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ABSTRACT

PURPOSE The increasing attention paid to community-based research highlights
the question of whether human research protections focused on the individual
are adequate to safeguard communities. We conducted a study to explore how
community members perceive low-risk health research, the adequacy of human
research protection processes, and the ethical conduct of community-based
research.

METHODS Eighteen focus groups were conducted among rural and urban His-
panic and Native American communities in New Mexico using a semistructured
guide. Group transcriptions were analyzed using iterative readings and coding,
with review of the analytic summary by group members.

RESULTS Although participants recognized the value of health research, many
also identified several adverse effects of research in their communities, including
social (community and individual labeling, stigmatization, and discrimination)
and economic (community job losses, increased insurance rates, and loss of
community income). A lack of community beneficence was emphasized by par-
ticipants who spoke of researchers who fail to communicate results adequately
or assist with follow-through. Many group members did not believe current
human research and data privacy processes were adequate to protect or assist
communities.

CONCLUSIONS Ethical review of community-based health research should apply
the Belmont principles to communities. Researchers should adopt additional
approaches to community-based research by engaging communities as active
partners throughout the research process, focusing on community priorities,
and taking extra precautions to assure individual and community privacy. Plans
for meaningful dissemination of results to communities should be part of the
research design.

Ann Fam Med 2010;8:433-439. doi:10.1370/afm.1138.

INTRODUCTION

onverging organizational, conceptual, and funding develop-

ments during the last decade have raised the profile of health

and medical research conducted in communities. At the same
time, the number of practice-based research networks, organizations that
specifically undertake research in primary care and community settings,
has grown rapidly.'”> With these developments, there has been increas-
ing interest in the concept of community-based participatory research,
whereby community members have more involvement in all stages of
the research process.” More recently, the National Institutes of Health's
Clinical and Translational Science Awards program has included explicit
expectations for community engagement in research and for development
of research that can directly benefit communities.®
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This growing interest in conducting research that
directly or indirectly involves communities raises a
concern about the adequacy of research protections.
Human research protections established and expanded
during the last 60 years have centered on the rights and
safety of the individual in the research process. Indeed,
the 3 principles of The Belmont Report (respect for per-
sons, beneficence, and justice), which provide the ethical
foundation for all current human research, were articu-
lated in response to events that occurred to individuals
in the name of research.” Several authors have sug-
gested, however, that these principles may offer inade-
quate protection when research is based in communities,
particularly when those communities have readily iden-
tifiable features, when they have distinct cultural aspects
that might be adversely affected by research, or when
they have a history of having been subject to discrimi-
nation.'®'? Reflecting these concerns, some authors have
argued for expansion of the Belmont principles (such
as introducing a fourth principle: respect for communi-
ties).!>'* This argument is made on the basis of ethical
reasoning and a few reports of adverse effects of health
research in communities. To our knowledge there has
not been a systematic effort to explore the perspectives
of community residents on the experience and process
of community-based health research as a basis for ethi-
cal review of research in communities.'® The absence of
such empirical data is a clear shortcoming in discussions
about ethics of research in communities and about the
need to modify the Belmont principles.

We conducted this study among ethnic minor-
ity communities located in the Southwestern United
States to assess views about community-based health
research. Our overall goal was to gather empirical data
about appropriate methods for conducting research
in communities and to inform ethical discussions con-
cerning this research. We focused on Hispanic/Latino
and Native American communities for several reasons.
First, these communities have had frequent experi-
ence with health and social science research. Second,
there have been examples of difficult experiences with
research and researchers among these communities.'""?
Third, a primary care, practice-based research network
involving these communities now exists. We were
particularly interested in what community members
thought about the type of low-risk and health services
research that such networks typically undertake. Our
specific research objectives were to gather data about
(1) how members of these communities view low-risk
health services research, considering both its potential
benefits and harms; (2) how they view processes for
ensuring health information privacy and for human
research protection; and (3) how researchers should
ethically conduct research in communities.

METHODS

The study was conducted in communities across the
state of New Mexico in association with a primary care
practice-based research network, the Research Involving
Outpatient Settings Network, or RIOS Net. Three-quar-
ters of the patients seen by the 275 clinician members of
RIOS Net are Hispanic/Latino or Native American.

We followed a qualitative design using focus groups
to explore concerns about health data privacy and
confidentiality among community residents. The focus
groups allowed us to stimulate interactions that would
not occur during individual interviews. The research
team was composed of a family physician, 3 medical
anthropologists, and an educator/program evaluator.
Project consultants included a general internist/ethicist,
a family physician/ethicist, and a qualitative research
methodologist.

Study Participants

We used a purposive sampling design. Because we antic-
ipated that ethnocultural groupings and community size
would be key factors influencing views about research
and privacy, we drew our focus groups from the 2 dif-
ferent ethnic minority groups and, within each group,
from communities of different size. As our purpose was
to understand broadly shared views within communities,
our sampling process did not target unique subgroups.

Sampling Level 1: Communities

Important variations exist within the Hispanic/Latino
and Native American ethnocultural groups. In New
Mexico, many persons of Hispanic ethnicity trace
their roots back many generations and view themselves
as culturally distinct from the more recently arrived
immigrants. The Native Americans in New Mexico
are predominantly Navajo or Pueblo. These 2 Native
American groups, while sharing some common experi-
ences, have distinct cultural differences.

New Mexico is largely rural, with more than one-
half the state’s population living in communities of less
than 25,000 population.?’ To examine the influence of
community size on attitudes toward health research
and privacy, larger communities (populations of at least
25,000) and rural communities were used for sampling.

We organized 16 focus groups in the Hispanic
and Native American communities across the state
(Table 1). Two additional groups were composed of
health care clinicians and staff from across RIOS Net,
selected to complement the perspectives of the com-
munity residents.

Sampling Level 2: Individual Group Members
Focus group members were identified through local
contacts in each community. Whenever feasible, we

ANNALS OF FAMILY MEDICINE + WWW.ANNFAMMED.ORG + VOL. 8, NO. 5 + SEPTEMBER/OCTOBER 2010

~ >



ETHICS OF HEALTH RESEARCH IN COMMUNITIES

Table 1. Composition of Focus Groups

Community No. of Groups

Native Hispanic (urban)
Native Hispanic (rural)
Immigrant Hispanic (urban)
Immigrant Hispanic (rural)
Navajo (urban)

Navajo (rural)

Pueblo (urban)

Pueblo (rural)

Health care clinicians/staff

N NN DN DN DN DN NN

selected participants who would represent a community
cross-section by age and sex. Participants were recruited
to join a group discussion about health research in their
communities and were compensated $50.

Focus Group Guide

We used a uniform guide to stimulate discussion about
the participants’ experiences with health research, cul-
tural- or community-based factors that influence views
on these topics, and the adequacy of research review
guidelines for privacy protection. The guide was modi-
fied after feedback from a pilot focus group (Supple-

mental Appendix, available at http://annfammed.
%“; org/cgi/content/full/8/5/433/DC1).

Data Collection

Two investigators moderated each focus group and
recorded observations. After informed consent was
obtained from the group members, the focus groups
were audio recorded. Where appropriate, group inter-
actions were simultaneously translated into Spanish or
Navajo (all Pueblo participants spoke English fluently).

Data Processing and Analysis

Transcripts of the focus group discussions were ana-
lyzed through a series of iterative readings, after which
the data were systematically categorized into codes line
by line, using NVivo qualitative analytic software !
Two medical anthropologist investigators (G.Q., CW.)
independently coded transcriptions of 14 focus groups,
identifying themes and relationships, without an a priori
thematic list or structure. Neither data collection nor
analysis was grounded in the concept of a fourth Bel-
mont principle. Our initial research goal was to gather
empirical data on appropriate methods of research in
communities. Emergent themes in the data led to con-
sideration of the fourth Belmont concept.

After an initial set of transcripts was coded, the
research team met to resolve minor differences in
coding themes and to consider revisions to the focus
group guide. When the coding was completed, the

analysts prepared an initial interpretive document that
was then reviewed with the rest of the study team.
Project consultants and representatives of the ethnic
groups/communities next met with the study team to
comment on the interpretive document. Only minor
modifications resulted from each stage of this iterative
review process, most likely because of the consistency
and clarity of the themes emerging from the data.
Finally, the interpretive document was distributed to
coordinators of each focus group for review by all par-
ticipants. All group members indicated they were in
agreement with the summary.

The transcripts of the final 4 groups, those com-
posed of Navajo participants, were reviewed indepen-
dently by a third medical anthropologist analyst (A.S.)
and then compared with and integrated into the main
analytic structure.

RESULTS

Sample

The 18 focus groups included 155 participants (45
male): 35 native Hispanic participants, 32 immigrant
Hispanic participants, 37 Pueblo participants, 36
Navajo participants, and 15 health care staff. The
reported findings summarize emergent themes com-
mon to all groups, including those of health care staff.

Impact of Health Research on Communities
Overall, research was recognized as beneficial, particu-
larly when it can enhance health and healing practices
or education on the community level, or when it could
benefit society more generally. As one participant
stated, “In terms of medical research, I'm really for
things that are going to benefit humankind."

At the same time, negative aspects of research
conducted in communities were clearly identified.
Many concerns emphasized the actions of researchers
in communities, including coercion and inadequate
attention to language and cultural issues. Two common
themes expressed by participants were the frustration
that community services often do not continue after
funding for research projects ends, and the lack of
communication to communities about the results of
research: "How is this information passed on> Where
does that information go? How is it disseminated?”

Participants expressed fears that health research
could result in higher insurance rates for their com-
munities or that services might even be denied if
information from the research were made known.
Similarly, some participants believed that there could
be economic fallout, such as job loss, if research infor-
mation were to become known outside the study and
community.
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If people know that we have a high incidence of diabetes,
that could skyrocket health insurance costs or workforce
issues and now they're going to be out of work more
because of this.

This unease about adverse economic effects of
health research on communities directly relates to con-
cerns expressed by many groups about increased dis-
crimination resulting from labeling and stigmatization
of small, rural, or ethnically identifiable communities
when research results are released. In addition to the
economic concerns, group members did not want com-
munity labeling to lead to targeted marketing.

They don't want to see the name of their tribe on the front
page of the paper again saying they have more of something
bad which leads to more discrimination against them.

Furthermore, discussion in several groups high-
lighted the difficulties of maintaining privacy in small
or rural communities, the potential for labeling or
stigmatization of individuals within communities, and
the impact on relations within the community: "It goes
back to that small-town mentality that we all have. If
you're in a big huge place, you wouldn't know these
things about a coworker.”

Ethical Conduct of Research in Communities
The focus group guide did not directly solicit com-
ment on how researchers should ethically conduct
community-based research. Rather, by distilling com-
ments related to research, we were able to infer partici-
pants’ opinions concerning ethical community-based
research practices. Those participants who expressed
views about research review committees generally did
not feel that they offered adequate protection and in
a few cases mistrusted them. With regard to specific
protection processes, some participants believed that
informed consent processes did not guarantee either
confidentiality or complete understanding. Language
barriers impeded understanding of these documents.

Although the Belmont principles clearly specify
that there must be beneficence for the individual
research participant, group participants emphasized
the lack of beneficence for their communities from
research. They observed that research did not seem to
improve their communities, that health services never
seemed to get any better, that information did not
come back to the communities or was too technical to
be of practical value, and that research was not typi-
cally community driven.

Some of the concerns | have are you don't ever hear back, or
that they do a research study, and they say, "Okay. This is
the results. See you later.” You know there's not a next step.
There's no “Let’s help design some interventions to deal with
what the results of this health survey were.”

Comments by participants emphasized not only the
importance of individual privacy, particularly in the
more difficult circumstances of small or rural commu-
nities, but also the importance of respect for privacy of
the community itself.

Other Community Research Issues
We explored whether there exist culturally relevant
benefits or harms of research that are unique to the
Hispanic/Latino and Native American communities
or differences in perspectives between the different
ethnocultural groups. In general, we found that Native
American group members more commonly referred
to difficulties in past experiences with researchers and
were more likely to emphasize the importance of build-
ing trust between researchers and communities.
Differences related to urban or rural residence of
participants were much more apparent. One theme that
emerged in discussions among participants from small
or rural communities was the involvement of local resi-
dents in research data collection processes. Although
some participants viewed involvement as a potential
economic benefit to the community, others viewed
it with less enthusiasm because they were concerned
about a greater potential for loss of confidentiality.

DISCUSSION

Members of these Southwestern Hispanic and Native
American communities articulated a number of issues
that not only support a fourth Belmont principle
(requiring respect for communities) but also call for
more broadly applying the 3 principles of The Belmont
Report to communities as well as individuals. This
study is the first to provide empirical data in support
of this perspective. The groups generally were in favor
of health research, recognizing its potential benefits to
individuals and communities alike. Some focus group
participants trusted the research and confidentiality
processes, as well as the researchers, but many other
participants held opposing views. These participants
viewed health research and researchers with suspicion,
based not only on well-publicized examples of unethi-
cal practices in other settings, but also on repeated
experiences with research that did not result in appar-
ent community benefits.

Various harms were associated with community-
based research. These harms were primarily economic
(eg, community job loss, increased insurance rates,
loss of tourism dollars) and social (eg, discrimination
against community members, negative labeling, and
stigmatization of the community). Although these
harms are not unique to the ethnic groups involved in
this study, some were perhaps amplified by the ethnic
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and rural background of many participants. Partici-
pants particularly emphasized no or ineffective return
of information about research results to the communi-
ties and apparent limited impact of research on their
health or health care.

Comparison With Published Literature

Our findings are consistent with published concerns
regarding the ethics of research involving communi-
ties.!011132224 These articles, based largely on ethi-

cal reasoning, have suggested many of the potential
harms described above. We are unaware of any
previous studies that have validated these concerns
through systematic collection of community members'
perspectives.

Interestingly, although perhaps not surprisingly, the
literature contains only a few descriptions of adverse
effects of community-based health research. A few
articles have published examples of adverse publicity
to a community, of cultural insensitivity, and even of
betrayal by health researchers, in some cases report-
edly leading to ostracizing community members.?%232¢
Freeman and colleagues refer to the impact on cultural
and religious beliefs resulting from the alleged misuse
of biologic specimens obtained from the Havasupai as
a recent example of community harms.'>'¢%”

This relative lack of published documentation
of community harms resulting from health research
does not mean that these harms have not frequently
occurred. Indeed, the shared sense of their occurrence
was so widespread among the communities we visited
that the small number of published examples appears
more likely to reflect the absence of a mechanism for
systematically reporting them. Such a system, com-
parable to that used to report adverse events occur-
ring in research involving individuals, might result in
increased documentation of the frequency and severity
of community-based harms.

Guidelines and Recommendations

For more than 25 years there has been a call to pay
attention to the community in ethical review of pro-
posed health research.” In the last decade, Weijer
and others have honed this concept by calling for the
establishment of a fourth Belmont principle to assure
respect for community.'>'31928 At the same time, a
number of national and international organizations
have moved to develop guidelines aimed at protecting
communities from harms and increasing the benefits
to communities from research.'*!22934 Several authors
have proposed elements of the research process and
its review to insure consideration of respect for com-
munities.'"2228:3035-40 Major themes in our focus groups
support such efforts.

Current Practice and Challenges

Research review committees in Native American
communities have increasingly incorporated how the
research would affect the community, and a model
code for tribal research*'*? includes specific consid-
eration of the effects of research on the community.
Nevertheless, a recent publication analyzing the
content of institutional review board processes at 30
leading health research institutions showed that many
key elements widely proposed as important to consid-
eration of the effects of research on a community are
missing, and another recent publication has described
the challenges associated with community-based
research review.?>#

These challenges that accompany efforts to assure
ethical conduct of community-based research have
been well-described. Such questions as how to balance
individual benefit-risk against community benefit-risk,
how to resolve conflicting messages from different
parts of a community, how to best identify community
representatives in a diffuse and unstructured com-
munity, and how to resolve a community's request or
requirement to suppress undesirable research findings,
all require careful thought.

Proposed Implications

In reviewing our data, it would be a mistake to con-
clude that community-based research is best avoided.
That most of our study participants found problems
with previous approaches to community-based health
research can be seen as a call for a new model of
research. Traditionally, health research has been con-
ducted by scientists working in relative isolation, with
human “subjects” as passive partners. Data from this
study suggest that, at least in these Southwestern His-
panic and Native American communities, this passive
partnership has become less acceptable. The following
are some implications of our findings:

1. Health researchers who want to conduct
research in communities should first create an
active partnership with community members.
This partnership should include discussion of the
need for the research, processes for protection
from harms, plans for dissemination of results in
ways that are meaningful to the communities,
and plans for the community to benefit from
the research. A flexible research design may be
important to establishing a partnership that will
lead to an acceptable plan.

2. Health researchers should be prepared to target
their research to topics that are a priority for
these communities, or be prepared to justify the
focus of their research so that it is acceptable to
the communities.
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3. High priority should be placed on research
processes that ensure privacy of data and fully
informed consent for research in communities,
especially in small communities.

4. Health Insurance Portability and Accountability
Act (HIPAA) compliance and institutional review
board approval should be perceived as minimal,
yet insufficient, requirements for conducting
community-based research.

5. A mechanism must be created to provide infra-
structure support for researchers to establish and
maintain community relationships.

An example of how these principles can be feasibly

and productively applied in practice-based research
network research has been published.**

Limitations

Our study was restricted to groups of Southwest-
ern Hispanic and Native American persons. Further
research in other settings would help confirm the
generalizability of our findings. We believe, however,
that the relative uniformity of major themes across
groups and the consistency of our findings with
published theoretical concerns and with tribal and
national guidelines suggest our findings are valid and
generalizable.

Taken together, the data from this study suggest
that the combination of negative experiences with
research and researchers and a high level of sensitivity
to confidentiality and loss of privacy, perhaps ampli-
fied by rural and ethnic factors, produce a challeng-
ing environment for health research in Southwestern
Hispanic and Native American communities. Processes
for research review and privacy protection, embodied
by institutional review board and HIPAA regulations,
represent an important foundation for conducting
research in these communities, but they should not be
seen as sufficient. Transparency, commitments to pro-
vide some form of return to the communities, and part-
nerships throughout the health research endeavor are
needed to overcome this distrust and create productive
health research with communities. Our data support
a call for applying the 3 principles of The Belmont
Report to communities as well as to individuals.

To read or post commentaries in response to this article, see it
online at http:/lwww.annfammed.orglcgilcontent/full/8/5/433.
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