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Abstract
Background: Community advisory structures such as Community Advisory Boards (CABs) play an
important role of helping researchers to better understand the community at each phase of the clinical
trial. CABs can be a source of accurate information on the community, its perception of proposed
research and may identify factors that make community members vulnerable to the problem under
investigation. Although CABs help to build mutually bene�cial relationships between the researcher(s)
and the communities in which the clinical trial is being implemented, meaningful engagement would
require ethical guidance and regulatory oversight.

The study assessed the stakeholders’ perspectives regarding the regulatory oversight of CABs in Uganda

Methods: This was a cross-sectional study employing qualitative methods of data collection and
analysis. Key informant interviews (KIIs) with the trial investigators, CAB chairpersons, community liaison
o�cers, regulators and REC chairpersons were conducted. A KII guide was designed and utilized during
key informant interviews. The guide included questions on role of investigators and CAB members in
clinical trials; challenges of community engagement; facilitation of CABs; regulatory oversight of CABs;
work relationships between investigators and CABs; and opinions on how community trials should be
conducted among others. All interviews were conducted in English.

Qualitative data were transcribed verbatim. A code book was generated based on the transcripts and
study objectives. Thematic analysis was used to analyze qualitative data in Atlas ti based on emerging
themes and sub-themes and in line with the study objectives.

Results: Of the 34 respondents, 29.4% were investigators, 29.4% CAB chairpersons, 29.4% research
regulators/REC Chairs and 11.8% community liaison o�cers. Fifty-nine percent were male and had
varying occupations and demographic characteristics. Content analysis identi�ed themes including the
current practices for CAB establishment and monitoring; need for regulatory oversight; appropriate
training and skills; and challenges faced by CABs.

Conclusion: There is need for regulatory oversight of CABs based on contextualized ethical guidelines as
well as capacity strengthening in terms of training and skills development.

Introduction
Community engagement has been a focus for global debate regarding ethical conduct of research. Many
national and international guidelines recommend engagement of research communities in a sustained
manner from the onset, design, conduct, conclusion and dissemination of research results, to enhance
the quality and outcomes of research, and for the protection of communities [1–4].

Such engagement is expected to address the ethical requirement that research be responsive to the
health needs of the community, minimize potential exploitation and abuse of research communities as
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well as facilitate uptake of research results [5].

Meaningful engagement would require contextualized ethical guidelines that facilitate regulatory
oversight and ensure community protections [6, 7], since unregulated engagement has been observed to
affect sound stakeholder engagement like limiting engagement to institutional gatekeepers [8].

Community advisory structures play an important role in linking the researcher to the study communities
and can provide input into informed consent, educational materials to be used in the research, input on
issues of cultural sensitivity and appropriateness of incentives given in the research [1, 2]. Community
advisory structures such as Community Advisory Boards (CABs) play an important role of helping
researchers to better understand the community at each phase of the clinical trial [3]. In the pre- trial
phase CABs are a source of accurate information on the community, its perception of proposed research
and may identify factors that make community members vulnerable to the problem under investigation.
In the protocol development phase, they provide inputs for the design of appropriate recruitment and
retention strategies, for the translation of study materials into local languages and for the development of
glossary of research terms. In the implementation phase, they help to channel accurate information to the
community and educate it about research, while bringing community needs and concerns to researchers.
In this way, CABs provide bi-directional feedback between researchers and the community. Thus, CABs
help to build mutually bene�cial relationships between the researcher(s) and the communities in which
the clinical trial is being implemented [9].

Although CABs are considered important during conduct of clinical trials, their formation and ethical roles
have been studied with equal praise and critique [10–16]. Challenges include poor CAB management,
lack of formal participation structures, language barriers, low literacy levels, lack of commitment,
budgets, and operational challenges [17–19]. Other issues that affected the effectiveness of CABs in
clinical trials have been documented as limitations of guidelines for their operations [20].

Yet there is need to address the long-standing questions and gaps around strengthening, implementation
and evaluation of stakeholder engagement in global health and clinical trials [21–27].

Despite the importance of CABs during the conduct of clinical trials, and their requirement by the national
guidelines and the national regulatory agency, there is a paucity of evidence on the regulation and
functionality of CABs in Africa Uganda inclusive [28–30]. A recent systematic review of community
engagement strategies in biomedical research in Africa found only eight articles that focused on the role
and functions of CABs [31]. Moreover, most of the available studies have been done on individual or
study speci�c CABs [32]. Only one study was identi�ed to have investigated membership practices,
selection criteria, quali�cations, and challenges of CABs at six Ugandan HIV clinical research institutions
[9]. Yet CAB members were observed not able to critically evaluate studies for the presence of exploitative
elements in Bangkok, Thailand [33]. Additionally, despite the requirement for CABs during conduct of
clinical trials by the national guidelines, there is no mechanism for providing regulatory oversight on how
such CABs operate in Uganda.
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The study assessed the stakeholders’ perspectives regarding the regulatory oversight of CABs in Uganda

Methods
Design and setting:

This was a cross-sectional study employing qualitative methods of data collection and analysis. The
study was conducted in Uganda between March and October 2020 covering 19 research institutions that
were conducting clinical trials according to the National Drug Authority (NDA) database(33). We
randomly selected 26 clinical trials out of the 74 that existed in the database including both completed
(not more than one year) and ongoing trials. We randomly selected 1 clinical trial per institution
conducting 1 to 4 trials, 2 clinical trials per institution conducting 5-9 trials, 3 clinical trials from each
institution conducting 10-14 trials, and 4 clinical trials from institutions conducting 15 or more trials. This
resulted into a total of 26 clinical trials from the 19 research institutions.  All CABs attached to the
selected clinical trials were included in the study. 

Participants: The study respondents included CAB chairpersons, trial investigators, and community
liaison o�cers. A community liaison o�cer is a person based at the research institution and his/her role
is to link the research institution or investigators to the communities where they wish to conduct the
study. In addition, research regulators from the National Drug Authority (NDA), Uganda National Council
for Science and Technology (UNCST) and Uganda National Health Research Organization (UNRHO) at the
national level as well as chairpersons of REC were purposively selected to participate as key informants.

Data collection: 

We conducted key informant interviews (KIIs) with the trial investigators, CAB chairpersons, community
liaison o�cers, regulators and REC chairpersons. We considered a purposive sample of individuals who
had a good understanding of community engagement in clinical trials in Uganda. A KII guide was
designed and utilized during key informant interviews. The guide included questions on role of
investigators and CAB members in clinical trials; challenges of community engagement; facilitation of
CABs; regulatory oversight of CABs; work relationships between investigators and CABs; and opinions on
how community trials should be conducted among others. All interviews were conducted in English. 

Data analysis: 

Qualitative data were transcribed verbatim. A code book was generated based on the transcripts and
study objectives. Project investigators AM, CA, JO and two research assistants independently read the
transcripts to identify codes which formed the basis for a code book. The codes were later discussed and
agreed upon. A computerized assisted analysis of the data helped to ensure a standard and comparable
analysis and interpretation of the data. Thematic analysis was used to analyze qualitative data in Atlas ti
based on emerging themes and sub-themes and in line with the study objectives. Qualitative information
is presented as narratives and quotes.
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Ethical considerations:  Ethical review and approval was obtained from the TASO REC
(TASOREC/065/2019-UG-REC-009) before study implementation.  Registration and clearance of the
protocol was done by UNCST (SS 5120). The research team sought administrative clearance from
institutions and community gatekeepers. All participants were adults of 18 years and above and provided
written informed consent before enrolment into the study. All the methods were carried out in accordance
with relevant national and international guidelines and regulations. No participant identifying information
was recorded.

Results
Of the 34 respondents, 29.4% were investigators, 29.4% CAB chairpersons, 29.4% research regulators/REC
Chairs and 11.8% community liaison o�cers. Fifty-nine percent were male and had varying occupations
and demographic characteristics (Table 1).

Table 1:  Demographic characteristics of key informants 
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Characteristics  

Investigators N=10

Sex, n (%)  

Male 7 (70%)

Female 3 (30%)

Age in years, median (Range) 40 (31-62)

Area of specialization, n (%)  

Epidemiologist   3 (30%)

Public health 3(30%)

Pediatrician  2 (20%)

Medical Doctor 2 (20%)

CAB chairpersons N= 10

Sex, n (%)  

Male 5 (50%)

Female 5 (50%)

Age in years, median (range) 48 (32-75)

Area of specialization, n (%)  

Epidemiologist   2 (20%)

Medical Doctor 1 (10%)

Social worker 2 (20%)

Teacher 2 (20%)

Theology 2 (20%)

              Civil servant 1 (10%)

REC chairpersons N= 7

Sex, n (%)  

Male 5 (71.4%)

Female 2 (28.6%)

Age in years, median (range) declined  

Area of specialization, n (%)  



Page 7/24

Epidemiologist   1 (14.3%)

Sociologist  1 (14.3%)

Pediatrician  1 (14.3%)

Physician 2 (28.6%)

Pharmacist 1 (14.3%)

Medical Doctor 1 (14.3%)

Community Liaison O�cers N= 4

Sex, n (%)  

Male 2 (50%)

Female 2 (50%)

Age in years  

Median (Range) 44 (28-54) 

Area of specialization, n (%)  

Sociologist  1 (25%)

Public health 1 (25%)

Clinical epidemiologist 1 (25%)

Teacher 1 (25%)

Regulators N= 3       

Sex, n (%)  

Male 1 (33.3%)

Female 2 (66.7%)

Content analysis identi�ed themes including the 1) current practices for CAB establishment and
monitoring, 2) need for regulatory oversight, 3) appropriate training and skills, and 4) challenges faced by
CABs. 

1.  Current practices for establishment and monitoring of CABs
activities
The formation of the CABs takes on a consultative process among the different stakeholders together
with the target trial community. Research institutions utilize different approaches in the process of
identi�cation and selection of members to serve on their CABs. For most research institutions, the
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Principal Investigators and the research team write to organizations or different constituencies relevant in
the implementation of a proposed trial. 

“It is the communities to identify people. It is the community that selects representatives because for you
as the researcher, how would you know who to bring on board? You don’t know but you approach
structures within the community and request them to identify people who can sit on the board namely
religious bodies, local leaders, HIV groups, groups out there working with HIV, and the media. We
approach them and ask them to identify a person to represent them on the board.” (KII, Investigator)

“And CABs are actually not at the PI level in fact the community sits and selects the person they want to
represent them so actually that should be left to the CAB members to entirely choose the CAB colleagues
whom they see can be relevant to the study at hand.” (KII, CAB Chairperson)

It was noted that in some cases, investigators would directly identify individuals or experts relevant to the
conduct of their clinical trial and write to them asking them to be part of their CAB or identify the potential
members. 

“It is a process that requires time and resources. We have formed ours. You meet as a team to set it up.
You identify the different areas that the team feels are key to their project. We write letters to the head of
those constituencies. If it is the teachers, you write to the teachers’ association and if it is the VHTs, the
leader of VHTs. We give all the constituencies time to identify their persons and respond. So, when they
do, we also wait for all the other identi�ed constituencies to second their representatives. Thereafter, we
train, orient them and deploy.”  (KII, Investigator).

Our �ndings also revealed that in other instances, research institutions team up together and agree to
form a joint CAB that can serve them across the different clinical trials they are undertaking.

“We met as four partners and identi�ed groups of interest to us. For example, in one trial, we are working
in schools and therefore we needed school representations. Being that it is health we needed a health
expert representation and we all agreed as partners that we shall need representation from DHO’s o�ce,
teachers, religious and cultural leaders. Then, for HIV vaccine trials, we needed expert clients.” (KII,
Investigator)

The process of identi�cation and formation of the CAB requires time and �nancial resources. More so,
investigators reported that some trials do not provide budget lines for CAB activities. And if they do, the
resource envelop is so small. 

“Each institution has its own way of selecting community advisory boards. But the cardinal principle is
that the community advisory board should be independent of the research institution and their role
should be more inclined to being advisors and not being part of the research team. We know the
dominant faiths in Uganda. In such a case, you would need to go to the religious denominations and
request them to nominate someone to represent their constituency on our CAB.” (KII, Community Liaison
O�cer)
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Our �ndings further revealed that whereas there is guidance on formation and selection of members of
the CAB, there were variations in terms of the number of members serving on a CAB and the tenure of
o�ce a member is supposed to serve. The expectation is that the number of members serving on all
CABs and their tenure of o�ce should be uniform across the board. However, this was not the case. For
example, when asked how long they are supposed to serve on a CAB, CAB chairs’ responses ranged from
1 to 15 years with a median duration of 5 years (interquartile range (IQR): 3-7). 

“For the tenure of o�ce, we have a very big problem because it has been very vague. We have not had
rules that you are supposed to serve for three years or one year and then another team takes over. For the
CAB, how we have been doing it is we constitute one for a particular study and it serves the entire period
of the study. But there are times where studies would overlap and the same CAB was serving more than
one study. Except what would change will be like the community representative because the study needs
to have study participants coming in but the same CAB would remain.” (KII, CAB Chairperson) 

“For our institutional CAB, each person is supposed to serve a term of two years renewable once. So, at
the end of the four years you are replaced and this is done in consultation with the seconding
constituency. Based on the individual performance, they will recommend the person to have another term
of o�ce. But also, we evaluate the performance of that particular person by looking at how this person’s
attitude has been throughout.” (KII, Community Liaison O�cer)

It was noted that in the current national research ethics guidelines, CABs are supposed to be formulated
by the Principal Investigators of the different clinical trials ….

“Then we also have a section on Community Advisory Boards whereby it is required for a researcher to
set up a CAB if they are going to do a clinical trial and I have actually seen it mostly in clinical trials. Then
within the proposal, we look out during the review to have a community engagement plan. So, protocols
and proposals are not approved when there is no community engagement plan and currently within the
national research management system the online research application platform, we have embedded the
requirement of a community engagement plan. So, it is going to be a must, .” (KII, Research regulator) 

However, our interaction with some of the key informants revealed that there were other considerations
for the selection of an individual to serve on a CAB. Apart from the language and cultural values, some
CAB members are selected because they are in�uential in their communities they come from such as the
teachers, religious leaders, healthcare providers, and other technocrats. 

“The local language is part of the culture but in a way, a CAB member may not have the knowledge of the
local language. For example, if you are dealing with teachers in a school, you may have this particular
in�uential teacher in the village who does not speak the local language but the community respects
them.” (KII, Investigator) 

Mechanisms for monitoring CAB activities 
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Respondents noted that the Principal Investigators regulate CAB activities. In some cases, it was reported
that CABs regulate themselves with guidance from community outreach teams.

“ … they are actually supposed to regulate themselves but   with support from the community team
because if you woke up today and recommended me for a CAB, I would ask you, “What are we doing
here? So, they are guided by the community outreach team but they should be able to work
independently.” (KII with Investigator)

“CAB membership is voluntary work, they monitor themselves and we still have a network, we are not here
on our own. We network with others we share ideas on how they run the CABs, how they do the
outreaches, we share so many ideas so we are in a network since we basically have the same challenges
since we do the same kind of work.” KII with CAB Chair

“In my opinion I do not think that we should be �rst of all regulating them against what?  What is it that
they can do wrong these CABs because they should be able to regulate where we think people might be
wrong?” KII with REC chair

According to study �ndings investigators recommended regulators to determine the kind of guidelines or
manuals to standardize operations of CAB activities.

“I think that would depend on the regulators to determine whether they want to regulate CABs or not? And
if they decide to regulate, they need to ensure they standardize the way CABs work.” KII with Investigator

Respondents observed that since the REC has been mandated by the UNCST to review protocols, monitor
implementation of research activities and ensure dissemination, the RECs can as well monitor the CABs.
Other regulators proposed that investigators should do some monitoring of CABs through mutual
discussion of expectations by both parties and by investigators not imposing their ideas on CABs since
they are formed by these Investigators.

“RECs review the protocol process and follow up implementation of research. So, the RECs can have
some guidelines on monitoring CABs and also make reports on their failures and achievements.” (KII
Regulator)

Other respondents observed that even though the CABs are expected
to oversee the activities on research institutions in the community,
their operations are controlled by the same institutions. 
“Community Advisory Board, we are supposed to be the bosses to these people here at the institution but
when you look at how it is set up you will �nd that they are the bosses and they monitor as well as
regulate our work. For example, they decide on when we are supposed to seat, they decide on the amount
they give us for facilitation then how can we be bosses to them, sometimes it becomes really hard.” KII
with CAB Chair
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2. Need for regulatory oversight
Findings revealed that the ultimate purpose of regulatory bodies is protection of the rights and safety of
the research participants as well as ensuring good quality scienti�c research studies. Regarding safety of
participants, regulatory bodies try to ensure that researchers do not harm study participants. Regulators
further noted that their role was to ensure that the needs of the community are taken into consideration
and that researchers pay attention to their conduct in the community by following the Standard Operating
Procedures (SOPs).

Setting a regulatory framework for CAB 
Several suggestions were given for regulation of CAB activities and these ranged from having a speci�c
CAB for each clinical trial, conducting a Needs Assessment of CABs intended purpose, roles, challenges
and having an individual at UNCST to oversee CAB activities. Regulators recommended that each trial
have its own CAB rather than having one CAB for all the trials at a given research institution like it is for
most of the institutions in Uganda.

“ … it would be good to have different CABs for different clinical trials than having the research institute
set up one CAB because each trial has different demands and also has different scienti�c elements, so it
has a risk of someone having sort of disinformation.” KII Regulator 

“The structure, the researcher can propose within their proposal and then submit names and then where
they are coming from and then the UNCST would approve. So, it comes from the researcher’s proposal
then to UNCST then UNCST will be like okay, this CAB for this particular research, the people are from this
particular area and are well conversant and are not so busy. They are not like in 5 trials to give this
particular trial all the time it requires.” KII Regulator 

The other suggestions included the need for speci�c and clear guidelines specifying the quali�cations of
the different CAB members. It was reported that this would make it simple to choose community
representatives.

“ I think that probably we need to have guidelines, it would be simple of who can be a community
representative.” KII REC Chair

Empowerment of Research Ethics Committees to regulate CABs was another suggestion given. It was
also suggested that Principal investigators should let CABs be independent and they should not impose
on them whatever they want to do. This should be monitored by the RECs.

“I think the RECs should be empowered, we should, to be able to identify where the community Advisory
Board is advisable and the way to deal with it,   I think it should be left �uid as we get to advance in our
research.” (REC Chair).
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“So, they are set by the PIs , but the PI should not impose things on them. I think that is a key statement.
When you go to engage them, you want to �nd what they think, and what their expectations will be and
what your expectations will be. That is but when you start going and you tell them this is what it is, this is
what, it becomes a problem, that is where the REC becomes critical to be sure that whatever was planned
is going on in the right way. So, the processes of monitoring them becomes critical.” (REC Chair)

Respondents felt that conducting a needs assessment on the intended goal for formation of CABs, their
roles, training needs and challenges and the facilitation they need to function smoothly was also
suggested before setting up a regulatory framework. They suggested that there should be a focal person
at the UNCST to oversee CAB activities and clear guidelines on the formation, the tenure of o�ce, the
roles of CABs and quali�cations of CAB members and on who facilitates and regulates CABs.

“It is something someone needs to look through and see where, do like an assessment, , what did we
want by establishing these CABs and right now, how are they performing and then in the gaps of how
they are performing, how often do they meet, which kind of people are on these committees, that kind of
assessment and what roles are they doing? Because someone the roles may have been too di�cult for
them and then, that kind of assessment that was done for accreditation of the RECs can also be done,
like some kind of assessment of the CABs and then maybe get a particular package, do a training needs
assessment and see how evolving even the already existing CAB members and engage them, get their
views and see how, you understand their challenges for you to get a model that can work and be
sustainable because the other issue with the CABs of course if they are to meet there are these, how
would they be met because now like the RECs for them they charge. So, then the running of the CABs
unless it is institutional, how then would you hold them to account for their representation.” Regulator 

Findings also revealed the need to set up a person at UNCST to oversee CAB formation and activities. It
was also recommended that CAB be appointed by the researcher but that REC and UNCST take on the
role of approving it.

“We talked about having a person at UNCST, like the secretariat then the CABs being appointed by the
researcher and being approved by the REC and UNCST. And then that particular CAB would work with the
regulators, NDA, UNCST, UNHRO, during the implementation. The previous would be reviewing the
protocol, development then this one would be during orientation.” Regulator

“Right now, the community engagement issues are not handled by the UNCST. We just do regulatory
oversight by looking into what has already been approved, has researcher A, B and C set up a CAB and
then let go but if given, if UNCST decides to for example say okay �ne we are looking into CABs de�nitely
they will say that there will be an o�cer available.” Regulator

It was also recommended that UNCST �nd ways of generating funds for sustaining different CABs, for
facilitation and for running CAB activities.
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“I think the UNCST can �nd a way of generating funds to sustain the different CABs but also to have a
say on what happens and given that it is also in line with the o�ce of the president, they are able to say,
district, this person actually belongs to a particular district and is well suited to be there.” Regulator

Recommendations on Regulation of CAB activities 
We sought views regarding having a formal link between regulators and CABs. Results indicated a need
to institutionalize to remain focused on particular research studies. Additionally, many respondents
believed that it’s important for CABs to be adequately regulated by either the REC or the UNCST based on
clear guidelines for their establishment and operations. It was observed that, for CABs to be independent
and for there to be any regulatory oversight on CABs there is need for clear guidelines on who regulates
the CABs, what the role of the regulators are and guidelines on the formation of CABs, the composition,
the tenure of o�ce, the facilitation and who is responsible for facilitation. There is also need for a person
at UNCST to oversee CAB activities.

“That would be a good option and it would mean we will have to strengthen this technical support
supervision and expect the comments directly from the CABs to the regulators. Because, with the
regulators there should be a section [in the guidelines] where there is monitoring and evaluation. Because
if for instance we are supposed to stop a study, I have to stop it based on this information. So, when the
CABs are sharing information, everything must be in writing but they should always give a copy to the
regulators.” Regulator

“I would �rst have to reexamine the role, the current role of the CAB and see where we would �t in because
apart from us where we would �nd that trial needs intervention and then we would engage them, I don’t
know whether institutionalization would work for us in terms of role.” Regulator

“I think Community Advisory Boards are going to be there for the individual studies. So, it is an informal
structure. It is not a structure that is permanent and the community representative is on the REC so I think,
it is enough to monitor how well the communities are taken care of from the activities of the research at
the sites. And maybe if we are saying that the number for the community REC could be given out to
anybody that might be a CAB but we also know that our chairpersons are representatives of the REC so
you just want to de-franchise.” REC Chair

“It is a good thing to do, it really depends on the kind of study you are doing, if there is many, you know
the community members are one or 2 on the RECs for us we have 3 because we have a huge, a very huge
task, our REC is very busy, in fact it is the busiest REC in the whole country.” (REC Chair

The study explored respondents’ opinions on who should regulate CAB activities. And according to study
�ndings it was recommended that UNCST or Research Ethics Committee should do the regulation of
CABs to streamline their operations and to promote their independence.
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““Well, UNCST is the regulator. the IRBs are accredited by UNCST so maybe there could be accreditation of
CABs by the regulators so that their function is enhanced.” KII with Principal Investigator

“That is where the REC becomes critical to be sure that whatever was planned is going on in the right
way. So, the processes of monitoring them becomes critical.” REC chair

“Monitoring CABs should be an active role by the regulators; the regulators should not just sit. And there
are many ways they can get their regulation done, either by delegation at the district or by having a formal
o�ce with an o�cer to monitor the CABs activities. And now as they go for monitoring and evaluation
now they will be linking up with the community people. So you have a formal function at the same time.”
Regulator 

Some respondents felt that there was no need for regulation of CAB activities. Findings also revealed that
there are many regulatory bodies and hence no need for further regulation.

“I think one of the things that I know, that we are doing now in our research controls, we have several
bodies, we have the National Council for Science and Technology, we have the RECs, we have the
National Drug Authority. We have the site SO committees or the science committees. Those are enough
regulators in my opinion. Let us engage, let us recommend the communities are engaged but let us not
create another regulatory layer.” REC Chair

3.  Training of CABs
Study �ndings showed that to ensure substantial community engagement by CABs, trial investigators
endeavor to prepare CAB members in form of giving them induction briefs on a given clinical trial they
plan to undertake. CAB members are basically provided with protocol-speci�c introductory training that
covers the standard operating procedures (SOPs) speci�c to community engagement for a given clinical
trial. The supposed training only includes a lay orientation to the research process and community
engagement procedures speci�c to the trial and this happens at the onset of implementation. 

“Apart from training them on the protocol, we haven’t yet given them a proper training. There are a number
of trainings that can be given to them including research in general but we have not done that yet. As a
team, it is a wakeup call for me to plan and have some engagements and train them. (KII, Investigator) 

“We usually give them an overview about the study, target participants, the eligibility and also ask for their
input. We also train them on the planned community engagement activities and then we shall need the
CABs especially in recruitment and following up participants. (KII, Investigator)

“I don’t remember any trainings that we have conducted for our CABs apart from those mini trainings or
meetings like the very �rst CAB meeting where we tell them about their terms of reference, what is
expected of them and what is expected from the study team. And then the refresher in the middle so they
can always remember their roles (KII, Investigator) 
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Other respondents alluded to the fact that CAB members should get trained on other issues important in
the conduct of clinical trials such as research literacy and advocacy in community engagement in trials.
This however, was often tailored to the interests of the research team in respect of the study they are
undertaking. 

“First, we make them aware and appreciate the role of research in our day-to-day life, basically research
literacy. The second is advocacy- how to engage the communities; and then, their roles and
responsibilities as a community advisory member, their mandate. (KII, investigator)

Respondents observed that the training availed to CAB members was inadequate to facilitate
appreciation of the research processes.

“We need them [PIs] to support the CAB. We need more relevant information in trials. As CAB members we
need to understand the research language. For example, you are talking about placebo but there are so
many members you can ask about placebo and they don’t even know what it is. We need to get to a level
where we understand things.” (KII, CAB Chairperson). 

“Following a power point presentation, a professor challenged one of the technical staff on the study and
said, “thank you for your presentation but isn’t this too big for these people?” Looking at the composition
of our CAB, I am a reverend, the other one is a sex worker. What they need to do is to simplify the
information in that language you understand but not the scienti�c terminologies which confuse us and
opt out of the CAB meeting.” (KII, CAB Chairperson).

It was noted that to ensure CAB members are adequately empowered to effectively perform their roles,
trainings and capacity building for CABs should not be primarily left to the trial investigators and research
team. Other stakeholders such as the research regulatory bodies and ethics committees should take up
the role of giving capacity to CABs and empower them as required.  

“In a training session you may mention one or two ethical issues but spend more time on the project and
the integrity.  That role shouldn’t be left to the Investigators. Ethical training for the CABs should be a role
for the REC.” (KII, Investigator).  

Findings revealed that different research institutions led by principal investigators and the community
liaison team determine the training of CAB members both the content, length of the training and period at
which the training should be conducted. Such practices do not provide room for standardization of
practices across the different studies because the trainings are not guided by any regulations of
guidelines.

“Once a CAB is formed, the major bit is training, they need training, they need to be trained, not only on the
protocols that we are working on, not only on consent forms but understanding ethics.” KII with
Investigator



Page 16/24

The study revealed that it is the principal investigator that determines the content and length of training
for CAB members. According to respondents the content and length of activity varied depending on the
type of study and on how fast CAB members comprehended what they were taught.

“I think it differs from CAB to CAB and it depends on how quickly they understand what you are telling
them but there should be training. Understanding the research process, , that is critical, and for a given
research, they need to understand what it is that the researchers are doing. You know, how are people
followed up? What is done during follow up? How the rights and the welfare of participants is kept and so
forth, all these things  the CAB member should really understand.” KII with Principal Investigator

4. Challenges regarding regulation of CABs
Challenges of regulating CABs range from lack of clear guidelines, in�uence by the researcher, the
voluntary nature of their work and nature of the study or study requirements. For instance, lack of clear
guidelines on the quali�cation of CAB members or community representativeness of the CAB creates a
situation of uncertainty on who should serve as a CAB member.

“We need to have guidelines; it should be simple to determine the community representativeness of the
CAB.” KII REC Chair

Regarding the setup of the CAB, since the CAB is formed by the investigator, regulators cannot advise or
question who and why some people are selected to the CAB. This raises issues about quality and
standards of CAB activities.

“These are set up by the researcher so, it is hard to basically say, “can we have so and so included on the
CAB.” You can only advice, but you have no legal mandate constituting the CABs.” KII Regulator

Independence of CABs and lack of legal mandate of UNCST to constitute the CAB. Some regulators
explained that the CABs have some level of independence and that UNCST guidelines do not give
regulators the authority to interfere in the work of CABs.

“These are sort of independent of UNCST and you have no legal mandate constituting the CABs for the
researcher. So, it would be good to have different CABs for different clinical trials than having the
research institution set up one CAB because each trial has different demands and also has different
scienti�c elements.” KII Regulator

The nature of the research study: Different studies present with different requirements. Regulators noted
that CABs might be relevant in some studies and not applicable to others.

“CABs can be very relevant in other projects and in others they are not. For example there are trials that
will engage 20 people and these don’t come from a very well-de�ned community. You won’t have a CAB
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for them but we still have to make sure that their rights are not abused and to uphold the ethics
surrounding the study activities. (KII REC Chair)

Inadequate funding for CAB activities:  Findings revealed that RECs review protocols without a pay and
therefore it would be possible to sustain a CAB network or committee without pay but only receive
transport allowance on days when they have meetings. But aspects like sustaining a CAB Network or a
CAB committee would be challenging without adequate funding.

“They are volunteers, they are volunteers but now once a CAB is formed, the major bit is training as I have
said, they need training. They are given transport refund really because they are just volunteers. So, they
are not given a stipend, they are not given sitting allowance, no.” (KII Principal Investigator)

Facilitation of CAB Activities
Findings revealed that CABs are voluntary bodies that do not receive salaries but facilitated with sitting
allowances during meetings. They are volunteers and when they sit, then they are given transport refund.
The study revealed that some institutions budget for CAB activities on a quarterly basis and that funds
are drawn from different research project budgets which form a pool from which CAB are facilitated with
transport. In some cases, this was highlighted as a challenge that hinders CABs from performing their
roles since Principal Investigators or researchers cannot facilitate them.

“It is really voluntary, they are reimbursed transport, and I don’t know how much they give them like
around 50,000 plus, not more than 150,000 shillings.” KII with Principal Investigator

“Our studies budget for CAB activities, so every study needs to budget for CAB activity because we are
going to use them anyway for all our studies, so every single project brings in a small contribution and
when they come here, they are reimbursed.” KII with Investigator

 Meetings and Feedback mechanisms of CAB members
Study �ndings revealed that the methods of CABs giving feedback about their activities and issues in
their communities varied across different research institutions. Some of the methods reported included
free discussions, use of email, phone calls, sharing during the Cross-CAB Network and walk ins in case
something is very urgent.

“I don’t have like real speci�c times when they meet but I think generally there is free discussions if they
have heard any myths and misconceptions, they can call the community team, the team members
directly, they can send emails, they can meet at meetings and then there is the annual cross CAB Network
that happens in November.” KII Principal Investigator

“If there is anything urgent, a CAB member can come to the site, if things may not be urgent, that can be
discussed during the meeting.” KII Investigator 
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Findings revealed that investigators are responsible for organizing CAB meetings and determine the
agenda of the day.

“We normally meet once a quarter and when they come here, we give them an overview of how things are
going, we listen to them on how, the last time we spoke about that what happened and even new studies,
we introduce them to new studies and get their views on new studies, so there is usually a clinician that
presents to them, every CAB meeting there must be a clinician and then the community team and we all
sit together and discuss.” KII Investigator

Independence of CABs

It was observed that the independence of CABs is questionable since they are formed by investigators
that are responsible for the concerned research study. Some respondents noted that independence was
necessary but there has to be some form of regulation.

“The issue of independence is one that is challenging, but I think what would make them a little more
independent is the fact that they are not chosen by the researchers. If they were chosen by researchers
and paid a stipend by researchers, I think that they would not be independent because I look at the salary
you pay and say but given that they are volunteers, we don’t pay them and we don’t choose them I
suppose that there is some degree of independence.” KII Investigator 

“They should be independent, but regulated for clarity of roles between CABs and investigators” (REC
Chair)

Study �ndings revealed that this idea of independence was just theoretical but the reality was different.

“Theoretically, they are independent but practically they are not, even us as investigators we are not
entirely independent. For we do this work on behalf of someone. Further, we as PIs have interests
concerning the studies to protect, so even if CABs want to operate independently our decisions would
override their recommendations.” (KII with Investigator)

Some respondents proposed that for CABs to be independent principal investigators should not impose
things on them. It was suggested that expectations from both CABs and Principal investigators should be
spelt out at the start.

“Of course, now you have seen the issue of the PIs coming in, so that is why I told you when the
investigators present, we get to know that this is what is happening, so they are set by the PIs yes, but the
PI should not impose things on them. I think that is a key statement. When you go to engage them, you
want to �nd what they think, and what their expectations will be and what your expectations will be. That
is but when you start going and you tell them this is what it is, this is what, it becomes a problem, that is
where the REC becomes critical to be sure that whatever was planned is going on in the right way. So, the
processes of monitoring them becomes critical.” (REC chair)
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It was also proposed that there is need for a regulatory body like the UNCST to have legal mandate to
oversee and ensure that CABs remain independent and that they are not in�uenced by researchers.

“The independence would come in if there is an authority that �rst of all has a legal mandate and also
independent of research because UNCST apparently does not carry out clinical trials or research, so, if
UNCST is able to look into the different CABs that are being formed and actually have a say on what is
going on.” Regulator 

Respondents observed that for CABs to be independent, and to make decisions independently the legal
mandate to regulate CABs has to be given to an independent body rather than being left to principal
investigators. However, this approach has a challenge of striking the balance of facilitating the CAB
members and also making sure that they stay objective and they are independent and they are doing their
work in the best interest of the communities they represent.

“We are banking on the fact that people (PIs) have the highest honesty. Otherwise, really there can be a lot
of compromise. But I also see there is a potential con�ict many times when those community-based
people have not been given money because they are not part of the program. They think it is an
allowance. Regulator 

“This is very di�cult…because you may say okay, I am appointing one person who is answerable to me.
But now here, you don’t know where the PI is going to come from. So that one we have to think about it,
how you can involve the community without compromising it. Because they will not come if you do not
pay them; you have to disguise the payment maybe as transport or something like that. But don’t give
them a salary; just give them a small token and say this is your transport. Regulator 

“There is need for institutionalizing them and attaching them to local authorities so that they are not
necessarily linked to the PI, because they are the ones to pay them- Regulator 

Discussion
We assessed existing regulatory and monitoring mechanisms for CABs in Uganda and our �ndings
revealed that the CABs are appointed by the research institution/researcher, operate under the guidance
of the researcher and lack guidelines or regulatory oversight by the UNCST and or RECs. Respondents felt
that CAB operations and activities should be regulated by the national regulators or RECs with a hope
that this would streamline operations and promote their independence. They felt that regulators should
determine the kind of guidelines or manuals to standardize operations of CAB activities at the different
research institutions. The need for regulation of CABs can help in promoting transparence, accountability
and improved ethical conduct of research [28, 30, 33]. This can also help regulators appreciate the nature
and extent of community engagement that would have been carried out by the CABs. Guidance for CABs
and other related community engagements approaches has been provided by some initiatives because
only well guided and regulated approaches can perform their functions effectively [34]. Although such
guidelines are generic, non-contextualized to any particular local setting and were developed for HIV
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prevention trials. CAB Charters have also been used to guide CABs though not informed by country
speci�c guidelines.

Respondents further highlighted the fact that since the RECs review protocols, monitor implementation of
research activities and ensure dissemination of research �ndings, they can as well oversee CAB activities.
This is in line with the fact that the community engagement carried out by CABs is increasingly becoming
an integral component of the research process and has been mandated for almost all clinical trials.
Regulation of the CABs by the concerned REC or national regulator will go a long way in helping the
regulator to provide adequate oversight on the community engagement aspects of the research. After all
most of the research ethics regulations and guidelines in Uganda require RECs to provide oversight for
most of the research related activities [3].

A number of challenges affect the current operation of the CABs were highlighted and these range from
lack of clear guidelines, in�uence by the researcher, the voluntary nature of their work and nature of the
study or study requirements. For instance, lack of clear guidelines on the quali�cation of CAB members or
community representativeness of the CAB. Additionally, CABs may not be Independent because their
activities are facilitated and sorely depend on the investigator whose research, they are supposed to
provide community engagement, and in so doing, they dance to the tune of the researcher. This challenge
is similar to that faced by RECs which are established and funded by the host institution, yet their
functions are expected to be independent. Thus, if RECs can perform their functions well, so does a well
constituted CAB provided guidelines and regulatory oversight is carried out.

Other challenges facing the effective operation of the CABs include the fact that they are appointed and
work for a speci�c investigator and or institution, the lack of adequate and sustained funding for their
activities as well as lack training and skills to perform their roles. These challenges can be addressed
through a number of mechanisms including; regulation by UNCST and RECs, development of guidelines
for effective community engagement and CAB activities, mechanisms for funding CAB activities that are
independent of the investigator a well as regular and appropriate training. These proposed mechanisms
are feasible based on the fact that even the RECs tend to operate under similar circumstances. These
challenges of CABs in Uganda are not unique as literature highlights a number of issues including
incomplete ethical regulations and guidance; limited knowledge of science among members of
communities and CABs; unstable and unbalanced power relationships between researchers and local
communities; poor CAB management, including lack of formal participation structures and absence of
CAB leadership; competing demands for time that limited participation in CAB activities; and language
barriers between research staff and community members as well as shortcomings within the research
team [35,36 ].

It was also noted that there is need for trial speci�c CABs, setting up speci�c and clear guidelines about
the quali�cations of CAB members, empowerment of CABs to oversee CAB activities, conducting a needs
assessment of CABs as well as adequate training both in protocol speci�c aspects as well as research
ethics. This observation is in line with the fact for any individual or group of individuals to perform their
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functions effectively, adequate capacity development is essential, and this necessity has been
highlighted by other scholars [ 35,36].
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