide
poisoning. The results of the study, did, in fact, support
the wisdom of this approach, since many of the con-
taminanis were measurable, but not interpretable in
terms of health effects. Group resulis were provided
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to the clinic staff, and giving the group mean and/or
range may also have helped to alleviate unnecessary
worry (27, 50)

Even in well-prepared and reviewed studies,
researchers may encounter unexpected and undue
harms that can introduce ethical dilemmas about how
to proceed. In the fourth and final feasibility study
{Study D), a pretest of a questionnaire was conducted
to assess a lifetime work history among older farm-
workers. The interview portion took from 1 to 3 h
1o complete, depending on the farmworker’s age and
work history, and was carried out in the respondents’
homes for their convenience (28). For the longest in-
terviews, i.e., with farmworkers who may have had a
50-year work history, administering the questionnaire
in the farmworkers’ unairconditioned homes during
the hot summer months in south Texas raised the is-
sue of unexpected discomfort, both to the participants
and to study staff (Table I, 9). Although the ques-
tionnaire did not seem excessively long in the inves-
tigators’ air-conditioned offices or in other locations
across the United States, where the climate was cooler
or the farmworkers younger (and therefore responses
shorter), it was perhaps excessively long in extreme
hot weather conditions for farmworkers with a long
lifetime work history. Rather than expose participants
and study team members to this discomfort, the inves-
tigators iried to shorten the time it took to administer
the questionnaire by streamlining response recording,
and they made every attempt to schedule interviews
during cooler times of the day. Although the study
participants live in this environment irrespective of
the research, their potential discomfort as well as that
of the study staff should always be considered in study
logistics and instrument development.

Justice

As a population, migrant farmworkers and their
children are subject to a host of socioeconomic bur-
dens, occupational exposures, and injustices that both
negatively affect their health and warrant effective
redress. Because of migrant farmworkers’ status as
a vulnerable population, justice is an important but
complex factor to consider in designing studies related
to their health. Justice requires that the burdens
and benefits of research be distributed equitably on
both the individual and the population levels. Mi-
grant farmworkers and other vulnerable populations
should not be selected to participate in studies sim-
ply because they are convenient or because the inves-
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tigator has been involved in prior successful studies
with that group. However, justice also demands that
the significant health problems associated with mi-
grant farmwork receive appropriate attention. Where
farmworkers’ health risks and the consequences of
their occupational exposures are not well understood,
research must be carried out for the benefit of the
farmworker population (rationale for all the feasibil-
ity studies).

Justice also demands a careful weighing of bene-
fits and burdens in the design and execution of studies
involving farmworkers and their families. Most impor-
tantly, researchers must protect those who are vulner-
able by ensuring that the study in question is relevant
to the study population’s needs (42). Farmworkers
should be recruited into research only when the prob-
lem being studied affects them and the resuits of stud-
ies with less vulnerable populations cannot be applied
to their situation. Individual farmworkers should not
be excluded from general population studies solely
on the basis that they are members of a vulnerable
population (42, 50) if doing so would affect the rep-
resentativeness of the results. Finally, research into
the health concerns expressed by farmworkers them-
selves, when possible, can often serve the demands of
justice by providing farmworkers with important new
knowledge and a voice in defining what knowledge is
important to them.

CONCLUSIONS

The investigators identified a number of ethi-
cal issues that arose from a series of feasibility stud-
ies, some of which have been well described in the
ethics literature and were fairly intuvitive, but some
quite unexpected. Issues of language, differing cul-
tural values, appropriate compensation, and the eth-
ical principles that guide epidemiologic and other
types of research—beneficence, nonmaleficence, an-
tonomy, and justice—are complex, but to be expected
in research. with migrant farmworkers. The investiga-
tors also learned about less obvious or well-described
issues through the conduct of these feasibility stud-
ies: The conduct of scientific studies is not an auto-
matic right in academia; the inclusion of children in
research is important; the scope of human subject con-
siderations in research is a large part of the planning
and conduct of studies; and although initially coun-
terintuitive, there are times when it is not appropri-
ate to share results of research with individual study
participants. '
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The need for intensive manual labor performed
by migrant farmworkers and their children is expected
to increase in the United States (51), suggesting that
the health risks to migrant farmworker families will
continue and likely proliferate. The need for more re-
search is clear; but the vulnerability of these popula-
tions requires the obligatory consideration of complex
ethical concerns.
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