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Abstract

In this article I deal with extending the ethical principles of research to
include communities through the establishment of Community Advisory
Boards (CABs). The aim of the project on which this article is based
demonstrates the need for protecting communities that participate in
research in order to stimulate ethical conduct in research in Malawi. In
the article, I provide an overview on the role and functions of CABs. 1
discuss the establishment of CABs in Malawi and present descriptions of
the processes and challenges involved. I conclude by sharing experiences

of some of the key lessons learnt from the establishment of CABs.

Introduction

Over the last 60 years the discourse on human subject
protection has been firmly entrenched in the discipline of
research ethics. The Belmont Report was the first document
to provide specific guidelines for the protection of human
subjects. This document is an authoritative source in the field
of research ethics. The principles of respect for persons,
beneficence and justice articulated in the Belmont Report
provided the foundation for ethical conduct by stipulating
the core ethical obligations to researchers to respect research
participants; minimise risk and balance benefit; and fairly
select research participants in order to equitably distribute
the benefits and burdens of research'. The increase in
clinical trials over time, however, has made it imperative
for researchers to go beyond the strict application of the
Belmont principles.

Extending the Belmont Principles to involve
communities

The emphasis placed on the individual in terms of the
application of these basic ethical principles are being viewed
as too narrow, and calls are made for a wider scope in the
application of the principles. Gostin, Wiejer , Quinn and
Williams et al. have gone so far as to suggest that the principles
articulated in the Belmont Report ought to be expanded to
include a fourth principle: respect for communities>>**. For
example, Gostin expands the application of existing ethical
principles to encompass populations and communities,
extending to groups the protection that was previously
reserved for individuals®. Group protection, asserts Weijer
is necessary to address the increasing vulnerability of groups
and to supplement the ‘atomistic’ view of the person
epitomised in the Belmont Report’. Williams et al. have
noted that this ‘argument is made on the basis of ethical
reasoning and a few reports of adverse effects of health
research in communities™.

College of Medicines training in human subjects’
protection

With clinical trial research on the increase in the University
of Malawi’s College of Medicine it necessary to comply with
international standards of good clinical practice. Part of the
College’s Institutional Review Board’s (IRB) mandate is to

provide training in the ethics of the International Conference
on the Harmonisation of Good Clinical Practice (ICHGCP)
to faculty members, ethics committee members, students,
researchers and community members. The major topics of
the training in ICHGCP include: the principles of ICHGCP,
informed consent, ethics — IRB review boards, responsibilities
of the investigator, responsibility of the sponsor, clinical trial
protocol, investigator brochure and essential documents. A
complementary course to ICHGCP is a course on human
subjects’” protection (HSP). A broad spectrum of topics
are covered that include the history of research ethics, the
role of ethics committees, informed consent, the rights
and responsibilities of research participants, the role and
functions of community advisory boards (CABs), the
composition of CABs, leadership qualities, among others.
This course places emphasis in areas that ICHGCP does not.

Including the community perspective

The introduction of HSP confirmed a gap that needed
to be filled in the desire of the College to build research
capacity and knowledge and enhance ethical conduct in
research. Training community members in HSP, through
the establishment of CABs at clinical trial sites that don’t
yet have one, contributes to engendering human subject
protection in research. The establishment of CABs ensures
that communities are respected, informed and engaged.
Community engagement or consultation, a growing field in
bioethics and global health, is a formal process of working
collaboratively with and through groups of people affiliated
by geographical proximity, special interest, or similar
situations to address issues affecting the well-being of those
people’. As a process it is increasingly recommended as
best practice in developing countries. Quinn points out
that there has been little evaluation on the functioning of
CABs in literature ... Research on their functions, the roles
of members, barriers and challenges, and interactions with
researchers and community is essential™.

Defining Community Advisory Boards (CABs)

The definition of CAB is detived from the term ‘community’.
Traditionally, the term has been understood to refer to people
who share a common identity, history, symbols, language
and culture. As Strauss et al. put it, CABs comprise of
‘community members who share a common identity, history,
symbols and language, and culture”. Israel et al. echo this,
but are a bit more cautious with their terminology. For
them, CAB members ‘may share a common interest, identity,
illness experience, history, language and culture®. However,
there is no standard definition of a community and the same
can be said of CABs because it is now accepted that those
who live in the same geographical locality do not necessarily
share the same perspectives, history, and language, culture
or value system. In the words of Tindana et al. ‘people who
live in close proximity to one another do not necessarily
constitute a community, since they may differ with respect to
value systems and other cultural characteristics that are more
relevant to the social concept of community”. While there
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is some disagreement about the precise definition of what
a CAB is, for the purposes of this article, I define CABs as
community members who reside in the same geographical
area, share common community interests, a language that
is understood by all, similar cultural values and illness
experiences.

The role and function of CABs

What are the role and functions of CABs? To begin with,
individuals who serve on CABs as representatives of the
interests of the community function as a source of leadership
in the partnerships between researchers and the community.
Their purpose is to ‘serve as a liaison between participants and
researchers”. In this manner, they provide ‘an infrastructure
for community members to voice concerns and priorities that
otherwise might not enter into the researchers’ agenda, and
advise about suitable research processes that are respectful
of, and acceptable to the community’’. They can assist
in ‘the development of study materials, advocate for the
rights of minority research study subjects, and consult with
potential study participants to provide recommendations
about research study enrolment™. Other functions include
disseminating results to the community, ensuring the
protection of research participants and clarifying the ethical
obligations when participating in research. In short, the
purpose in the establishment of a CAB, as Quinn states,
‘is to provide a mechanism for community consultation
that contributes to protecting communities and fostering
meaningful research™.

Challenges facing CABs

The idea of CABs as an ethical requirement for research
involving human participants can also present challenges.
For example, community interest in volunteerism may not
be strong, especially if the benefits for doing the work are
intangible. The requirement that CAB work be voluntary
may not be well understood by people living in poor
rural communities as members may expect some type of
monetary incentive for their work of disseminating the
research procedutes to the community and at the same time
motivating community members to play a role in addressing
health-related issues that affect them''. Hence, ‘the process
of community engagement may raise the expectation of
the community to levels beyond what the proposed study
may be capable of tackling’''. Moreover, ‘the resources
allocated 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 considered”. The
global economic downturn has impacted on the amount
of funding sponsors and funding agencies that are willing
to provide and invest in research and development. In the
current economic context, it is easy to see how a sponsor can
perceive the establishment of a CAB as a significant cost to
research.

Benefits of CABs

Although these challenges are real and exist, there are overall
potential benefits of engaging with communities. Borrowing
from the recommendations made by the National Institute
of Allergy and Infectious Diseases (NIAID), I support
the establishment of CABs because people who form a
community provide the most direct opportunity for making
a difference within that community while public health

research that aims to be successful cannot afford to overlook
this resource when planning strategies'>.  Collaboration
between researchers and communities helps to ensure that
communities themselves invest in the research, making data
and results more significant for the community, thereby
ensuring that the project is mutually beneficial®. Community
participation also helps researchers achieve ‘better penetration
of communities with more acceptable and culturally relevant
messages, and greater sustainability of the intervention
activities and effects”. Community participation in research
can be instrumental in raising awareness about influences of
HIV transmission within the community, producing attitude
changes in community leaders and strengthening leadership
capacity in those parts of the community most affected by
illnesses such as malaria, HIV/AIDS and TB. A common
perception in many communities is that researchers disregard
the perspectives and needs of the community. Community
participation can help build trust between the researchers
and those being researched. In short, CABs present an ideal
platform to address such challenges if and when they do
arise.

Establishing CABs in Malawi

Malawi does not have regulatory or legal requirements
or guidelines for the establishment of CABs. However,
research institutions involved in clinical trial research in
Malawi such as the Johns Hopkins University Research
Project (JHP-Malawi), the University of North Carolina
Project (UNC-Malawi), and the Malawi-Liverpool Wellcome
Trust (MLW) have trained and established their own CABs to
support their research activities. These research institutions
affiliated to, or independent of, the College of Medicine have
established CABs that ‘examine a whole array of research
studies™. However, for independent researchers within the
College of Medicine, such groups are not available. It was
for this reason that a proposal was submitted by the College’s
IRB to the European and Developing Countries Clinical
Trial Partnership (EDCTP) to call for support to strengthen
its research oversight activities. The title of the grant was
Enhancing Community Understanding and Protection
in Human Subjects Protection in Malawi. The project
lifespan was for two years, from March 2011 to March 2013.
Since the commencement of this project, 228 community

members have been trained in HSP and six CABs have been
established.

Methods

I report on activities that involved the establishment of
CAB:s at various clinical trial sites in Mpemba, Madziabango,
Thyolo, Ndirande and Zomba. The process of establishing
CABs at these sites involved conducting sensitisation
meetings with traditional leaders and Health Surveillance
Assistants (HSAs) in an area near or close to the health
facility where the clinical trial was taking place. The aim
of this meeting was to inform traditional authorities and
health workers within the community about the proposed
training and the establishment of the CAB. At this meeting,
the concept of CAB was introduced and explained to the
traditional leaders and HSAs.

Who should participate in a CAB?

It was important that local community leaders be engaged
because they are the gatekeepers of the community. They are
also the entry point into the community and should one wish
to launch a successful project, cooperation of community
leaders is vital. It was also during this meeting that the
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facilitators/trainers asked HSAs to identify individuals in the
community who could attend this training and to forward
names of participants who were proposed to the traditional
leaders for their vetting, We emphasised to HSAs the need
for gender balance and to include local political leaders, local
clergy members and not simply ordinary men and women.
The reason was simple. These stakeholders offered a good
opportunity for disseminating information to the community.
Following from this meeting, workshop dates were arranged
with the study team, a venue was identified and the selected
participants were invited to attend.

Training

The methods employed to train and establish a CAB was is a
three-day training workshop conducted in the local language
with community members residing near the training venue
and within the catchment area of the clinical trial. The
topics covered have been mentioned above.

Setting up the CAB

After participants had received the training in HSP, the
facilitators/trainers assisted the community to establish
a CAB for the clinical trial. Elections were held for the
positions of chairman, vice-chairman, secretary and vice-
secretary. The elected individuals made up the executive
committee of the CAB and the remainder of the trained
participants were the members. Sometime after the CAB
had been established, the facilitators/trainers organised a
one-day follow-up meeting which aimed to bring together
the CAB members to provide a report or feedback on the
CAB activities, the success and challenges and mapping the
way forward. This one-day follow-up activity provided the
project with a perfect opportunity to assess the impact of
the CAB by listening to the input by CAB members. The
information obtained from this meeting is presented below.
Findings

All the community members from the different areas
demonstrated willingness to participate in the training,
and they were receptive to the idea of establishing a CAB
in their community. The participants revealed that they
had never received such form of training, and topics such
as what health research is, the role of ethics committees,
informed consent and rights and responsibilities of research
participants were useful. In addition, the topics that focused
on CAB work generated much interest, particularly with
regard to the role and functions of CABs. The participants
felt that such a structure should have been putin place before
health research had begun in those areas. On the whole, the
training received positive feedback on the usefulness of the
topics and the need for a CAB structure.

Discussion

During our follow-up meetings feedback from the
functioning of CABs was presented. This feedback provided
important insights into the fact that sometimes practical
everyday difficulties can hinder the work of CABs. From
the feedback presented, four common themes became clear
at all CAB clinical trial sites.

Ildentity

Firstly, CAB members experienced a lack of support from
their fellow community members when communicating their
work, because members did not have identity documents,
shirts and other paraphernalia thatlinked them to the research
study. The perceived lack of legitimacy tended to demoralise
the group’s efforts to liaise with researchers and community

members. This suggests that for CABs to do their work
effectively, research studies ought to embrace them as soon
as possible and see them as part of the research team, while
respecting their independence, thus ensuring that CABs carry
out their role impartially. The caution to researchers here is
not to co-opt the CAB structure, as this may jeopardise the
independence of the CAB. It is important for researchers to
minimise and manage conflicts of interest between the study
team and CAB members so that CABs continue to work for
the protection of human participants in research.

Commuanication and relationships

The people serving in the CAB structures in Mpemba and
Madziabango reported that in the beginning the research
teams did not engage with them, invite them to have a
meeting or provide them with the necessary background
information on the clinical trial and stationery. This
oversight hampered the CAB work in the community. The
hurdle these two CABs encountered in the days following
their establishment demonstrated that, for CABs to be
effective, both researchers and CAB members need to go to
the community and disseminate information on the research,
establish relationships with the community, build trust and
work with the formal and informal leadership and power
structures in the community®.

Operational challenges, mainly financial

In Thyolo and Zomba, CAB members complained that they
were unable to do their work, and to meet with the study
team because of a lack of transport money to enable them
to travel from their homes and villages to the health centre.
For this reason, CAB members expressed that they should
be provided with monthly airtime vouchers and transport
allowances to enable them to communicate with the research
team, and to provide them with an update on the community
concerns and the challenges they faced in the field. Shubis et
al. noted a similar challenge in an article titled ‘Challenges of
establishing a Community Advisory Board (CAB) in a low-
income, low-resource setting: experiences from Bagamoyo
Tanzania’. The authors observed:

Working in a poor community introduced the unique
challenge of monetary expectations of CAB representatives.
From the beginning, BRTC has paid the travelling expenses
(fare and pocket money) for the CAB members to attend all
CAB related events. As small as the payment may appeat, it
is actually quite substantial for some of the members in our
area. We are aware that this financial support could influence
CAB members to alter their convictions or opinions of the
research projects”.

This implied that the idea of volunteering or volunteer
work during CAB training was not properly understood.
This finding supports what Chileshe and Tembo report on
the challenges they encountered with the establishment of
CABs in Zambia.

The issue of volunteerism was often problematic for CAB
members of the Zambia research studies. Most were
confronted with the local reality of high unemployment and
low income. Many felt that they should receive payment or
an allowance for their contributions's.

Community perceptions

Other challenges reported by CABs related to the rumours
and misconceptions of the research studies that, at the
time, were being conducted at all the sites we visited.
In Madziabango and Mpemba, a randomised control
trial  (RCT) testing scheduled intermittent screening



Malawi Medical Journal; 25(4): 96-100 December 2013

Community Advisory Boards 99

and treatment in pregnancy (ISTP) versus intermittent
preventive treatment with sulphadoxine-pyrimethamine
(ISTP-SP) in women protected by insecticide treated nets
(ITNS) for the control of malaria in pregnancy in Malawi
required that after birth, the woman’s placenta is taken to
test for traces of placental malaria. At the Madziabango
site, enrolment of women into the trial was slow and one of
the many concerns the community members had pertained
to the removal of the afterbirth. In Ndirande, a similar
problem existed for the RCT that looked at chloroquine as
chemoprophylaxis versus intermittent preventive therapy
to prevent malaria in pregnancy in Malawi. In the follow-
up meetings, the Madziabango and Ndirande CABs noted
that they had to address many community concerns. For
example, in Madziabango, many husbands were concerned
about why their wives’ placentas were being taken after birth.
In Ndirande, it was reported that community members
suspected that researchers, after childbirth, take the placentas
to sell them. This suggested that perhaps the community was
not sufficiently and appropriately engaged. Before starting
a research project, for instance, researchers need to have a
clear community engagement plan for the communities they
need and want to engage, and efforts to engage them should
centre on the specific health issue or goal that the research
is tackling or addressing. Another rumour that the Ndirande
CAB had to deal with was that they connived with the
researchers to siphon blood from participants who enrolled in
the study. This rumour was similar to findings in the Zambian
experience on the lessons learned from HIV-prevention
trials. “The rumours often exaggerated the amount and
frequency of blood samples collected, as well as why they
were collected. When study participants were reimbursed
for travel expenses, some people circulated rumours that they
were being paid for their blood samples™®. This suggested
that the challenges that CABs face in Malawi are not unique
to this context. In fact, across our geographical border,
similar rumours and misconceptions are abound.

Sharing experiences: some key lessons learned, including
recommendations for setting up CABs In this section, I
share our experiences with establishing CABs in Malawi. As
stated above, the challenges that CABs face in Malawi are
not unique, but common in other settings notably, in Zambia
and Tanzania.

Training and information

To begin with, I would like to assert that communities should
receive adequate information education and training about
the role and functions of CABs before the proposed research
starts. This means that CABs ought to be established before
the research activities commence so that CAB members
are adequately trained for their roles as CAB members and,
most importantly, on the protocol so that they can answer
any study-related questions and concerns community
members may raise. This also requires that researchers
set up sensitisation meetings with local health authorities,
traditional and political leaders and community members to
explain the function of CABs thus legitimising its existence
as this will ensure that communities understand the role of
CABs and buy into the concept of CABs.

Involving men

Most research in Malawi tends to target female participants,
because they are the ones who usually present themselves at
health clinics for medical treatment and care for themselves
or their children. Naturally, more women will tend to join

research studies and when they do, men in the community
must be involved, engaged and informed about the research
from the beginning. This is very important, especially in
the African context where men are the decision-makers in
the home and without their support rumours can flourish
thus impacting on study recruitment rates and enrolment
numbers.

The special challenge of volunteering

According to Akintola, volunteering involves committing
time and energy to provide a service that benefits someone,
society or the community without expecting financial or
material rewards'’. From our experience with CAB training
and establishment, volunteerism or the notion of being a
volunteer ought to be made very clear at the beginning of
the CAB training workshop. Community members who are
willing to serve on the CAB should understand that they are
volunteering their services to the research for the benefit
of the community. It should be made clear, therefore, that
the only compensation they can receive for rendering their
services to the research —and, by extension to the community
— is through ‘an honorarium to compensate for expenses
incidental to the CAB meeting”"®.

Conclusion

CABs address the core ethical obligations articulated in the
Belmont Report which are: to minimise risk and balance
benefits for research participants and their communities,
respect participants and communities and promote benefit-
sharing in research so that the benefits and burdens of
research can be distributed equitably. In addition, CABs add
to the application of the existing ethical principles to include
protections to communities. In this article, I have provided
a report back on the activities of the project on training and
establishing CABs. Challenges and key lessons learnt from
the experiences are provided, and recommendations are
offered for readers who are interested in learning from our
experiences.
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