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While it is well understood that multiple and cumulative environmental

stressors negatively impact health at the community level, existing ethical

research review procedures are designed to protect individual research partic-

ipants but not communities. Increasing concerns regarding the ethical conduct

of research in general and environmental and genetic research in particular

underscore the need to expand the scope of current human participant research

regulations and ethical guidelines to include protections for communities. In an

effort to address this issue, West Harlem Environmental Action (WE ACT),

a nonprofit, community-based environmental justice organization in New York

City that has been involved in community–academic partnerships for the past

decade, used qualitative interview data to develop a pilot model for community

review of environmental health science research. (Am J Public Health. 2009;99:

S567–S577. doi:10.2105/AJPH.2008.149369)

Research efforts to disentangle the wide
array of complex and interacting factors that
contribute to health disparities between mi-
nority and majority population subgroups
have not been able to measurably reduce
these differences. Adequate data on all seg-
ments of the population, especially those that
suffer disproportionate levels of morbidity
and mortality, are critical to understanding
the effects of race, ethnicity, class, gender,
culture, and environment on health. Yet,
persistent challenges in the recruitment and
retention of diverse groups of participants
in biomedical and behavioral research pre-
vent the science from moving forward.1

Community-based participatory research
(CBPR) has and can continue to transform
the scientific landscape, reinvest marginal-
ized communities in the research process,
and improve public policy.2 The objective of
this approach is to engage communities as
a whole and residents individually in biomedical
and behavioral research at inception—from study
design to implementation, oversight, result in-
terpretation and dissemination of findings—and,
in so doing, create a mutually beneficial research
enterprise that incorporates the concerns, needs,
and interests of the study community as well as
of the researcher.3 Over the past decade, the
development of successful community academic

partnerships between researchers, local commu-
nity organizations, and residents have contrib-
uted to improved community health.4 In princi-
ple, CBPR requires that the researcher and the
community be equal partners in the quest for
scientific knowledge.

In fact, the role of ‘‘community-based
entities’’ in most research remains largely
advisory.5 The ability of lay collaborators to
shape the research agenda in an informed and
comprehensive manner has been limited for
a number of reasons, among them issues of lay
capacity and training, reluctance on the part of
some researchers to engage the community in
internal decision making, minimal community
involvement in the institutional research review
process, and a scarcity of financial resources.6

Increasing concerns regarding community con-
sent to human participant research in general,
and environmental and genetic research in
particular, underscore the need to expand the
scope of human participant research ethical
guidelines to include statutory protections for
communities.7 Currently, academic centers
employ a variety of informal methods to
engage community organizations and resi-
dents in research, ranging from hiring uni-
versity-based community liaisons, local com-
munity organizers, or community members as
research staff, to convening community

advisory boards (CABs), and partnering with
community-based organizations.8

The National Institute for Environmental
Health Sciences (NIEHS) was the first branch of
the National Institutes of Health to recognize
the importance of using a CBPR approach. In
1993, NIEHS began to sponsor academic–
community partnerships.9 West Harlem Envi-
ronmental Action (WE ACT), a nonprofit, com-
munity-based environmental justice organization
in New York City was among the first recipients
of NIEHS collaborative support. This article
summarizes initial findings from the qualitative
component of WE ACT’s NIEHS-funded educa-
tion and demonstration project on best practices
for bolstering community protections in human-
participants research through developing an
effective community research review process.
We begin with a brief history of environmental
justice and health, and WE ACT’s alliance with
NIEHS.10

FRAMING THE ISSUE

Residents of communities burdened with
environmental hazards are placed at a greater
risk for environmental exposures than is the
general population. Whether this is the result of
economic forces (decreased property values
because of the environmental hazards) or
strategic planning (targeted placement of envi-
ronmental hazards), environmental stressors
negatively impact health.11 In 1982, when soil
contaminated with polychlorinated biphenyls
was dumped in a low-income community of
color in Warren County, North Carolina, the
adverse health effects garnered national atten-
tion.12 Equipped with newfound visibility, envi-
ronmental justice groups began to mobilize and
seek redress.13 In 1991, the United Church of
Christ Commission for Racial Justice helped to
convene organizations in Washington, DC, for
The First National People of Color Environ-
mental Leadership Summit. Guided by the 17
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Principles of Environmental Justice, the coalition
began to agitate for policy change.14 On February
11, 1994, President Bill Clinton issued Executive
Order 12898, mandating federal agencies to
include environmental justice in their mission
and address the disproportionate pollution bur-
den in communities of color.15 In 1995, the
federal Interagency Working Group on Envi-
ronmental Justice, established a year earlier, held
its first public meeting to promote new federal
initiatives and gauge community sentiment. In
1996, the White House Council on Environ-
mental Quality issued a draft guidance on in-
corporating environmental justice into the Na-
tional Environmental Protection Act
requirements. And, in 1999, the Institute of
Medicine issued a report entitled Environmental
Justice: Research, Education and Health Policy
Needs.16 At the same time that the fundamental
link between environmental justice and health
was being established, NIEHS brought together
academic researchers and community organiza-
tions in an interagency symposium titled Health
Research Needs to Ensure Environmental Jus-
tice. Under the leadership of its director, Kenneth
Olden, NIEHS sought to ensure that community
concerns were incorporated into the agencies’
research agenda and created 2 new funding
mechanisms designed to provide federal support
for community involvement in biomedical and
behavioral research: Environmental Justice:
Partnerships for Communication, in 1993, and
Community-based Participatory Research, in
1995. 17

WE ACT participated in a leadership ca-
pacity both in the formal convening of the
Environmental Justice Movement at the 1991
summit and in the 1994 NIEHS symposium,
making it one of the key environmental justice
organizations using science to impact practice
and public policy. A multiyear NIEHS grant led
to WE ACT’s creation of the Northern Man-
hattan Environmental Justice Partnership and
provided WE ACT with the resources to de-
velop linguistically appropriate and culturally
sensitive materials and methods for reporting
and disseminating environmental justice re-
search findings to scientists, health care pro-
viders, and community residents. The project
also trained 300 community residents to be
advocates for environmental health and
justice in their own communities. Additional
funding from NIEHS and the Environmental

Protection Agency enabled WE ACT to estab-
lish a long-term partnership with the Columbia
Center for Children’s Environmental Health
and launch and sustain the Healthy Home,
Healthy Child, and Our Housing is Our Health
campaigns. Having been involved in the envi-
ronmental justice movement and in environ-
mental health sciences research for almost 2
decades, WE ACT interacts with researchers
and community organizations both on a lo-
cal and national level. This scientific inquiry
represents a natural progression in WE
ACTs efforts to strengthen community pro-
tections in environmental health science re-
search.

METHODS

We focused on academic research institu-
tions because they provide a unique oppor-
tunity to explore the structural dynamics
underlying existing practices from different
vantage points. Qualitative data capturing
the perspectives of research scientists, front-
line field research workers, community
researchers, CAB members, and institutional
review board (IRB) members were gath-
ered and used to understand the current pro-
cess of ethical review for community-based
environmental health research, evaluate and
identify the aspects of current ethical decision-
making practice that may enhance or
impede community review, and develop
an effective community research review
model.

The process for creating the community
research review model was iterative. In the
prestudy phase, we conducted informal tele-
phone interviews with a convenience sample
of NIEHS-funded university and community-
based environmental health researchers to
develop a topical interview guide that
reflected the diverse perspectives of both the
academy and community. We then conducted
focus groups with university-based field re-
search workers, and semistructured individual
interviews with university-based research sci-
entists to identify the distinct ethical chal-
lenges that emerge during the conduct of
environmental health research. Based on the-
matic analysis of this initial body of data, we
drafted a conceptual model of the community
research review process. In the second phase

we conducted a series of dialogues with a mix
of university-based research scientists, field
research workers, and community-based
researchers and advisors to understand the
practical limitations and deficiencies of the
community research-review process and
revise the model accordingly.18 In the final
stage, we conducted individual semistructured
interviews with administrative and lay mem-
bers of an academic IRB to identify potential is-
sues that might arise in the implementation
process.

Prospective study participants were identi-
fied from publicly available institutional and
NIEHS contact information lists. All research
scientists, field research workers, and CAB
members from 2 university-based NIEHS-
funded research centers were invited to par-
ticipate in the study via an introductory e-mail
describing the study protocol. Follow-up phone
calls were then made to those agreeing to
participate and either individual interviews,
group interviews, or both were scheduled. For
the dialogues, we used the same recruitment
methodology to draw a purposeful conve-
nience sample from registration lists of NIEHS
community and academic environmental jus-
tice and participatory research grantees, invit-
ing equal numbers of university-based and
community-based researchers and affiliates to
participate. Snowball sampling was used to
recruit IRB and community-based organization
members to the study.19

We conducted informal phone interviews
with a convenience sample of 8 community-
based organization affiliates and 9 environ-
mental health researchers drawn from an
NIEHS environmental justice and CBPR
grantee list. Participants were contacted via
e-mail and phone. Interviews ranged in length
from 20 minutes to an hour, with the average
interview lasting 30 minutes. The goal was
to gather background data on knowledge,
attitudes, and perceptions of environmental
health research, research ethics, and commu-
nity review of research. We used the raw
interview data to develop a topical outline and
preliminary interview guide based on 3 do-
mains: environmental health research design,
attitudes and perceptions of ethics and ethical
practice in environmental health research, and
CBPR and the research review process (see the
box on the next page).
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Data Collection

Using the topical guide, we conducted a se-
ries of audiotaped, semistructured individual
and group interviews with a purposeful con-
venience sample of environmental health re-
search scientists and field workers, CAB mem-
bers, community advocates, and IRB
members.20

In the initial phase, we conducted 2 audio-
taped focus groups with a 6-member field-work
team from a university-based NIEHS-funded
environmental health research center. The
team comprised study community members.

The data were used to identify the specific set
of practical and ethical issues encountered
over the course of an ongoing long-term com-
munity-based environmental health research
project. Each focus group lasted approximately
2 hours. Following a cognitive interview de-
sign, we used the focus group data to formulate
a list of discussion probes for the 3 domains of
the interview guide.21

In total, we conducted 20 individual, audio-
taped, semistructured interviews with univer-

sity-based research scientists (n=11), CAB

members (n=5), and IRB members (n=4).

Interviews ranged in length from 1 to 2 hours,
with the average interview lasting 90 minutes.
The interviews focused on the concept and
design of collaborative partnerships and CBPR,
ethical responsibility, and the ethical dilemmas
and challenges of community-based environ-
mental health research.

Dialogues

Based on the semistructured interview data,
we created a draft model to employ in 4
audiotaped dialogues with environmental
health researchers and community advocates
on the design and conceptual framework for
community research review (Figure 1).

Each dialogue contained between 7 and
8 discussants and lasted approximately
1 hour, excluding the informed consent pro-
cess, which required an additional 10 to
15 minutes.

The initial dialogue took place at the annual
advisory board meeting of a university-based
NIEHS-funded research center in New York
City with a mixed group of community advo-
cates and advisory board members (n=4) and
university research scientists and field research
workers (n=4). We evaluated the draft
model and then used the feedback to develop
a working research review model. The sec-
ond iteration of the Community Ethical Re-
search Review Model was vetted at the 2007
NIEHS Environmental Justice Program
Grantee Meeting in Boston, Massachusetts,
with a group of community-based environ-
mental health researchers (n=7) and a group
of academia-based environmental health re-
searchers (n=8). We then refined the frame-
work for the model based on the observations
and comments of the discussants. The final
version of the pilot model was then assessed in
a dialogue with 8 staff members of a local
community-based environmental justice orga-
nization.

Data Analysis

All interviews, focus groups, and dialogues
employed in the analysis were conducted by
B.X.W. The interview data were indepen-
dently analyzed by B.X.W. and a research
scientist with expertise in qualitative-research
methods. Using a grounded-theory approach,
each research scientist manually coded the
data.22 For a second level of thematic analysis,

Topical Outline and Preliminary Guide

I. Environmental Health Research
A. Meaning

d Definition
d Goals
d Limitations
d Benefits

B. Design
d Role of community members
d Role of community-based organizations
d Role of researchers
d Role of academic institutions
d Of community advisory board members

II. Attitudes and Perceptions of Ethics and Ethical Practice in Research
A. Ethics

d Definition
d Ethical dilemmas and challenges
d Mechanisms to address dilemmas
d Ethics training of researchers and community advisory board members

B. Ethical Responsibility
d Of community members
d Of community-based organizations
d Of researchers
d Of academic institutions
d Of community advisory board members

III. Community-Based Participatory Research and Review Process
A. Meaning

d Define concept of community review and community-based participatory research
d Goals of collaboration
d Limitations
d Benefits

B. Review Process
d Role of community members
d Role of community-based organizations
d Role of researchers
d Role of academic institutions
d Role of community advisory board members
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the textual data were entered into a qualitative
data analysis package (Atlas.Ti) and into content-
analysis-generated categories and codes.23 All
codes were saved within Atlas as nodes. The
nodes were then reordered, labeled, and
grouped into families. The interrater reliability
rate was 96%. Interviews containing discordant
themes were jointly analyzed, recoded, and
merged into existing thematic categories.24 In-
formation obtained from a literature review was
then used to cross-check the themes. Once the
research team agreed on a set of final themes, the
themes were incorporated into the model and
subsequently presented to subsets of participants
during a series of dialogues.25 The thematic
content analysis revealed some distinct differ-
ences in the perspectives of university-based
environmental health researchers and
community-based environmental health re-
searchers and advisors. For summary purposes,
we grouped the major themes within the in-
terview protocol’s 3 domains (see the box on the
next page).

RESULTS

There was wide variation in the definition
and understanding of CBPR design. Many
university-based researchers described their
community-based environmental health re-
search projects as CBPR, yet they only partially
adhered to its principles. For the most part,

these research scientists seemed unaware that
CBPR requires full community engagement in
all phases of the research, from inception
through result dissemination. As in the case of
the university-based researcher quoted below,
the data demonstrate an overwhelming ten-
dency to narrowly and arbitrarily select aspects
of CBPR design:

We defined [CBPR] by having Community Ad-
visors on the Advisory Committee that were
really Executive Committee. That’s key. I mean
that’s where the decisions, a lot of the decision
making, is. And then hiring people from the
community as basically the staff. And, you know,
that’s probably the key because that’s where
really, in terms of the sort of the day to day
running, that’s where you’re . . . really interfacing
[with the community].

The data also revealed ambivalence on the
part of many university-based researchers to an
expanded community role in research:

I’d like to add that community people are not
scientists and so while, yes, we ask them for their
opinion, we have to make sure we’re asking the
right people for their opinion. People who un-
derstand, from a very clear understanding of
what we’re doing and trying to do. Should they
be given absolute power? Of course not, they’re
not scientists. We’re the ones that are doing this.
But they should be able to understand what we
are doing.

I don’t think the community needs to be in-
volved in every single stage of the study. I think
that is unrealistic. . . . So I don’t think that at
every track that an investigator needs to be

going through evaluation. . . . You should listen
to the community perhaps, not always, but in
some cases, yes. And then afterward commu-
nicate it back, um, and in between . . . it’s always
good to communicate. But I don’t believe that
community members should be heavily in-
volved in the design of the study. I don’t think
they have that commitment, but there will be
exceptions.

By contrast, community-based researchers
and advisors envision a myriad of ways to
increase community involvement and conduct
CBPR, which some described as ‘‘community-
built research’’:

We do community-built research; we’re not
separated. I bring a set of expertise to the table
that’s different than the community [as a] re-
searcher, but we are the same group. We don’t
meet separately; we meet together, and we
discuss research issues together. We discuss
methodology together. . . . The community
builds the research itself.

I think that [community] can also play a role in
communicating results, helping the translation of
results to other community residents. Some
community residents can be ambassadors if you
will, for the research that is done, you know,
helping in the publicizing, beyond the doorstep
of their community. . . . I believe that there is
a role for community in reviewing . . . research
before it actually becomes a formalized project.

It is important for the researchers . . . to understand
the community where they are [working]. . . . You
can really see the community-based participa-
tory organizations; our roles are really to bridge
that gap and then to help to make sure that the

FIGURE 1—Draft of conceptual review models.
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research is done okay and these findings get
back to the community, that the community is
aware of what is found, what is the outcome,
what’s next, what is the next step.

Differences in ‘‘ethical orientation’’ may be at
the root of this conceptual divide. University-

based researchers describe ethical issues in

environmental health research in terms of

scientific integrity and regulatory compliance,

whereas community-based researchers and

advisors describe ethical issues in terms of
protecting study participants. University-based
researchers stated:

I think [of ] the ethical goals that I mentioned
before from a scientific perspective. Having in-
tegrity scientifically . . . presenting real data, and
secondly, treating human subjects respectfully,
and thirdly, having a commitment to work in
a real partnership with community partners. And
that might be the priority order that scientist
might place on 1 of those 3 things.

The academic institution is probably primarily
interested in the scientific integrity, of not getting
into trouble that way, and human subjects’ pro-
tections, and not getting into trouble that way.
And they are more interested legally in not
getting into trouble . . . and reducing vulnerabil-
ity on those 2 fronts primarily.

Community-based researchers commented:

Say you are doing something, like on asthma in
the homes . . . if you go in and see lead paint, are
you going to report it? When I first brought it up

Thematic Content Analysis

I. Environmental Health Research Design
A. University-based Researchers:

d Seek to increase scientific knowledge about the effects of environmental exposures on health
d Develop methods for identifying and reducing harmful exposures
d Must address funding agency’s agenda

B. Community-based Researchers and Advisors:
d Seek to increase community knowledge about the effects of environmental exposures on health through education
d Improve community health
d Must address community agenda

II. Attitudes and Perceptions of Ethics and Ethical Practice in Environmental Health Research
A. Ethical Responsibility

d University-based researchers define ethical responsibility in terms of science and compliance with human participant research regulations
d Community-based researchers and advisors define ethical responsibility in terms of community benefits

B. Ethical Practice Issues
d University-based researchers believe that:

a. Community members’ lack of scientific knowledge limits their ability to understand the research
b. Current research ethics training requirements are minimal
c. Ethics training should be provided to study participants and community members
d. Full data disclosure is complicated by unclear interpretive guidelines and inconclusive results
e. Translation of scientific data into lay language is difficult

d Community-based researchers and advisors believe that:
a. Lack of scientific knowledge limits the communities ability to voice concerns about the research
b. University-based researchers need training in ethics and cultural sensitivity
c. Ethics training should be provided to study participants, community members, and researchers
d. Researchers do not want to disclose findings and disseminate data to the community

III. Community-based Participatory Research (CBPR) and the Research Review Process
A. Community-based Participatory Research

d University-based researchers:
a. Do not differentiate between a community-based approach to research and CBPR
b. View true CBPR (full community participation) as a nonessential, time consuming, and labor- and resource-intensive process

d Community-based researchers and advisors:
a. Differentiate between community based research and CBPR
b. View true CBPR (full community participation) as an opportunity for the community to drive the research

B. Current Research Review Process
d University-based researchers believe that the current process:

a. Protects the researcher, the institution, and the participants but not the community
b. Is cumbersome and time consuming
c. Provides ongoing oversight in the form of researcher initiated protocol modifications and renewal
d. Provides participants with the opportunity to report misconduct

d Community-based researchers and advisors believe that the current process:
a. Protects participants, researchers, and the institution but not the community
b. Requires initial evaluation and approval, but minimal ongoing oversight
c. Does not provide participants will a confidential process for reporting misconduct
d. Does not provide participants with an opportunity to ask questions about the research
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with my university-based researchers . . . they’ve
never even thought of that. They haven’t even
thought of it. And then their first reaction was
that might hurt our study . . . if you have to refer
those people if you see lead paint.

Research ethics worry me. The research should
be helping to support local agendas, not coming
down and saying this is [it]. And that’s why I keep
saying I need to understand how . . . [the re-
search] would help me make sure the people I
work with are protected.

Both university-based researchers and com-
munity-based researchers acknowledged
shortcomings in the current research review
process, which provides little ongoing oversight
and, in turn, protection for participants. One
university-based researcher who serves on the
IRB expressed the major flaw in the current
process as follows:

Once you [a researcher] have gotten your [in-
stitutional research review] approval, we are
pretty much in the trust mode. Pretty much. You
know things can become so blatant that even if
you did not want to report it you have to report it
anyway. Pretty much we are trusting the re-
searcher to do the right thing. Yes, there is
a renewal to see if your research is going to
continue. But is there real oversight? No, I don’t
think so.

Community-based researchers unanimously
cited guidelines for ongoing oversight and
a broad base of community representation as
central to effective community research re-
view:

And the outcome it seems to me it just as important
as the beginning of a project. So there should be
some guidelines for consistency and oversight . . . I
can see intervals throughout the process that the
community ethical review board is responsible for
doing some kind of real oversight . . . in the
beginning, at the end, and in the middle.

For many, the community ethical research
review board (CERB) provides an opportunity
to address these concerns and avoid the prob-
lems encountered with the CAB model. Com-

munity-based researchers and advisors identi-

fied several structural aspects that would be

critical to the success of the CERB:

So the question is . . . who will be on a com-
munity ethical review board? The other ques-
tion is how are you going to do that appoint-
ment so it doesn’t replicate what we currently
see. Is that what happened to the CAB? Be-
cause most of the Chinese research projects
have been going [in]to situations where there’s
not a preexisting community ethical review
board. And there’s probably not even a struc-
ture from which [one] could easily develop

one, or a community [could] easily develop
one. So, in terms of helping us [in] thinking
about implementing this model, the who and
also the how, in a way, . . . you’re not replicat-
ing . . . how CABS are.

The subject has to have representation some-
where in this process . . . I love the community
ethical review board, but I’m wondering how
essentially it can work for the [research] sub-
ject’s power, to eventually become more re-
sourceful . . . How do you keep it going so that it
is really representative of the people of the
community?

Both university-based and community-
based researchers and advisors thought the
CERB should serve as a forum for community
members and researchers to engage in a di-
alogue about community health issues but
voiced concerns about resource and time de-
mands and education and training. According
to a university-based researcher:

So I think getting people talking to each other,
understanding what both of their concerns are, is
a starting point. Because if the researcher doesn’t
understand the concerns of the community, they
are not going to be interested in working with the
community.

A community-based researcher said:

It’s not going to be regulatory in that sense . . . it
will be a place where any investigator, and
particularly trainees, . . . fellows and people who
don’t know their way around . . . are going to talk
to each other.

The participants expressed concern that
community research review would create
additional layers of bureaucracy and paper-
work. Two university-based researchers
commented:

It’s slow, and it takes longer to do things, at least
from the scientific researcher side. A researcher
might decide to study some other thing because
they could not get it done quicker . . . than if they
had to go through a community-based process. A
truly community-based process, where there is
a lot of give and take, takes longer.

You know researchers are under lots of time
pressure, and they don’t want to devote money
that they could easily see how they could spend
on what they think is most important about their
research. If [community review] has to come out
of an existing budget, [it won’t get done] unless
they’re told they have to.

Other community-based researchers and
advisors stated:

I immediately think that [community review]
costs money. Extra meetings cost money. I have

to go out and raise money to do that [commu-
nity review] meeting. If I don’t need it, I don’t
want it, because I’m going to have to go out and
find money to pay for it, or my staff has to work
more.

The [potential] burden on our communities just
overwhelms me; I work in a very small commu-
nity . . . the manpower burden that we would be
imposing on them. So if they came forward and
said we think that we want to do this [community
review] model, that’s different to me. But, if we
go in and say we need the CAB and now we want
you also to set up this other [community review]
board, and I’m working with1400 residents total.
I don’t know where I’m going to find people who
have that kind of time.

Education and training in basic environ-
mental health research and ethics was also an
issue for both groups. Whereas university-
based research scientists focused on commu-
nity education, community-based researchers
and advisors indicated a need for both com-
munity- and university-based researcher edu-
cation. A university-based researcher said:

The problem is getting the community educated
enough to be able to have some significant input
[into] the research. I am going to be blunt and
brutal . . . to have the researcher think that their
[community members’] contributions are worth-
while in terms of the design. So clearly I think
a lot of researchers recognize they need the
community in terms of participation and having
a good relationship with the community or they
are not going to be able to do their research, but I
think that most researchers would say that the
community does not understand enough about
either the science or the mechanisms of doing
research to have significant input into the design.
So I think at the moment that that is a real
stumbling block.

A community-based researcher commented:

You got training issues. Some researchers are
engaged in the community-based work, but they
are limited because their training does not . . .

prepare them long enough to engage or interact
with communities. . . . I think [the model] needs
to involve some training about how to interact
with communities. It needs to involve, you know,
case studies where things went disastrously
wrong. It needs to involve reverse role playing.

Model Development

We integrated these observations into the
framework for the CERB model and refined
our draft accordingly. We developed graphics
for 2 research review models, 1 representative
of the current institutional research review
process as described in the focus group and
individual interview data and the other repre-
sentative of a revised community research
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review process that reflects the data from the
dialogues.

Figure 2 provides a side-by-side view of the
current research review process and the com-
munity ethical research review process.26 The
CAB is either project or research-center specific,
and its voluntary members are chosen by the
principal investigator of the study or center
during project design. They are not required to
receive ethics training or human participant re-
search certification. The CAB’s purpose is to
voice community concerns and interests.

The Institutional Review Board

The IRB is an independent administrative
arm of the university that serves as a regula-
tory authority for all research projects.
Its members are institutional employees.
Each research review committee has 1 or 2
noninstitutional members from the commu-
nity that the institution compensates for
their time. They are chosen by the IRB head
and are required to receive the same ethics
training and human participant research
certification as all other institutional re-
searchers. The IRB’s purpose is to ensure
compliance with the federal regulations and
ethical standards, which govern human

participant research, as outlined in the Bel-
mont Report.

The Community Ethical Research

Review Board

The CERB is envisioned as an independent
arm of the community that will serve as
a moral and ethical authority for all commu-
nity-based research projects within its geo-
graphic catchments area or local community
board district boundaries. Its members will
include equal numbers of community resi-
dents and community stakeholders, recruited
through a designated local community-based
organization that receives federal funding to
serve as a coordinating center for the CERB.27

Members will receive certification in human
participant’s research from an identified univer-
sity that partners with the community-based
organization, as well as environmental health
research and ethics training from the commu-
nity-based organization. The CERBs purpose is
4-fold: (1) to ensure that research protocols
follow a CBPR approach; (2) to provide an
autonomous forum for community residents,
research study participants, local community-
based organizations, and researchers and CAB
members to raise research-related questions or

concerns; (3) to provide ongoing oversight of
community-based research through regularly
scheduled mandatory meetings with CAB mem-
bers and the IRB; and (4) to provide the
community with a confidential mechanism for
filing grievances and complaints about unethical
research practices. It will have moral and ethical
authority but, in its nascent stage, no statutory
authority.

Institutional Research Review

Under the current review process, commu-
nication between the CAB and the IRB is
truncated. Once a protocol receives IRB ap-
proval, there is no required interaction
between the researcher and the IRB or addi-
tional review other than for modifications
and renewals. The principal investigator in-
dependently assembles a CAB for each project
or center and is solely responsible for its
unmonitored function. CAB members may use
the same mechanisms as study participants to
contact the IRB with any questions or concerns
that arise or to report misconduct. In theory,
frontline field research workers have the same
option to contact either the IRB or the CAB
with any ethical issues, dilemmas, or concerns
that arise in the field; in practice they are taken

FIGURE 2—Research review models.
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directly to the researchers. This creates an
inherent conflict of interest, given the asym-
metrical power dynamic between research
scientists and the research workers they em-
ploy.

Community Research Review

The modified process for community re-
view connects the communication circle and
empowers the community, the CAB, and the
frontline field research workers to identify any
unanticipated ethical issues or adverse effects.
The CERB differs from the IRB in 4 key
regards. First, it creates a channel of unfet-
tered communication between the CAB and
the fieldworkers by establishing a direct link
between the 2 groups. Under the current
system, there is no formal mechanism for
interaction between them. Second, it builds
community capacity through education. Un-
like CAB members, CERB members will be
required to receive environmental-health re-
search and ethics training. Third, it creates an
independent research process and provides
frequent monitoring through confidential and
regularly scheduled quarterly meetings, as
well as mandatory information exchange with
both the CAB and the IRB. Lastly, whereas
the CAB is project based and the IRB is
institution based, the CERB is community
based. The CERB’s singular role is to shield
research participants and their communities
from harm.28

Key Findings

Qualitative data were used to understand the
practical boundaries of the research review
process and identify ways in which communi-
ties can contribute to the design, implementa-
tion, conduct, and review of environmental
health research. We identified significant
differences in the ethical orientation of
university- and community-based participants.
University-based researchers define ethical re-
sponsibility in terms of scientific advancement
and compliance with human participant re-
search regulations. They embrace the princi-
ples of CBPR in concept but not necessarily in
practice because it requires time, labor, and
resources. For this group, community partici-
pation is fundamentally viewed as a means to
improve participant recruitment and retention
rates. For community-based researchers and

advisors, ethical responsibility is defined in
terms of community benefits and human par-
ticipant protections. Although equally con-
cerned about the potential time and resource
burden, they embrace the principles of CBPR
and full community engagement in research as
a means to improve community health. Both
university-based and community-based partic-
ipants indicated that environmental health
sciences research and ethics education and
training were essential to coalition building
around the community review process. Mech-
anisms to address these issues and to provide
agency and value across groups will be crit-
ical to effective community ethical research
review.

DISCUSSION

Most IRBs were revamped in the wake of
several high-profile cases. Between January
1999 and June 2000, the Office for Protec-
tion from Research Risks temporarily sus-
pended federally funded research at several
major academic institutions, including Duke
University, Fordham University, and the Uni-
versity of Pennsylvania, for failing to ensure the
safety of human research participants.29 In
2001, Office for Protection from Research Risks’
successor, the Office for Human Research Pro-
tections, suspended research at Johns Hopkins
University after an otherwise healthy research
participant died.30 At that time, Johns Hopkins
University had amassed the most federal funding
and the most notoriety. The landmark Grimes vs
Kennedy Krieger Institute, Inc, case had uncovered
errors of omission and comission on the part of
the Johns Hopkins University IRB in both re-
search approval and monitoring. In that study,
the participant consent forms did not clearly
indicate the risk that children might be exposed
to dangerous levels of lead dust particles. The
consent forms also failed to mention that changes
in blood lead levels over time, whether positive
or negative, were being used as measures to
assess the effectiveness of the lead abatement
procedures. Under the auspices of the Johns
Hopkins’ IRB, parents were not informed in
a timely manner of elevated blood lead levels in
their children.31 Consequently, the Maryland
Court of Appeals determined that parents can
only consent to a child’s participation in non-
therapeutic research if there is minimal risk.32

The court’s ruling included a scathing indictment
of institutional research review:

The Institutional Review Boards, IRBs, are,
primarily, in-house organs. In our view, they
are not designed, generally, to be sufficiently
objective in the sense that they are as suffi-
ciently concerned with the ethicality of the
experiments they review as they are with the
success of the experiments. . . . Here, the IRB,
whose primary function was to insure safety
and compliance with applicable regulations,
encouraged the researchers to misrepresent the
purpose of the research in order to bring the
study under the label of ‘‘therapeutic’’ and thus
under a lower safety standard of regulation.
The IRB’s purpose was ethically wrong, and its
understanding of the experiment’s benefit in-
correct.33

Recent data from the Office for Human
Research Protections, Division of Compliance
Oversight, demonstrate an ongoing pattern of
IRB lapses. Between January 2008 and April
2009, the Division of Compliance Oversight
issued final ‘‘letters of determination’’ to 34
institutions in which areas of noncompliance in
IRB-sanctioned research had been identified.
After reviewing revised IRB protocols, the di-
vision found that 8 of the 34 institutions were
still in violation and would need to take further
corrective action.34

Community Ethical Research Review

Board Impact and Sustainability

Despite widespread institutional reforms
and amplified public and governmental scru-
tiny, IRBs remain unable to fully safeguard
disadvantaged populations and communities.
This suggests intrinsic flaws in the institu-
tional research review process. CERBs can
help IRBs fulfill their increased obligation to
protect the rights and welfare of human
participants ‘‘[w]hen some or all of the sub-
jects [are] . . . economically or educationally
disadvantaged persons.’’35 Moreover, commu-
nity research review has the potential to impact
science and health in both direct and indirect
ways. In addition to augmenting IRB oversight,
CERBs will increase public trust in biomedical
and behavioral research in accordance with
the National Institutes of Health recommenda-
tions to

encourage change in the culture of the scientific
community to ensure that medical research is
viewed in the context of a long-term commitment
to the community, not a one-time research study;
educate and reorient the current research
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community to the importance of treating the
public as a partner in the research process; set
the expectation across the entire research com-
munity, NIH-funded research and beyond, that
study results and outcomes should be shared
with the research participants and the larger
community promptly and consistently; engage
researchers, educators, and academic institutions
in incorporating the public’s perspective consis-
tently at every level of training and in both the
conduct of clinical research and the publication
of findings from that research; focus on educa-
tional strategies to help patients and communi-
ties better understand clinical research; enhance
research participation.36

Fortunately, the federal government has
the capacity to leverage its substantial in-
vestment in collaborative research efforts
with institutions and community stakeholders
and rapidly incorporate community ethical
review into the national research agenda.
Community-based organizations already
partnered with academic research institutions
can function as CERB-coordinating centers,
and identify, recruit, and educate CERB
members. The Department of Health and
Human Services can either establish new
funding mechanisms and mandates to support
and sustain CERB operational costs or draw
upon existing Department of Health and
Human Services–sponsored research pro-
jects. For example, the National Institutes of
Health–funded Clinical and Translational Sci-
ence Awards, Community Engagement Key
Function Committee is currently creating a na-
tional model for community engagement.
CERB development and implementation
across its nationwide consortium (39 academic
health centers that will expand to 60 institu-
tions by 2012) could become part of the pro-
totype.

Limitations

We developed a community research re-
view board model for environmental health
sciences that incorporates the diverse per-
spectives of research scientists, field research
workers, local community residents, re-
searchers, advisory board members, and IRB
members. As with all broad studies, this
one risks overgeneralization. We drew a pur-
poseful convenience sample of NIEHS com-
munity and academic environmental justice
and participatory research grantees and their
affiliates. Consequently, this data set does
not include the range of experience of less

mainstream environmental health re-
searchers and community-based organiza-
tions. In addition, the model’s design frame-
work will need to be modified and adapted
for other types of research and may not be
replicable in other research settings.37 The
model’s use is limited, almost exclusively, to
urban academic institutions in the United States
with a similarly structured research environment
and review process, because it presumes a
resource capacity for CBPR and for training
community members to serve as research re-
viewers.

Conclusions

Research institutions, regulators, and scien-
tists lack adequate methods to assess ethical
challenges related to community risk and
community consent. For environmental health
sciences research, which seeks to understand
the ways in which multiple and cumulative
environmental health stressors (e.g., hazardous
housing conditions, polluting industries, small-
and mobile-source emissions, illegally dumped
waste) negatively impact health at the com-
munity level, it is critical to ensure the safety
and welfare of communities.

Currently, IRBs evaluate research involv-
ing vulnerable populations and communities
using federal regulations designed to protect
individual research participants. The ana-
lytic framework for research review, Eth-
ical Principles and Guidelines for Research
Involving Human Subjects, was written 3
decades ago.38 Since that time, manifold scien-
tific advances, most notably the human genome
project, coupled with the shift toward a CBPR
approach, have created an imperative to ex-
tend Belmont’s boundaries and expand the
principles of ‘‘respect for persons, beneficence
and justice,’’ and their applications ‘‘informed
consent, risk/benefit assessment, selection of
subjects of research,’’39 to include community
protections. CERBs are an important first step in
that direction. j
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