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The Role of Community Advisory Boards: Involving
Communities in the Informed Consent Process

Ronald P Strauss, DMD, PhD, Sohini Sengupta, PhD, MPH, Sandra Crouse Quinn, PhD, Jean Goeppinger, RN,
PnhD, Cora Spaulding, MD, MPH, Susan M. Kegeles, PhD, and Greg Millett, MPH

INDIVIDUAL INFORMED
consent has traditionally been
understood as a substantive eth-
ical requirement, an agreement
between the researcher and the
research subject concerning the
roles and obligations of each
party in a study. The researcher
seeks to enroll fully informed,
consenting, individual subjects
in a study. When informed con-
sent is not obtained, or when
subjects are not fully informed,
research abuses can occur. Com-
munity activists, joined by some
scientists, have publicized the
limitations of individual in-
formed consent and have ar-
gued for the incorporation of
community perspectives or
“voices” during informed con-
sent and throughout the re-
search process.” ™ Community
involvement has been part of in-
ternational research in develop-
ing countries for some time. Is-
sues of culture and individual
autonomy, however, must be
dealt with to create partnerships

between researchers, study par-
ticipants, and communities that
will protect participants.

Here we review examples of
situations in which the required
process of individual informed
consent failed to ensure that
study participants were fully
aware of the implications of their
involvement. In response to this
problem, we propose that indi-
vidual informed consent be aug-
mented by community advisory
boards (CABs), which can facili-
tate research by advising about
the informed consent process
and the design and implementa-
tion of a study.

BACKGROUND ON
INDIVIDUAL INFORMED
CONSENT

Since the Nuremberg Code of
1947 ® several organizations
have worked to provide a set of
ethical guidelines for the con-
duct of research involving
human subjects; these guidelines

inctude specific references to ob-
taining informed consent. The
Council for International Organi-
zations of Medical Sciences and
the World Medical Association,
which focus on international re-
search, and the National Com-
mission for the Protection of
Human Subjects of Biomedical
and Behavioral Research, which
focuses on research conducted
nationally, are responsible for
setting and amending the guide-
lines that govern research on
human subjects.

The Council for International
Organizations of Medical Sci-
ences has formulated 15 guide-
lines, 9 of which, in its most re-
cent document, address issues
of informed consent. These is-
sues include those that may
occur in vulnerable populations
(e.g., women, the mentally chal-
lenged, minors) where individ-
ual informed consent would be
difficult, if not impossible, to
achieve.® The World Medical
Association has recently
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amended the Declaration of
Helsinki, positing 7 principles
for obtaining informed consent
that not only address consent
involving vulnerable popula-
tions but also include practical
guidance on obtaining consent
in situations where medical re-
search is combined with med-
ical care.”

Finally, the Belmont Report,®
developed by the Naticnal
Commission for the Protection
of Human Subjects of Biomed-
ical and Behavioral Research,
establishes 3 fundamental ethi-
cal principles that are relevant
to informed consent—respect for
persons, beneficence, and justice.
These principles require that
sufficient information about the
study in question (e.g.. risks and
benefits) be disclosed to study
subjects, that the information

COMMUNITY-BASED PARTICIPATORY RESEARCH

be conveyed to subjects in an
easily comprehensible manner,
and that subjects endorse state-
ments indicating that their par-
ticipation is voluntary—that s,
free of coercion and undue in-
fluence. Researchers have an
ethical and legal obligation to
ensure that these 3 elements of
informed consent are honored
when individuals agree to par-
ticipate in research.’

RESEARCH LAPSES
RELATING TO INDIVIDUAL
INFORMED CONSENT

Although informed consent
requirements were established
specifically for the purpose of
providing protection for human
subjects, these requirements
are insufficient. Recent exam-
ples exist, in both indusirial

and developing countries, in
which informed consent has
failed to ensure that partici-
pants recognized that their par-
ticipation was voluntary, under-
stood the research in question
(including study terminology
and all potenttal benefits and
risks), and were sufficiently in-
formed to make an educated
decision regarding their partici-
pation.

The examples listed in Table
1 illustrate that the require-
ments of informed consent—vol-
untariness, full disclosure, and
comprehension—do not always
protect or sufficiently inform
human research subjects.” "
Furthermore, over 90% of the
cases in which research abuses
have taken place are associated
with lapses in informed con-
sent.?® Indeed, in 2 studies

TABLE 1—Examples of Research Lapses Refating to individual Informed Consent

where research abuses were re-
ported,”** the federal Office for
Protection From Research Risks
{now the Office of Human Re-
search Protections) of the US
Department of Health and
Human Services cited the man-
ner in which research subjects
or parents of research subjects
were informed about the stud-
ies. Given that the target popula-
tions in these studies were vul-
nerable (children and poor,
HIV-seropositive Haitians),
greater efforts are necessary to
ensure that the rights of all
human subjects are protected.
We believe that protecting and
fully mforming human research
subjects requires supplementing
the current methods of obtain-
ing informed consent with in-
creased involvement and advo-
cacy at the community level

Lapse

Explanation

Examples

Lack of voluntariness

Potential coercion to infiuence participation
has occurred

Conflict of interest: lnvestigator is the subject’s physician’®
Subjects are asked to participate when under considerable duress

11-13

Subjects are asked to participate when they have few or nc optians (2.2, placebo-controlled surgical

14-16

Incemplete disclosure

Confusion about study
terminology

Subjects are misinfermed or not fully informed
about the intent of the research in question,
polential risks associated with the research,
or previous pertinent research

Subjects do not fully understand the scientific
terminology or the study's purpose as
presented to them
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trials}
in a multisite breast cancer prevention trial of the drug tamoxifen, pertinent information about side
effects was omitted or minimized in cansent forms' *®
In a New York study, parents were not informed that their children with attention deficit-hyperactivity
disarder were taken off their medication and subjected to brain chemistry tests
In & study of serodiscordant couples in Haiti, subjects were not told that the purpose of the study was
to observe couples in which 1 partner was HW-seropusitivem'"
In a zidovudine (AZT) trial in Cote d'lvoire, 1 female subject was ot told that the experimental
treatment had been oroven to reduce vertical transmission of HIV in a US triai'3 %
n a trial of isoniazid (INH) for tuberculosis in Uganda, RIV-positive subjects were not told that INH is
routinely used in the United States to prevent tupercalosis®* *
In a study conducted in Los Angeles, researchers did not propery inform parents providing consent for
their children abaut previously reported adverse side effects of an investigational measles vaccine™ "
Parents of critically ill babies were confused about the words randorn and placebo; they perceived
randam assignment to mean either acceptance of rejection of their babies as subjects in a UK sludy“
Qne female subject in an AZT trial in Cote divoire perceived that participating would help her child and
ease her childbirth'
HIv-positive subjects in a trial of INH for tubercutosis in Uganda were told that they weuld be assigned 1o
one of the treatment groups, with ane of the graups being “treatment with a placebo drug™**
Subjects may not have understood that placeho-controlled surgical trials in the United States were

risk-free'*1¢
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PROMOTING EFFECTIVE
INDIVIDUAL INFORMED
CONSENT

A Proposal to Implement
Greater CAB Involvement
The lapses of the individual
informed consent process dem-
onstrate that participants may
not be autonomous in their abil-
ity to make decisions about
research participation and that
researchers may not always re-
spect the interests of human sub-
jects while pursuing the goals of
research. Traditionally, informed
consent focuses on the relation-
ship between the researcher and

TABLE 2—Functions of Study Particlpants, Cammunity Advi
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the participant. Using the princi-
ples of community consultation
and participatory research,**°
we recommend enhancing this
process by developing a partner-
ship between researchers and
the community.

A CAB is composed of com-
munity members who share a
common identity, history, sym-
bols and language, and culture.*
For example, gay activists and
gay HIV-affected individuals
could serve on a CAB for an
AIDS clinical trials group inter-
ested in recruiting participants
from the gay community. Repre-
sentatives from the African

American community (e.g.
young wormen, faith leaders)
could serve on a CAB that is
linked to & community-based
study testing a comprehensive
prenatal program for high-risk
minority pregnant women.
Using CABs to facilitate the
informed consent process fun-
damentaily changes how re-
searchers relate to participants.
Table 2 illustrates how this
might work; the elements of in-
formed consent developed by
Beauchamp and Childress” are
used as the basis for defining
the functions and responsibili-
ties of the study participants,

sory Boards, and Investigators In the Research Process

Elements

reasonably decide about participants’

or involved in research

recommendations

with a research plan

a chosen research plan

Competence—The capacity to understand and

Voluntariness—The exercise of free choice in making
a decision about research participation;
the absence of coercion in research participation

Disclosure—The process of making known relevant
risks, benefits, conflicts of interests, and research
issues to those directly or indirectly affected

Understanding-The ability to evaluate information and

Decision to act-The process of agreeing or disagreeing

Authorization—t egat sanctioning of participation in

Note. Threshold, informational, and cansent elements were

Functions and Responsibilities

the CAB, and the investigators.
It is assumed that participants
have a high degree of personal
autonomy and therefore fulfill
their functions and responsibili-
ties for each of the informed
consent elements listed. Simi-
larly, investigators are expected
to fulfill their roles in protecting
and fully informing participants
by adhering to their functions
and responsibilities.

The CAB, since its members
come from the same community
as the participants, serves as a li-
aison between participants and
researchers. In this role, the CAB
can help in the development of

Participant

Community Advisory Board

Investigators

Threshold elements

Is $egally competent to decide
about research participation

rights and the process of research participation

Exercises individual free choice
in deciding about research
participation

Is competent Lo sponsor research and
to act in an accountable manner to
represent community perceptions
of research

Expresses the community's desire to
participate in research; conveys to
participants their right to refuse

Informational elements

Is horest when enrolling in research

by researchetrs

Is able to evaluate whether to give

consent for a specific sesearch
study

by revealing infermation needed

Elicits from researchers information thal
the community needs te have;
disseminates necessary information
10 participants, researchers, and
community members

Evaiuates and communicates risks and
benefits of research

Consent elements

Determines whether to give consent
for enrollment in a specific
research study

in @ specific research study
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Legally and formally agrees to enrolt

Formulates recommendations to potential
participants, community members, and
researchers; inciudes decision to
progeed with and monitor o 1o withdraw
support from a specific research study

Facilitates autonomous decision making
and authosization by participants

dapted from Beauchamp and Childress.”!

Are obligated to maximize participants’
ability Lo make decisions; are
obligated to follow ethical guidelines
of informed consent; are scientifically
competent to produce and
disseminate valid research findings

Are obligated to construct a situation that
ensures voluntary participation

Are obligated to fully reveal relevant
information and ramifications of
research to institutional review
board, community advisary board,
and participants

Anticipate and provide information
needed by communities and
participants to evaluate research

Are able te accommodate to cammunity
and individual concerms about the
deslgn or conduct of a specific
research study

Are obiigated not to initiate research on a
subject without legal authorization
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materials that explain the study
to participants and can represent
the participants’ concerns to the
researchers. The CAB can act as
an advocate for the rights of
human subjects, for example, by
conveying to participants their
vight to refuse or their right to
full disclosure of information
about the benefits and risks of
the study and about previous rel-
evant research. Finally, the CAB
can provide a set of recommen-
dations to help potential partici-
pants decide whether or not to
participate in a study.

Practical Examples of CABs
in the Research Process

This section highlights some of
the ways in which CABs can be
implemented in research involy-
ing human subjects. These exam-
ples come from AIDS research,
because the history and experi-
ence of using CABs in AIDS-
related research have been de-
scribed previously.”*** CAB
involvement can, however, be ex-
tended to research on other dis-
eases that disproportionately af-
fect communities of color or
communities that share a specific
identity. These examples also are
predominantly from clinical trials
research, but CAB involvement
can be applied to community-
based preveniion research (e.g.,
testing a bebavioral intervention)
as well

Formalizing community in-
volvement in research through
the use of CABs may greatly im-
prove the informed consent pro-
cess, study design, and study im-
plementation at different levels
of the research. CAB participa-
tion has the potential for affect-
ing clinical trials of experimental
therapies, particularly those tar-
geting vulnerable populations.
Some US federal and state fund-
ing agencies have responded to

. COMMUNITY-BASED PARTICIPATORY RESERRCH

the call for greater community
involvement in research by re-
quiring scientists to incorporate
CABs into their research proto-
cols, particularly in randomized
placebo-controlled clinical trials
of experimental therapies and
vaccines in HIV/AIDS research.

By 1990, the National Insti-
tute of Allergy and Infectious
Diseases {NIAID} had formally
integrated comrmunity represen-
tatives into the AIDS Clinical
Trials Group (ACTG), the Center
for AIDS Research, and the
Community Programs for Clini-
cal Research on AIDS to involve
community members who had
raised concerns about the con-
duct of AIDS clinical trials.**
Currently, each of these NIAID-
sponsored programs is expected
10 have a local CAB, with one
member of each CAB serving on
a national-level advisory board
called a Connmnunity Con-
stituency Group.

Local CABs can be influential
in halting the progress of clinical
trials, as shown in the following
example. A CAB helped prevernt
2 ACTG study protocols from
being iniliated at the San Fran-
cisco, Calif, site, even though
both protocols were up and run-
ning at the national level. Re-
garding ACTG 320, which had
two armis—AZT/3TC/placebo
and AZT/3TC/Crixivan—the San
Francisco CAB felt that there
were enough data to substantiate
the benefits of Crixivan in reduc-
ing viral load, and thus having a
placebo arm was considered un-
ethical. In ACTG 343, partici-
pants were randomized to either
a 3-drug, 2-drug, or 1-drug regi-
men after having been on suc-
cessful antiretroviral therapy for
6 months. The San Francisco
CAB felt that randomizing pa-
tients to receive less than the
standard of care unnecessarily
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exposed participants to risk. The
study was closed prematurely by
an interim review cormmittee,
which determined that the risk of
virclogic rebound was clearly
weighted in the 1- and 2-drug
arms. This decision convinced
the principal investigator not to
implement the protocol at the
San Francisco site.

The HIV Network for Preven-
tion Trials (HIVNET) was estab-
lished in 1993 to conduct domes-
tic and international multicenter
trials, with a primary focus on
conducting phase I and I clinical
trials of HIV vaccines® In the
following examples, HIVNET
CABs played a role in advecating
compensation for trial-related in-
juries and fufl disclosure of infor-
mation explaining the benefits
and risks associated with trial
participation.

« The nationtal HIVNET CAB
convinced both NIAID and 2
pharmaceutical sponsors to guat-
antee compensation for medical
costs incwrred by participants in
the event of physiclogical harm
caused by the candidate preven-
tive HIV vaccine tested that year
in a phase II trial** Without
CAB input, this issue might have
been overlooked by the vaccine
trial researchers.

* The national HIVNET CAB
was instrumental in creating a
participants’ bill of rights despite
objections from local principal
investigators, who believed that
the bill of rights simply restated
the consent form. The national
CAB members thought other-
wise, recognizing that individuals
need to understand their rights
as trial volunteers, given the list
of social harms associated with
participation, and that such a
document would be an impor-
tant tool for communication in
their respective communnities.

* The local San Francisco
HIVNET CAB wanted to ensure
that individuals being enrolled in
the commercially sponsored
phase III preventive HIV vaccine
trial were provided with suifi-
cient information to make a fully
educated decision about partici-
pation. In particular, CAB mem-
bers were concerned that poten-
tial participants might not fully
comprehend the content of the
consent forms. Thus, the in-
formed consent process was
lengthened into several visits so
that these individuals would
have time to ask questions and
digest the information given to
them before making a decision
to participate.

The HIV Cost and Services
Utilization Study (HCSUS) and
the CDC/NIAID-funded Project
LinCS (Linking Communities
and Scientists} showed that CAB
participation has the advantage
of forging a true partnership
with scientists from the studies’
inception.

+ HCSUS created a 12-mem-
ber national CAB that func-
tioned as a conduit for ensuring
participation of HIV-seropositive
individuals and their advocates
in the planning and implementa-
tion phases of clinical trial re-
search *%% Among its activities,
the HCSUS CAB contributed by
identifying research priorities, in-
cluding a greater emphasis on
women-specific issues, and areas
of research inquiry that had not
heen proposed by the research-
ers before. This CAB was also
helpful in the day-to-day opera-
tions of the study, for example,
by reviewing informed consent
forms for content and compre-
hensibility.

+ Project LinCS used CABs to
assist in examining community
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perceptions about HIV vaccine
efficacy trials>” Three sites (San
Francisco, Calif; Philadeiphia, Pa;
and Durham, NC) formed and
worked with local CABs, and
these CABs contributed to differ-
ent aspects of the research, in-
cluding problem identification,
participant recruitment, research
monitoring {including retention
and follow-up), and dissemina-
tion of study findings.*® Had
CABs not been used, the ability
of Project LinCS to recruit study
participants, as well as the qual-
ity of the interview data col-
lected, would have been greatly
affected. Furthermore, 2 re-
sources have been developed
with assistance from Project
LinCS CABs. First, a video was
developed that discusses the 3
communities’ perspectives on
participating in phase 111 preven-
tive HIV vaccine trials.*® Second,
the Durham CAB assisted in the
development of a brochure that
provides a list of questions for
potential study participants to
ask researchers belore deciding
whether or not to participate in
any given study.*®

CRITICISMS OF CABS

All research involving human
subjects, particularly clinical and
behavioral studies, could benefit
by having CABs or equivalents to
provide advice about informed
consent protocols, subject enroll-
ment, research design, and imple-
mentation. Yet the use of CABs
has not always been seen as coll-
ducive to the research process.
For example, CABs in clinical
trial research are often viewed by
researchers as auxiliary, or as
“window-dressing"! Indeed, it is
likely that the dynamic between
the principal investigator and the
CAB may dictate the extent to
which a CAB can influence and
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guide research. A principal inves-
tigator who is willing to listen to
the concerns of the CAB and to
obtam feedback from its mem-
bers may be a requirement for
an effective CAB.

Second, the resources allo-
cated to the development and
management of CABs tend to be
limited and are often the first to
be cut from study budgets when
research priorities are consid-
ered. Indeed, in the first phase 111
trial of a candidate HIV vaccine,
the private financial sponsor did
not provide funding for CAB de-
velopment at its 50 North Amer-
ican trial sites, and a national
CAB had not been assembled
when the study began.'

Finally, greater CAB imple-
mentation is needed in develop-
ing countries, particularly in clini-
cal studies, where there is more
at stake in terms of potential risks
and social harms. Community in-
volvemnent sometimes means hav-
ing trusted local leaders or even
family members act as liaisons
between scientists and study par-
t'.icipan’cs.z““‘42 This mechanism,
however, has its Iimitations; re-
placing the autonomy of the indi-
vidual with the judgment of a
commmunity leader or family
member may not be in the best
interests of prospective research
participants. On the other hand,
if developing countries could
adopt CABs as a component of
clinical research, individual in-
formed consent failures, such as
confusion over study terminology
{e.g., what it means to receive a
placebo) and participants’ not
being fully informed, could be
avoided or at least minimized,

CONCLUSION

In most situations, investiga-
tars and potential research sub-
jects expect that the decision

about research enrollment and
the authorization of research will
be an individual choice. Yet com-
munity perceptions of research
and of a specific research project
may guide individual action.
Having a CAB provides a context
for researchers and community
members to discuss the intent,
risks, benefits, and implications
of research projects in culturally
sensitive terms.

In spite of the increasing use
of CABs, there has been only
limited investigation into their
impact on the design and imple-
mentation of research, particu-
larly AIDS research, where their
use is most prevalent. Some at-
tention has been given to exam-
ining how CABs can enhance re-
cruitment and participation in
AIDS clinical trials.’* No studies,
however, have systematically
evaluated the lessons learned
from using CABs and their im-
pact on effecting change in the
way in which research is con-
ducted. Indeed, one of the criti-
cisms of CAB participation in
the research process has to do
with not having enough infor-
mation about the strueture of a
CAB and how it works to appre-
ciate and evaluate its ability to
guide, speak for, and protect its
community.**

We recognize this as a limita-
tion. We call for a greater effort
to devise methods of training in-
vestigators in the development
and maintenance of CABs and In
the selection of community advi-
sors who will see that the inter-
ests of the target community, as
well as the research priorities of
the investigators, are considered.

In a climate where formal re-
search safeguards do not always
succeed in protecting the rights of
human subjects, the need for
community-based methods to
augment the process of protec-

tion is apparent. CABs reinforce
the importance of community in-
volvement in the decision-making
process from the inception ofa
research study, 1o ensure that
consenting human subjects are
fully informed about the study in
question. We hope that the exam-
ples of CAB participation pre-
sented here have demonstrated
the crucial role communities can
play in the ethical conduct of re-
search and how community input
may enhance, not detract from,
the research process. W
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