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Rethinking the Vulnerability of Minority Populations in Research

| Wendy Rogers, BMBS, PhD, and Margaret Meek Lange, PhD

The Belmont Report, pro-
duced in 1979 by a United
States government commis-
sion, includes minority pop-
ulations among its list of
vulnerable research partici-
pants. In this article, we con-
sider some previous attempts
to understand the vulnerabil-
ity of minorities in research,
and then provide our own
account.

First we examine the ques-
tion of the representation of
minorities in research. Then
we argue that the best under-
standing of minorities, vulnera-
bility, and research will begin
with a broad understanding of
the risk of individual members
of minority groups to poor
health outcomes. We offer a ty-
pology of vulnerability to help
with this task.

Finally, we show how re-
searchers should be guided
by this broad analysis in the
design and execution of their
research. (Am J Public Health.
2013;103:2141-2146. doi:10.
2105/AJPH.2012.301200)

THE CONCEPT OF “VULNERA-
bility” is used in research ethics to
signify that those identified as
vulnerable need extra protec-
tions over and above the usual
protections offered to partici-
pants in research.'”® Various
types of vulnerability have been
identified,*® and the lists of
those considered vulnerable re-
garding research participation is
now extensive.®” Despite these
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measures, there is ongoing con-
cern that identifying groups or
individuals as vulnerable can
trigger paternalism and stereo-
typing,® and that protecting vul-
nerable groups by excluding
them from research may do more
harm than good. In this article
we argue that ethical engagement
of minority populations in re-
search requires, among other
things, a better understanding of
what is meant by “vulnerable” in
this context, and we offer an
account of vulnerability that
provides practical guidance to
those wishing to perform re-
search with minority populations.

VULNERABILITY IN
HUMAN RESEARCH
ETHICS GUIDELINES

The Belmont Report was the
first human research ethics
guideline to specifically identify
vulnerable groups “such as racial
minorities, the economically dis-
advantaged, the very sick, and
the institutionalized.”>®'? The
Belmont Report drew attention
to those who might be vulnerable
to exploitation and overrepre-
sentation in research, because of
their dependent status, impaired
or absent capacity to give in-
formed consent, or location in
institutions and health care set-
tings where research was likely
to occur. Although Nazi war ex-
periments were seen as exem-
plars of unethical research,

Beecher had identified similar
breaches in US research.'” The
Belmont Report offered protec-
tions against the use in research
of individuals or groups without
their understanding, consent or
any likelihood of benefit, with an
emphasis on protecting the vul-
nerable from unjust research
participation.

Despite its strong stand on re-
search with vulnerable groups, the
Belmont Report failed to distin-
guish different sources or kinds of
vulnerability or to map particular
protections to particular vulnera-
bilities. This is a problem because
different kinds of vulnerability
warrant different responses.
Nickel argues that there are 2
overlapping senses of vulnerabil-
ity at work in the Belmont Report
and in subsequent human re-
search ethics guidelines." The first
relates to the capacity to give
informed consent, which the Bel-
mont Report connects to the prin-
ciple of respect for autonomy.
Given the history of research
performed without consent, this
concern is certainly justified.
However, the desire to protect
those who lack competence to give
consent can lead to an undue
focus on consent as the sole or
major remedy for vulnerability
with subsequent neglect of other
morally salient features of re-
search.">** The second sense of
vulnerability identified by Nickel
relates to the Belmont Report’s
principle of justice, by which it

means fairness. The concern here
is twofold: first, vulnerable groups
may be overrepresented in re-
search, for example where they
lack the understanding or power
to refuse participation; this is
explicit in the Belmont Report.
Second, Nickel claims that vul-
nerable groups may be excluded
from research and thereby be
excluded from the benefits of
participation in clinical trials and
subsequent access to treatments
for which research evidence
exists."'°

Recent scholarship on vulner-
ability in research ethics has fo-
cused on the problem of labeling
individuals or groups as vulner-
able in ways that fail to consider
different sources or kinds of
vulnerability.® For example, la-
beling minority populations as
vulnerable does not account for
educational and other salient
differences that exist within
minority populations, and which
affect individuals’ capacity to
give informed consent, or comply
with research protocols. Re-
search ethics guidelines that
simply list groups likely to be
vulnerable run a risk of stereo-
typing, and of the subsequent
harms of unjustified exclusion
from research.

VULNERABILITY OF
MINORITY POPULATIONS

Minority populations are typi-
cally included in lists of the
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vulnerable in research, and this is
reflected in community views that
race/ethnicity is a source of vul-
nerability.'® It is therefore impor-
tant to investigate the specific
vulnerabilities associated with mi-
nority populations’ involvement in
research, including under- and
overrepresentation.
Underrepresentation of minor-
ity populations in research is
a well-recognized phenome-
non'”"'® that leads to a number of
problems. These include a lack
of information about ethnicity and
health, a potential lack of applica-
bility of evidence generated from
clinical trials to minority popula-
tions, and a subsequent decreased
access to interventions and rela-
tive undertreatment.'® Given
higher rates of morbidity and
mortality among ethnic minorities
in comparison with majority
populations,'® this lack of repre-
sentation in research exacerbates
the existing vulnerability of mi-
norities to poor health outcomes.
It is therefore worth taking a look
at the issue of underrepresentation
and what accounts for it.
Underrepresentation has vari-
ously been attributed to: unwill-
ingness of minorities to participate
in research for a range of reasons,
lack of opportunity, medical ineli-
gibility, circumstantial reasons
such as lack of flexibility in
childcare or employment pre-
venting participation in research,
and lack of relevant cultural
understandings on the part of
researchers.%% There is a wide-
spread belief that

racial and ethnic minority groups
in the United States, especially

African Americans, are less will-
ing than non-Hispanic Whites to
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participate in health
research.20P0202)

In particular, lack of participa-
tion in research by African Amer-
icans is linked to alleged distrust of
health research in the aftermath
of the Tuskegee syphilis study, just
as the recent misuse of blood
samples taken from the Havasupai
Tribe has exacerbated mistrust
among Native Americans.?*23
However, the research by Wendler
et al. into the enrollment of 70
000 individuals into 20 trials
conducted from the mid 1980s
to early 2000s indicates that
African American and Hispanic
minorities are as willing to partic-
ipate in research as non-Hispanic
Whites.2° For some kinds of
clinical and surgical intervention
research, African Americans and
Hispanics are more likely than
non-Hispanic Whites to partici-
pate in research if invited. Rather
than mistrust leading to lack of
participation, this research indi-
cates that minority groups are
underrepresented in research be-
cause they are not offered the
opportunity to participate. For
example, in a trial comparing 2
different treatments for coronary
artery disease, 3823 non-Hispanic
Whites were offered enrolment,
compared with 16 individuals
from all minorities combined.?®
We note that the implementation
of the National Institutes of
Health Policy and Guidelines on
The Inclusion of Women and
Minorities as Subjects in Clinical
Research, which mandates inclu-
sion of minorities in research
falling under this policy, aims to
address this issue.

We know a little about the
reasons why researchers fail

to invite minority groups into
research, and about the per-
ceived barriers to participation.**
Ranganathan and Bhopal, in their
review of cardiovascular cohort
studies, found that some studies
specifically excluded minorities,
although others used recruitment
methods, occupation-based or
geographic, that tended, perhaps
unwittingly, to exclude minori-
ties.!” They postulate that ethnic-
or race-based exclusions may be
explained by factors including

scientific pragmatism, shortage of
resources, potential difficulties in
accessing populations and in
gaining informed consent, insuf-
ficient expertise and experience,
lack of interest, a resistance to
dividing populations by ethnic or
racial status (particularly in some
countries of mainland Europe),
and the possibility of indirect or
direct discrimination.!” #0334

Research into recruitment of
minority groups lends support to
at least some of these reasons.
Samsudeen et al. found that per-
sonal relationships and fluency in
the relevant first language of the
minority group were factors
associated with success in recruit-
ment of South Asians into a
prevention trial for diabetes; con-
versely, reasons given for failing
to recruit South Asians included
lack of time, a belief that the
relevant patients would not be
interested or that the invitation to
participate would not be appro-
priate, or lack of interest on the
part of potential participants.®*
The belief that an individual
would not be interested in partici-
pating in research may be attrib-
uted to stereotyping, which in
turn may rest upon the erroneous

view about the unwillingness of
minority populations to participate
in research.

How does this information
about involvement of minorities in
research relate to the research
ethics guidelines’ identification
of minorities as vulnerable?
Labeling a group or population as
vulnerable signals that extra care
must be taken, but unless the
researchers know that lack of op-
portunity is the main barrier to
participation, their efforts to take
care may be misguided. It seems
that concerns about exploitation
leading to unfair overburdening of
minorities with research are un-
founded. The Belmont Report
aimed to protect those who lacked
sufficient power or status to de-
cline participation in research.
However, the problem appears to
be the opposite: minority popula-
tions are not offered an equal
opportunity to participate in
research.

However, there is a particular
area of research in which minor-
ity groups are overrepresented,
and this may be an example of the
kind of vulnerability against
which the Belmont Report
intended to protect. Phase I trials
usually recruit healthy volun-
teers, with the aim of finding out
whether the intervention under
investigation is safe in humans. In
a review of phase I trials, Fisher
and Kalbaugh found that 63.9%
of participants were non-White,
and of these, 22.3% were African
American and 36.8% were His-
panic.?® The relative proportions
in the US population of African
Americans and Hispanics are
12.4% and 15.8% respectively.
Participation in phase I trials is

American Journal of Public Health | December 2013, Vol 103, No. 12



recognized to be risky and with-
out potential therapeutic benefit
for participants. For these rea-
sons, participants are paid, in what
is known as guinea-pigging.*°
This kind of involvement in re-
search raises questions about
vulnerability to exploitation of
those, who are as the Belmont
Report puts it, “easy to manipu-
late as a result of their illness or
socioeconomic condition.”®*?)
The issue of whether payment for
participation in phase I trials
amounts to coercion has been
vigorously debated in the bioeth-
ics literature.>”~° Some claim
that remuneration for risky activ-
ities is a noncontroversial feature
of the employment market, and
that the opportunity to earn an
income from participating in trials
is no worse than paying people
to do other potentially dangerous
or unpleasant tasks.>® On the
other hand, those who make
aliving from trials are some of the
most disenfranchised of US
residents, the conditions of
research trial participation fall
well short of regular employment
conditions, there are risks of
severe adverse health conse-
quences, and there is likely a lack
of therapeutic access to the med-
ications being trialled.?®

Aside from issues to do with
over- or underrepresentation in
research, lack of capacity to give
adequate informed consent is
identified as a primary way in
which vulnerable groups may
be unable to protect their own
interests. Clearly it is morally
wrong to involve people in re-
search without their consent
or that of a legally mandated
guardian or equivalent. Informed
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consent is a fundamental require-
ment of ethical research. But as
noted earlier, this concern is not
identified as a specific vulnerabil-
ity of minority groups in research.
And clearly, there is no reason
why members of minority popu-
lations should be considered less
able to give informed consent
than members of majority popu-
lations. Best practice may involve
the use of a range of information
and recruitment materials in
relevant languages to communi-
cate effectively, but once effective
communication is achieved,
there can be no suggestion that
minority groups lack capacity to
consent. However, we note that
the individualistic focus of the
informed-consent process runs
counter to cultural traditions
within some minorities such as
indigenous populations, who
may prefer a community-based
approach to decisions about
participation in research."
Minority populations are not
necessarily vulnerable in the ways
flagged in research ethics guide-
lines such as the Belmont Report,
but nonetheless, there are signifi-
cant vulnerabilities experienced
by minorities in relation to re-
search. These relate principally to
exclusion leading to lack of evi-
dence about and potential lack of
access to effective medications,
and exploitation in relation to
phase I trials. However, in thinking
about research-related vulnerabil-
ity, we do not start with a blank
slate. We have to assess past
wrongful inclusions and exclu-
sions from research that were
based upon race or ethnicity,
and we also have to take account
of significant health disparities

experienced by minorities. Thus,
to engage fully with the notion
of vulnerability as it relates to
minorities in research, we pro-
pose the following typology of
vulnerability.

A PRACTICAL APPROACH
TO VULNERABILITY

To identify and address
research-related vulnerabilities
experienced by minorities, we
start by considering the sources of
vulnerability in general. There are
3 such sources: inherent, situa-
tional, and pathogenic.>? Inherent
vulnerabilities are shared by all
humans. These stem from our
embodiment and our affective and
social nature. They include vul-
nerability to injury and death, and
to psychological ills like loneliness
or lack of self-respect. Situational
vulnerabilities, by contrast, come
into being in specific economic,
social, or political contexts that
vary from person to person, and
may exacerbate or ameliorate
inherent vulnerabilities. For ex-
ample, earning an income allevi-
ates vulnerability to hunger.
Pathogenic vulnerabilities are
situational vulnerabilities that
occur because of adverse social
phenomena. They include vulner-
abilities caused by injustice, dom-
ination, and repression, and also
those that occur when actions
intended to alleviate vulnerability
actually make it worse. So the
vulnerability to discrimination
that affects minority populations
is pathogenic, as is the vulnerabil-
ity incurred by a person with dis-
abilities who is put in the power of
a malicious or incompetent care-
giver and thereby made worse off.

All of these vulnerabilities—
inherent, situational, and
pathogenic—may be occurrent
or dispositional. Although vul-
nerability is defined in terms of
a potential to incur a harm or
wrong, some harms and wrongs
are much more likely than
others. Occurrent vulnerabilities
refer to very likely outcomes,
such as a homeless person’s
vulnerability to theft or injury.
Dispositional vulnerability refers
to potential outcomes, such as
a pregnant women’s vulnerability
to complications in labor, which
may or may not eventuate.
Dispositional vulnerabilities can
become occurrent under certain
conditions.

Using this typology, we can now
classify the vulnerabilities of
a member of a racial or ethnic
minority group. In the United
States, racial and ethnic minorities,
such as African Americans,
Hispanics or Native Americans/
Alaska Natives, are at greater
risk than average for a range of
negative health outcomes.>*3*
Although all of the mechanisms
for this disparity are yet to be fully
mapped, it is clear that inherent,
situational, and especially patho-
genic sources of vulnerability
play a role in explaining it. First
of all, there is evidence that mem-
bers of minority groups may have
inherent vulnerabilities, based on
genetics, to particular diseases or
health outcomes. For instance,
African Americans are at greater
risk for sickle-cell anemia than
members of the general US
population.®

Still, most individuals have
their share of distinctive genetic
risks, and thus the inherent
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vulnerabilities of minorities can-
not alone account for health dis-
parities between minorities and
the general population. Many vul-
nerabilities of minorities are in-
stead situational and, especially,
pathogenic. Here we emphasize
that these are vulnerabilities in-
dividual minorities are more likely
to have, but do not have neces-
sarily. Overall, African Americans
and Hispanics in the United States
have a lower socioeconomic status
(SES) than Whites.2® Measures of
SES combine measures of income,
education, and employment, all of
which may be sources of situa-
tional vulnerability. Differences in
SES have been shown to predict
health disparities.'® Pathways by
which SES affects health outcomes
are various and remain under in-
vestigation. Some are obvious:
being poor or unemployed in-
creases one’s vulnerability to ill-
ness and death by increasing risk
factors for ill health such as stress
or malnutrition, and by decreasing
one’s access to health care, espe-
cially in the United States where
health insurance is most often
provided by employers. But re-
searchers have cautioned against
the “medicalization” of health
outcomes.>” Broader social factors
influence health outcomes as
much as the availability and qual-
ity of health care, and may partly
explain the correlation between
SES and health outcomes. Finally,
insofar as the difference in SES
between certain minorities and
Whites is caused by past and
present injustice and discrimina-
tion, minority vulnerabilities to
poor health are pathogenic.

This classification of minority
vulnerability can be used to
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identify the obligations that ensue
in research with minority popula-
tions. These obligations are
broader than those related solely
to the ethical conduct of research,
as our account directs attention
to the causes of vulnerability ex-
perienced by minorities. The

first set of duties relates to the
research agenda and the duty to
look at all sources of vulnerability
in health research with minority
populations. The second set of
duties relates to ethical conduct in
the context of individual research
projects.

In relation to the first set of
duties, the ideal minorities health
research program in the United
States would mitigate the inherent
vulnerability of minorities and
reduce or eliminate their situa-
tional vulnerabilities, especially
those that are pathogenic. It would
ask what factors make or prevent
dispositional vulnerabilities from
becoming occurrent. Health re-
search with these goals would in-
clude but not be confined to
medical research traditionally un-
derstood. Other forms of research
might investigate interventions
unrelated to health care, such as
direct income support, or antidis-
crimination programs in schools.
Research should explore factors
which affect disparities other than
health care access, thus avoiding
37 and guiding
more holistic health policy.*®

“medicalization

Moreover, such research should
address specific sources of vul-
nerability in minority populations,
rather than taking the vulnerabil-
ity of minority groups to be ho-
mogenous. For example, although
low literacy is a risk factor for poor
health, and African Americans

have increased rates of low liter-
acy, research which specifically
targets literacy is preferable to re-
search that targets minorities as
illiterate. Rothman et al. have
shown that individualized instruc-
tion can help patients with poor
literacy achieve improved out-
comes in the management of their
type 2 diabetes.*® Because a spe-
cific cause of racial disparity in
diabetes care is health literacy, this
study addressed a source of mi-
nority vulnerability but avoided
stereotyping African Americans as
illiterate. Measures that look at
specific vulnerabilities associated
with minorities rather than ster-
eotyping individuals, provide

a nonstigmatizing way to include
more members of minority popu-
lations in research.

In terms of prioritizing the re-
search agenda, we believe that
interventions that address patho-
genic causes of disparities should
receive urgent attention. Thus
research is required into inter-
ventions for preventing discrimi-
nation and racism, as these are
implicated in the genesis of
minority populations’ health
disparities.!%4°

On our account, the overinclu-
sion of minorities in phase I re-
search is pathogenic as it exploits
those who are unable to access
alternative ways of earning
money, and exposes them to in-
creased risk of harms. In an ideal
world, participants would have
viable options in relation to em-
ployment or income support. But
given the current sociopolitical
landscape, the main way in
which the vulnerability of those
enrolling in phase I trials can be
reduced is to improve conditions

for participants. This could be
achieved by providing clinical trial
insurance or compensation for
trial-related injuries.*!

The second set of vulnerability-
related duties falls to research-
ers once individual research
projects have been designed.
Researchers have obligations to
identify and put in protections
against specific vulnerabilities of
participants that may be caused by
the research, in ways that take
account of the participants and the
context. For instance, if literacy
issues jeopardize informed con-
sent, researchers should find al-
ternative ways to communicate
the research goals to the partici-
pants and seek their consent,
rather than avoiding enrolling
members of groups known to have
high rates of illiteracy. As with the
overall research program, patho-
genic vulnerabilities should be
avoided. The Tuskegee Syphilis
Experiment provides a vivid ex-
ample of research generating
pathogenic vulnerability. The
experiment began as an attempt
to identify differences in the
course of syphilis among African
American men by studying the
progress of the disease. The study
continued after the discovery of
penicillin as a cure for syphilis,
and researchers went out of their
way to hide from participants the
fact that they had the disease.??
This strategy increased vulnera-
bility in the population re-
searchers originally intended to
help. Although informed consent
should prevent this kind of
abuse in the present, researchers
should also make sure that pater-
nalism and protections do not
increase vulnerability in other
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ways. Minorities should not, for
instance, be excluded from poten-
tially beneficial research simply
because the researcher assumes
they are not interested.

CONCLUSIONS

From the time of the Belmont
Report, research ethics has treated
ethnic and racial minorities as
examples of vulnerable popula-
tions. Guided by the Belmont
Report, treatments of minority
vulnerability have focused on
mandating informed consent
and protecting against the exploi-
tation and over-representation of
minorities in research. But pre-
cisely identifying the nature,
source, and best response to mi-
nority vulnerability has been more
difficult. We suggest that under-
standing the vulnerability of
minority research participants
should begin with examining the
vulnerabilities minorities have to
poor health outcomes. This pro-
cess can be guided by the typology
of vulnerability we offer. Aided
by this understanding, we propose
that researchers have an obliga-
tion to design and implement re-
search that mitigates inherent
vulnerability and works to elimi-
nate pathogenic vulnerability.

In so doing, they should take care
to respect research participants,
and avoid generating additional
pathogenic vulnerabilities through
the research itself. m
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Research Ethics and Indigenous Communities

| Allyson Kelley, MPH, CHES, Annie Belcourt-Dittloff, PhD, Cheryl Belcourt, BA, and Gordon Belcourt, MPH, DHL

Institutional review boards
(IRBs) function to regulate re-
search for the protection of
human participants. We share
lessons learned from the de-
velopment of an intertribal IRB
in the Rocky Mountain/Great
Plains Tribal region of the
United States.

We describe the process
through which a consortium
of Tribes collaboratively de-
veloped an intertribal board
to promote community-level
protection and participation
in the research process. In ad-
dition, we examine the chal-
lenges of research regulation
from a Tribal perspective and
explore the future of Tribally
regulated research that honors
indigenous knowledge and
promotes community account-
ability and transparency.

We offer recommendations
for researchers, funding agen-
cies, and Tribal communities
to consider in the review and
regulation of research. (Am
J Public Health. 2013;103:
2146-2152. doi:10.2105/AJPH.
2013.301522)

RESEARCH ETHICS WITHIN
American Indian and Alaskan Na-
tive (AIAN) communities require
a careful appreciation and respect
for the areas of distinction and
commonality that characterize ap-
propriate use of scientific method-
ology within this sociocultural con-
text. Conducting research in an
ethical manner within indigenous
communities necessitates an active
awareness of the extent to which
federal government agencies
and affiliated institutions have
oppressed, discriminated against,
and engaged in culturally biased
practices with these communities.'
Examples include forced relocation
of Native American people and
punishment for their spiritual and
cultural practices, forced removal of
Native American children to
boarding or residential schools, and
in some cases direct warfare*>
The impact of these practices
extends to the present-day health of
indigenous people, who experience
health disparities that stem from
racism, loss of native language, loss
of land, and complex socioeconomic
factors.*® Prior to their contact with
European settlers, North American
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indigenous people had socioeco-
nomic, spiritual, and linguistic struc-
tures that supported an indigenous
worldview, that is, a perceptual un-
derstanding of the world based on
holistic, cyclical, sacred, and spiritual
connections.®” However, European
contact influenced indigenous peo-
ple’s worldviews, and Western Eu-
ropean perspectives on science and
reason have since ruled supreme.
The Western scientific paradigm
focuses on problems with solutions
and dismisses any metaphysical ex-
planations for reality.®
Colonization threatened the
identity, culture, religious beliefs,
and epistemological views of in-
digenous people® and led to the
extinction of many Tribal nations
that were vastly outnumbered
and struggling with significant
mortality associated with newly
encountered infectious diseases.
This diminished indigenous pop-
ulation faced a multitude of
threats to its sovereign nation sta-
tus, and Native American popula-
tions ironically became labeled as
“minority” groups on their own
homelands.'® Contemporary
AIAN populations represent about

40. Kilbourne AM, Switzer G, Hyman K,
Crowley-Matoka M, Fine M]. Advancing
health disparities research within the
health care system: a conceptual frame-
work. Am | Public Health. 2006;96(12):
2113-2121.

41. Shamoo AE, Resnik DB. Strategies to
minimize risks and exploitation in phase
one trials on healthy subjects. Am J Bioeth.
2006;6(3):W1-13.

2% of the US population™ and are
political entities with treaty rights
and human rights to sovereignty;
however, they continue to be classi-
fied simply as a minority group.
Collectively they experience some of
the nation’s most severe and extreme
health disparities' with respect to
type 2 diabetes,”® unintentional in-
juries, cardiovascular disease,"* sui-
cide and suicidal ideation,'® homi-
cide, and certain forms of cancer.'%”
Many Native American scholars
and Tribes attribute the etiologies
of these disparities to the sequelae
of colonization that denied Tribal
nations the right to continue
their precontact life ways and indig-
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enous science systems.
example, the loss of Native American
lands attributable to forced reserva-
tion relocation acts decreased the
availability of traditional healthy diets
and increased indigenous groups’
consumption of unhealthy store-
bought and commodity foods. Un-
healthy diets, chronic stress, and de-
creased physical activity contribute to
epidemic rates of obesity and type 2
diabetes in AIAN populations2°
Some have viewed research
involving AIAN groups as an
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