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Abstract

Background

Community engagement (CE) is pertinent to ethically and scientifically rigorous infectious

disease clinical trials in sub-Saharan Africa (SSA). However, there are critiques that CE is

not properly embedded in research processes and that there is uncertainty about what CE

entails. The aim of this study was to gain an understanding of CE in infectious disease clini-

cal trials in SSA, specifically factors affecting CE and existing strategies for engaging with

communities.

Methods

Semi-structured telephone interviews were conducted with 20 community and clinical trial

(CT) stakeholders who worked in SSA. The audio-recorded interviews were transcribed ver-

batim and analysed inductively using thematic analysis.

Results

Themes are as follows: 1) Communities are abandoned research-entities—a disconnect

between scientific teams and communities was observed and knowledge translation was

not prioritised at the community-level. 2) Us and them: community engagement teams vs

investigators—CE teams expressed that researchers did not account for CE processes and

often did not involve CE staff in their planning, and felt that their roles were not valued. 3)

Ethical considerations: concerns and gaps—there were concerns that procedures were not

standardised and that ethics processes were not adhered to. 4) Opportunities for improved

CE practices—training needs were expressed, including for standardised practices, ethics,

and for developing a holistic understanding of collaborating with communities.
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Conclusion

CE role players require intensive training to ensure ethical CE and that communities are

treated with dignity. This includes 1) using collaborative strategies involving research and

CE staff, 2) protocol-adherence that recognises CE as pertinent, 3) viewing communities as

complex and building relationships that are sustainable, and 4) ensuring that knowledge

translation is considered at a community-level. Further research is necessary to investigate

potential training programmes that integrate these elements.

Introduction

Infectious disease clinical trials are essential to identifying treatment options for patients in

sub-Saharan African contexts, where there are significant disease burdens related to HIV [1]

and TB [2]. Clinical trial research cannot be implemented without research participants [3]

and community engagement (CE) is the bridge between the research study and participants,

and should be seen as an “ethical imperative” [4]. Community engagement is defined as an

approach that aims to improve the conduct of research and its outcomes, through the ongoing

collaboration of research-study staff and communities, throughout the research process (from

protocol development stages to dissemination activities) [5]. These collaborations should be

based on trustworthy relationships [6] and Dada and associates have proposed four R’s that

should be embedded in CE processes, which (if implemented) are said to offer benefits for fos-

tering effective engagement. Through the four R’s it is posed that relationships between CE

trial staff and communities must be reciprocal and that communities should be approached in

a contextually, culturally, and linguistically appropriate manner, and that relatable examples

must be used to help people understand various facets of the study. Moreover, an appreciation

of the “importance of interpersonal relationships and respect for the people, their customs, and

traditions” must also be prioritised in CE processes [7].

CE practices have been positioned as essential to effective and ethical research and interven-

tion processes [8]. Despite this, decades-long critiques persist problematizing the lack of inte-

gration of CE processes within research processes, including infectious disease clinical trials

that have clinical side-effects for participants [9]. Earlier conversations by the research-com-

munity spoke to the need for literature and transparency about what CE entails in practice [9].

While this gap has been addressed to some extent, regardless of Good Participatory Practice,

CE is still met with confusion stemming from unclear guidelines [10] and there is an evident

need for transparency and clarification on the process.

A dominant narrative (and critique) surrounding CE is the need for ongoing (as opposed

to once-off) relationships between clinical trial organisations/staff and communities, resulting

in requests for building sustainable relationships among these parties [11]. CE stakeholders’

sentiments may hold undertones that poor “relationships” with communities threaten effective

CE. For example, Dietrich and associates’ studies reveal important lessons as CE stakeholders

repeatedly referred to the need for fostering connections, long-lasting relationships, and “find-

ing the best way to reach people” that is not a “one-off” (2023).

Another aspect of CE that seems to be problematised is an apparent lack of consideration

for communities’ identities (and the voices within these communities), and there is an

expressed need for social, cultural, contextual, and geographical factors to inform CE [12]. CE

should not operate without regard for the communities’ contextual, cultural, and social
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identity (among others), which can aid in facilitating effective engagement (12, 5). Communi-

ties themselves, as well as key representatives, i.e. Community Advisory Board (CAB) mem-

bers who serve as a voice for the community and provide feedback on trial protocols, can help

provide insight into these factors [13], and excluding these voices could threaten the trajectory

and efficacy of the clinical trial research process. This was evident when CAB members

deemed materials developed as part of a clinical trial recruitment process as culturally inappro-

priate and refused to share this with the community [5]. Consultation with communities/lead-

ers/representatives throughout the study duration (5,13) as well as having an in-depth

understanding of communities and their needs [7] should not be considered as secondary

parts of CE. Instead, engaging with these parties can promote effective CE through these indi-

viduals advocating for health research studies [6], which might have implications for participa-

tion in clinical trials. Considering this, formative research into the socio-cultural and political

factors that are characteristic of a given community can help cultivate a holistic understanding

of communities as unique systems (4, 12). Knowledge of community-level factors that hinder

or facilitate engagement can inform approaches to building sustainable connections with com-

munities which can benefit clinical trial procedures [4].

While there is still work to be done in conceptualising and adapting CE processes appropri-

ately within clinical trials, it should be acknowledged that strides have been made to clarify

current CE practices and providing context-specific guidelines for this [13]. However, Good

Participatory Practice (GPP) appears to require further development to account for CE stake-

holders who are not clinically-trained investigators, but who rely on these guidelines (i.e. field-

workers or community liaison officers). The latter refers specifically to the current GPP

guidelines for TB and HIV biomedical research, which are markedly presented in a theoreti-

cally and scientifically-focused format that is not necessarily suitable for all staff and commu-

nity representatives in this research [14–16].

The need for these guidelines is tied to advocation that CE must be considered as central to

effective biomedical research processes that may have implications for infectious-disease treat-

ments [6]. This seems to be crucial in SSA contexts with a high burden of diseases like HIV

[1, 17]) and TB [2]. Moreover, it has also been highlighted that CE may not only strengthen

possible engagements in other trials, but that building relationships and trust with communi-

ties may also have positive implications for how treatment options are perceived for disease

management outside of the trial (i.e. vaccine uptake [3]).

Further elucidating the centrality of CE processes within infectious disease biomedical stud-

ies, Simwinga and colleagues (2016) distinguished between two key approaches and associated

activities that can facilitate both effective and ethical research. This includes 1) programme-
wide activities (educating communities about the research and their rights), 2) programme-spe-
cific activities (geared to the requirements of the study), 3) promoting intrinsic activities (build-

ing respect and trust with participants and involving key stakeholders), and 4) instrumental
activities (strengthening the quality of the research through sustaining interest and improving

the consent process). While these concepts, GPP guidelines and existing literature helps the

implementation of CE within clinical trials, there are still important gaps that need to be filled

on this topic, including the lack of reporting and evidence on how CE processes are imple-

mented [4].

A need remains for understanding CE from the perspectives of those who are involved with

it, to foster an insider-informed understanding of these processes, which may contribute to

strategies that can enhance CE in clinical trials. For the current study, we posit that to under-

stand how CE activities unfold in practice (or do not), it is necessary to learn from the experi-

ences of CE stakeholders, including research-staff, CE staff, CAB members, research

participants and community representatives. The aim of this study was therefore to gain an
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understanding of CE in infectious disease clinical trials in SSA from the perspectives of key

stakeholders, focusing on factors affecting CE processes, and existing engagement strategies.

Study methods

We conducted a qualitative research study, which entailed semi-structured telephone inter-

views with 20 CE stakeholders involved in infectious disease clinical trial settings across SSA.

Participants and recruitment

Participants for the study were purposively selected to ensure that various CE stakeholders’

perspectives and experiences were represented. In terms of the inclusion criteria, participants

needed to work/have worked with clinical trial studies in SSA or have been a participant in a

clinical trial in SSA. Examples of the types of participants earmarked for inclusion included

community liaison officers, fieldworkers, researchers, clinicians/health care workers, commu-

nity representatives, CAB members, trial participants, community engagement directors/man-

agers, and clinic/site managers. Global guidelines for good participatory practice of CE refer to

those “who have a stake in a biomedical HIV prevention trial” as stakeholders [15]. We agree

with this term, but also note that CE teams are stakeholders whose primary responsibility is

CE including those who manage CE teams (directors/managers), those who coordinate trial

activities (coordinators) and those directly engaging/interacting with communities (liaison

officers/fieldworkers/CE workers). Other CE stakeholders are staff who are investigators, clini-

cians, academics and CT operation managers. Furthermore, other stakeholders include trial

participants themselves and individuals referred to as CAB’s. These individuals volunteer to

serve as an “independent advisory voice and facilitate community stakeholder participation

and involvement in the research process” [15].

The researchers invited potential participants (all who were above 18 years of age) via the

following avenues: the South African National Clinical Trials Register (SANTRC); the Pan

African Clinical Trials Registry (PACTR); the Vaccine Advocacy Resource Group (VARG);

the International AIDS Vaccine Initiative (IAVI); and social media (Twitter/Facebook). In

total, 20 different organisations/councils/research institutes were approached for participant

recruitment. The following methods were used for contacting these parties: 1) organisation

representatives/stakeholders/collaborators were contacted and provided with a comprehensive

overview of the study, 2) they were asked whether they could disseminate study information to

their colleagues/networks and provided with this information (including flyers, information

sheets and consent forms which were prepared in English, isiXhosa and Afrikaans), 3) they

disseminated this information as well as a Google Form whereby potential participants could

express their willingness to participate and indicate consent for the researchers to contact

them. Following this process, the researchers reviewed the Google Form to which 190 people

responded. We contacted all interested individuals via email, invited them to participate in the

study, and emphasised that their participation would teach us valuable lessons for strengthen-

ing community engagement in infectious disease clinical trials. Of the people who indicated

their interest in participating, less than half responded to the email. After negotiating times

with interested people, we were able to interview our envisioned sample of 20 CE stakeholders.

The recruitment phase for this study commenced on 1 February 2022 and ended 30 September

2022.

Data collection

This is an explorative qualitative study, with both researchers having experience in conduct-

ing/teaching qualitative research methods. During data collection, both researchers conducted
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individual interviews via Zoom or telephone calls and all participants were comfortable with

speaking English. These semi-structured interviews were audio-recorded if permitted by the

research participant. The researchers used a set of questions outlined in an interview guide

and used probes throughout the interview, which helped them to learn more about the topic of

community engagement from various stakeholders. The interviews varied in length but were

on average 60 minutes each.

The questions captured in the semi-structured interview guide contributed to understand-

ing various facets of CE in clinical trial research and the researchers were able to gather mean-

ingful and valuable data about the barriers, facilitators, and strategies of community

engagement at various clinical trial sites in SSA. Questions included, ‘Can you please tell me

about an activity or process that you were involved in that led to effective or successful com-

munity engagement?’ and ‘What are examples of things that make engagements between clini-

cal trial and community stakeholders difficult or challenging?’.

Data analysis

The 20 audio-recorded interviews were transcribed verbatim by a professional transcriber who

signed a confidentially agreement to protect the rights of participants. The semi-structured

interviews (conducted in English), were analysed using thematic analysis, which was largely

informed by Braun & Clarke’s (2006) approach to analysing qualitative data. Thematic analysis

enables qualitative researchers to identify, analyse and report the patterns that emerge from

interview-data [18]. This process therefore aided the researchers in sharing the perspectives of

people in terms of their experiences and perspectives of CE in clinical trial research.

Using the principles of thematic analysis, the first author familiarised herself with the data

through active reading, which helped her get a sense of the breadth of the data. Thereafter

codes were generated manually (using a notebook, pens, and sticky notes) and digitally

through using the qualitative data analysis software, Atlas.ti. Notably, both inductive and

deductive coding were used to ensure that the data speaks to the research question, but that

there was equal room for codes to emerge organically. Codes were systematically considered,

sorted, and combined to form themes that identified meaning within the data. Themes were

then reviewed, named, and defined and the author ensured that they reflected participants’

narratives.

To add to rigour to the data analysis, the aforementioned process was preceded by a prelim-

inary coding phase. During this process the first author analysed a few transcripts using the-

matic analysis and created a code-book. These findings were shared with the second author,

who provided reflective feedback. A research intern also contributed to this process by review-

ing the codes generated for the study as well as the findings. The intern agreed with us on all

aspects of our analysis and provided rich ideas for writing this paper. It is noteworthy that

while this code-book informed the final data analysis process, codes were not strictly assigned

to this structure.

Ethics

Ethics approval was granted by the University of the Western Cape’s Biomedical Research Eth-

ics Committee (BMREC). In conducting this study, we adhered to the guidelines provided by

the POPI Act (Protection of Personal Information Act, 2019), the South African Department

of Health’s (DOH) ethical guidelines for health research [19] and the Helsinki Declaration

[20]. Each participant provided written consent prior to participating in the interviews.

The researchers aimed to protect the identities and nature of participants’ contributions.

Confidentiality and anonymity were ensured through the following methods: participants’
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names were not included in the reporting of results; digital copies of data were stored on pass-

word protected computers and online data-storage platforms; files were password protected/

identifying information was removed; hard copies of data were stored in a locked cabinet.

Participants were informed of their rights and that participation was completely voluntary.

They were assured that they could stop participating at any time without consequences and

were given the contact details for the ethics committee. In addition, they were informed that,

should they experience distress while sharing their experiences, that appropriate referral to a

mental health care worker would be made.

Findings

Demographic characteristics

Participants are described in Table 1. We conducted 20 in-depth interviews with participants

who worked in SSA, particularly Nigeria, South Africa, Uganda, Rwanda and Ethiopia (nota-

bly, some individuals worked across more than one setting in Africa). Participants included

staff primarily responsible for CE, including CE managers, CE coordinators for trial activities,

CE workers (e.g. responsible for liaison with communities) and some heads of CE. Participants

further included investigators, including researchers, clinicians/academic staff and a head of

clinical trial operations.

Table 1. Participant characteristics.

Participant

number

Role in clinical trials Organisation/ institution Age Declared

gender

Sub-Saharan African country

1. Community engagement (CE) manager Research institute 50 Female South Africa

2. Clinician and academic Clinical trial Registry 37 Male Nigeria

3. Clinician and academic University teaching hospital Not

disclosed

Not disclosed Nigeria

4. CE manager Implementation projects 38 Male South Africa

5. Head of CE Research institute 45 Male South Africa

6. CE worker Research institute Not

disclosed

Not disclosed Various—SSA

7. CE manager University research division 31 Female South Africa

8. Head of CE Research institute 42 Female Uganda

9. Researcher University research division Not

disclosed

Not disclosed South Africa

10. CE manager University 42 Male Ethiopia

11. Researcher Research institute and

University

43 Male Rwanda

12. Clinician Research institute Not

disclosed

Female Nigeria

13. CE manager Research institute 55 Female South Africa

14. Researcher Research institute 47 Female South Africa

15. Clinician University 57 Male Nigeria

16. Researcher University 45 Female South Africa

17. Head of CE and research Infectious disease vaccine

network

57 Female Based in United States, works

across SSA

18. CE coordinator (communications, marketing and

CAB coordination)

Infectious disease vaccine

network

54 Male South Africa

19. CE coordinator (health forum coordinator) Health forum 23 Female South Africa

20. Head of clinical trial operations Clinical trial organisation 47 Male Various—SSA

https://doi.org/10.1371/journal.pone.0308128.t001
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Findings

The perspectives of CE stakeholders revealed four themes, labelled as follows: 1) Communities

as abandoned research-entities, 2) Us and them: community engagement teams vs investiga-

tors, 3) Ethical considerations: concerns and gaps, and 4) Opportunities for improved commu-

nity engagement practices. These findings, which emerged via a thematic analysis, are

presented below.

Theme 1: Communities as abandoned research-entities. The key aspects related to

theme 1 are that CE teams (e.g. liaison officers/fieldworkers) believed that communities (e.g.

study participants) were often abandoned by clinical trial researchers following enrolment.

This is tied to the critical sentiments that some researchers only saw participants as numbers
for their studies.

A recurrent theme among respondents was an apparent disconnect between community

members (e.g. potential participants) and researchers. One respondent explained that this dis-

connect occurred because research teams: “. . .do research in the community, they are not

doing research for the community”, describing that CE was viewed as a means to an end

(enrolment) and that participation in studies serve no benefit for participants or the broader

community.

Echoing these views, another respondent referred to this disconnect as an “abandonment”

or an “unclosed loop” where researchers viewed their relationship with trial participants as

only valuable at the initial stages of a trial, but not towards the end of a trial (e.g. when report-

ing the results or about the next steps following study-closure).

The other thing that I find is that once you [CT staff] are there, they always feel that you come
there when you want something, but you don’t come when it’s done and . . . so for me commu-
nity engagement is sort of, I would imagine, closing a loop, and we never close the loop.
[Researcher]

Respondents expressed that as part of CE, clinical trial teams sometimes viewed community

members as merely “numbers” for studies. Moreover, one person likened clinical trial teams to

“vampires”, as collecting blood samples seemed to be their only priority and not the people

themselves. This respondent held a senior management role in CE at an infectious disease

institute:

We come for bloods in community level. . .so to change this vampire mentality then we need
to work with the com[community]. . . if you are a doctor and you do not have the community
at heart, you are just a villain. [Head of CE]

Another respondent in a similar managerial post in CE described how current research

practices do not translate to sustained communication with trial participants. They noted that

when CE is initiated at the start of a study, clinical trial staff are said to be “vibrant”—seem-

ingly excited about engaging with the community. However, after the required sample has

been enrolled, CT staff no longer show an interest in the broader community and are said to

“go silent. . .until there is another study”.

For example, you have enrolled your 45 people that you needed for your phase one, then you
get silent. You only concentrate on the 45 people that you recruited and you don’t mind about
the immediate communities where you recruited these people from in terms of giving them
feedback. [Head of CE]
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In agreement with the concerns discussed, various respondents suggested that the level of

knowledge dissemination at the community-level was insufficient. An investigator working

with infectious diseases described that there was sometimes a level of disrespect for communi-

ties since community members/participants were not informed of outcomes related to the

study sufficiently, whereas other stakeholders (such as researchers) had access to academic

outputs for the study. The respondent was angry about how CT staff treated participants and

used repetitive words to express her dissatisfaction: “. . .not once, not once did they say thank

you to all of the people that participated”.

Respondent: we don’t go back to close the loop?

interviewer: why do [you] think it is. . .

Respondent: I think because dissemination for a researcher is publication, right? And, but we
must also be aware of the fact that publication only reaches . . . so for us that is closing the
loop, but it’s actually not because at the end of the day, what I’m referring to, is letting the peo-
ple know. You know, the people that we started off with, letting the people know this is what
happened. . .If I think about subsequently to rolling out when they were doing [the roll out of
a certain programme], we had the interviews [on the news. . .we had the this, we had the that,
we had the head of you know, the people in politics saying ah, you know, we’re rolling out
[this programme] but in any of those things, not once, not once did they say thank you to all
of the people that participated. We say thank you at the beginning, we say thank you when
we’re following up, we say. . .but at the end we don’t say, and you know, those people that par-
ticipated in that trial thank you very much. [Researcher]

Conversations about the community being left behind was also evident when a respondent

spoke about CT staff dishonouring their agreement to share health information with commu-

nity members, as promised during initial CE activities. Their perspectives touch on the silence
towards community members mentioned previously:

People have questions to ask–they are not seeing you (the CT staff) anymore. Yet, initially you
built a relationship where you mentioned to them that you will be able to provide them health
education, you will be available to answer their health concerns. [Head of CE]

Related to the latter issue of accessible information, a respondent underscored the need for

knowledge translation that is appropriate for “ordinary South Africans”–alluding to the

importance of sharing scientific information with participants and the community in an acces-

sible format. They noted that having access to health-related educational resources and ses-

sions after the trial would have been important for the welfare of communities, but that there

was a gap in achieving this outcome.

But also, part of that translation I was talking about, is the issue of how do these studies start
to make sense for ordinary South Africans. One, are we making these studies just because we
want money as scientists or, because they, anyway, they come as a grant isn’t it? Or either are
we making these studies because really, we want to effect or affect the HIV status quo and
change the route of HIV? And how does it make sense then? How then do we start to marry
the two? And also how then do we make, bring in the voice of scientists and doctors and every-
one who is researching at the community level? And then into community also to start to chat,
to speak with the community and let the community have the first-hand information and let
the community ask them at first hand. [Head of CE]
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Tied to the concerns that communities are not adequately informed about the important

study-outcomes, some respondents described their role in this matter. In particular, a CE man-

ager noted that their role was rooted in being a bridge towards tangible and beneficial out-

comes for communities who are associated with clinical trials. A head of CE expressed similar

notions, describing themselves as a role player and having a “duty” to make room for commu-

nity collaboration.

[My] duty then is also to bring them along into these spaces. I create spaces when there are no
spaces, I build platforms where there are no platforms. Then just to make sure that science is
not just for scientists, but science is for the community. But also then looking at ways and
means in which [one] can utilise them in building the community voice through investment.
[Head of CE]

On the matter of discussing responsibilities, it was apparent that CE teams who were pri-

marily responsible for liaison, fieldwork, and CE work were critical about how researchers per-

ceived staff who were responsible for CE. These respondents alluded to a disconnect between

these parties, which is discussed in the next theme.

Theme 2: Us and them: Community engagement teams vs investigators. Theme 2 spe-

cifically relates to the views of community engagement teams (e.g. head of CE; CE manager).

Notably, a dominant narrative across the interviews was that there seems to be a disconnect

between community engagement teams and investigators (researchers and clinicians). This

disconnect was underscored as problematic by CE team members, who felt that their role and

involvement in clinical trials were not valued by researchers, partially due to apparent failure

to involve CE teams at an appropriate and early stage of a clinical trial. Moreover, in relation

to this, one head of community engagement expressed disappointment that CE teams invest a

lot of time and effort in engaging with communities and potential participants, but that this is

overlooked once research teams have enrolled participants.

Community engagement teams get into the field, make all the efforts that they do, they trail
all around the different stakeholders and when they start these trials the researcher are able to
recruit for example 40 people in maybe 3 months and they clap their hands and that is success
for them because they have been able to enrol and have their people on, but the community
engagement team have actually succeeded because they made this happen but because they
don’t document what they do and how they did it and how it lead to this success, their worked
is look, is given little attention. So I think what we need to also do is put a lot, some effort
around supporting community engagement teams to appreciate the value of document com-
munity engagement, activities that they do. [Head of CE]

For some this was evident through their overt exclusion from key research processes includ-

ing those related to decision making about CE procedures. A CE manager at a research insti-

tute also seemed to imply that CE was treated as an ‘after-thought’ in the research process. For

instance, it appeared that the investigators delivered a presentation about the clinical trial to

the CE team after they had already started enrolling participants, as evident below.

No study should be implemented without presenting to the CWG [refers to the community
working group who are “responsible for ensuring that the principles of community involve-
ment are the foundation of all community engagement activities at each site and facilitating
community participation throughout the research process” [21]. Sometimes. . .there is a scien-
tist who will say, oh, okay, thanks for having me here, I’m going to present a study, and there’s
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no PowerPoint. . .the scientist is just talking. And then she will say, “oh, I’m sorry, I need. . .to
quickly go back, we are busy with the enrolment for the. . .for the same study that I’m present-
ing, okay, so and so will proceed”. How do we do an enrolment while you are coming to do the
first presentation to the CWGmembers? Yes, so that’s one of the challenge[s]. [CE manager]

Others noted that it is because of research team members’ perceived view of CE as restricted

to recruitment that CE teams felt their roles at work were often viewed as limited and as an

‘advertisement’ process that could affect how the role of CE teams are valued by other CT staff.

A CE manager/supervisor expressed that:

I think the people really appreciate services being brought to them because in the clinic you
know, first of all to get to the clinic is, you have to pay transport, the weather is not always
playing with and it’s overcrowded, there is not necessarily space to sit. So just the convenience
and then also just the fact that there is an activity happening, the kids are always very excited
to see you know, we are there, there is music, we give them lollipops or. . . and then for the
adults you know, there is the engagement and it’s really valuable having community members
that we already trained, who are capacitated to talk about not necessarily research. I never go
out necessarily, not never, I’ll never say never, but the goal to go out is not to advertise a spe-
cific study. It’s more to build a relationship with the people. It’s about TB and HIV, so our
goal is to, you know, raise awareness and encourage the testing. [CE manager]

So, I feel like sometimes [departments]or a sponsor are very much disjointed, so very siloed. So
then the protocol writing team wouldn’t always know to involve us. So that gap in communi-
cation is frustrating sometimes and the way that we are addressing that is to write our pro-
cesses into the SOP’s, so then it becomes a mandatory thing to involve the community
engagement contact in some of the other communications to make sure that we are part of the
initial discussions and not only find out about it later. [CE worker]

Narratives of exclusion were also evident when CE team members critiqued how communi-

ties are approached by ‘other’ CT staff. Some CE team members discussed how strategies for

appropriate and effective engagement with communities were not prioritised in research-plan-

ning, which was said to manifest due to investigators failing to view CE as an essential aspect

of research.

In relation to how communities should be approached by researchers, some respondents

drew attention to an apparent lack of respect for community members, their complexities,

lives, and environments. Through the conversations it appeared that the “us vs them” theme

seemed to emerge particularly since CE staff aligned themselves with the community members

instead of with the CT staff they are working with, as suggested below.

My duty also is to link science and the community, because when,. . .my first criticism of the
researchers and scientists is that they always leave the community behind and sometimes they
speak gibblish, things that we don’t understand. So it is then my duty then to start to then to
translate that with what does it mean in the ordinary language for ordinary people. [Head of

community engagement]

This point introduces the next finding (theme 3). This section explicates critiques of current

CE procedures and introduces ideas for addressing ethical issues related to research teams and

all CE stakeholders.
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Theme 3: Ethical considerations: Concerns and gaps. Theme 1 (communities as aban-

doned research-entities) already captured one ethical concern raised by some respondents–

that communities appear to be abandoned after recruitment, enrolment, and data collection

has been completed. Notably, multiple respondents made remarks about the centrality of ethi-

cal principles and processes for themselves, and critiqued existing ethical guidelines (and the

lack thereof) within their workplaces. A CE team member whose role is solely focused on com-

munity development and health-empowerment (and no research processes) shared the follow-

ing views.

This is the problem with the way we run these research trials—we firstly never understand,
especially in the sort of under resourced communities, communities that depend a lot on the
social system. And they [community members] know that our research has got findings and
implications for that system, they know that the public health system uses the data that we col-
lect from them. And if we do a show of how we engage policy makers or even local level deci-
sion makers on the findings, they don’t really buy into what we are doing. [CE worker]

Elucidating this finding, a respondent illustrated the importance of ethical guidelines by

providing some scenarios they have faced, and explaining how contingency measures for refer-

ral were critical (i.e. law enforcement and psychologists). This person discussed how concerns

with the stigmatisation of study participants by community members, along with a concerning

number of domestic violence cases, were prominent among their study participants.

So, we had incidents where participants were stigmatised. So for instance, they would go to the
research site that used to do, for instance, only HIV treatment trials, and when they come in
for a TB vaccine, and then the participants are shunned and said they have HIV and then we
just have to support those kind of participants with that. We have also heard of participants
where the study staff become aware of like, for instance, domestic violence or other issues–I
mean there are so many issues in the communities that we work with–where sites also have to
deal with that. And so then we also make sure that, in the beginning, that the referral systems
are definitely in place so they also know how to deal with these situations. [CE worker]

Respondents also expanded on ethical concerns pertaining to CT participants themselves,

with one individual alluding to concerns about participants not sufficiently understanding the

research concepts discussed, raising issues about whether it is then appropriate to accept their

informed consent. Related to this, another implicit example of potential insufficient/ inade-

quate information being shared was provided from a CE manager who stressed that research

processes involving potential participants must foster their knowledge of the research study, its

objectives, procedures, and implications.

We made a video where we filmed the whole process, explain how it works, the risks involved
with that, so participants can really know what they can expect of it, before they sign up for
the trial. Where they aren’t shocked by something that needs to happen. And I mean Mucoses
sampling and fine needle aspiration and use of the soft cup in teenage girls where we want to
collect mucoses samples and that’s all really controversial, invasive procedures. So to make
sure that people are really fine with it and that people know what’s going to happen and that
the community also understand why it needs to happen. [CE worker]

In other instances, it appeared that gaps in protocol adherence stemmed from inexperience

or lack of knowledge of some research concepts, among staff, raising concerns about whether
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they should be communicating with participants while having these knowledge gaps. In this

case, one participant, who described themselves as “well-educated”, problematised the expecta-

tion of staff to provide feedback on research matters when they do not understand what they

term as “research language”, including concepts like “randomisation, informed consent and

placebo”, which they themselves (as a CE manager) found challenging.

Ultimately, I also remember when I started in research as a person who is, you know, was
qualified, a professional, well-educated, and it was so difficult for me, you know, research has
their own language. If you’re in here you understand it, but just think back that, you know, in
the beginning it can be overwhelming and we’re taking about studies and it’s numbers and all
these randomisation, informed consent and placebo and it’s a lot of. . .and were expecting peo-
ple, for instance, to give feedback on protocols or to partner with us and, you know, we can’t
expect them to do that if we don’t fully understand, if they don’t fully understand, you know,
what the purpose is, what we’re doing, what we’re talking about. [CE manager]

Respondents outlined how work at the sites are “siloed” and “disjointed”, with some CE

team members noting their exclusion from important planning processes irrespective of the

standard operating procedures specifying the compulsory involvement of CE teams. More-

over, a CE worker particularly mentioned their exclusion from protocol-writing and expressed

concern that they are expected to develop presentation slideshows to explain the different

components of the study to CAB members without having been involved in early and essential

stages of the research process. This draws into question whether there are any ethical consider-

ations attached to secondary involvement of CE teams, who are a direct link to community

stakeholders like CAB members and potential participants.

The protocol writing process is such a pressured time, so to make sure that there is like, can be
a CAB meeting at every site in time takes a while but also it is a really hard thing to juggle.
And what we do for the CAB meetings in the beginning, so we, during, while the protocol is
being written, we like nowadays we are involved–they do involve us as part of the protocol
writing team and then we develop slides to explain the study. So it’s very, it’s the protocol sim-
plified and it covers all the topics that CABs usually want to look at. So it’s not only the infor-
mation that’s in the protocol–that’s other topics as well and then we address as many of those
in the slides already and then the sites can use that to present to the CAB and then gather
questions on specific topics and then we track those and make sure that they all are addressed.
[CE worker]

Further implied ethical concerns regarding research team members emerged through

expressed needs for training in administering informed consent procedures amongst fieldwor-

kers, while a research clinician similarly described a crucial need for pre-study training among

clinical team members, noting that this will “sort of create(s) a levelling ground for all clinical

trial personnel, all the personnel working on a clinical trial”. What is evident is a recognised

gap in knowledge, or rather opportunity for further development for staff engaging in all

research procedures, reflected in the clinician’s view below.

Well, potentially we, prior to administering informed consent, there would be a presentation
through the service and a pre-study training for would-be assessors as well as people who
would need to retrieve, who would need to collect consents, from the potential participants. So
I expect, or we do expect that, that should form a, some sort of unification of the capacity to
communicate about the research to the potential participants. And the rest of it will be
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individual differences which really, not really, you really can’t do much about this. [Clinician

and academic]

A prominent ethics-related perspective covered how CE staff approached communities and

that this did not always reflect that staff held a holistic view of participants and the various

individual, interpersonal, socio-cultural, and environmental factors they are affected by. It

appeared that not having an informed and comprehensive understanding of the communities,

the members, the existing socio-cultural landscape, languages, those positioned as leaders, and

the rules of engagement, hampers CE and the success of the clinical trial. Reflecting on effec-

tive approaches for conducting research with communities, a CE worker noted the following:

There is quite a lot in the approach that, you know, that adds to, [that] one could find difficult
for [the] researcher to engage communities. I mean with this whole elitist image that you got
as a researcher, you’ve got to play that down significantly. . .instil humbleness. Bring yourself
down to that level. Find a person who can lead the engagement if you are struggling to get to a
comfortable place where you can be at the same level where people feel like you are engaging
honestly. Find somebody in your team who can do that and let them lead the engagement–let
them be the face of the engagement, let them be the person who is in front speaking or facilitat-
ing the conversation. Because at the end of the day what you want is an honest conversation
with the participant where the information is seen as credible. And you don’t want any barrier
that makes it hard for the participant to give you good information, and also to come back
because they feel same and comfortable enough to be part of the study. So, I found that getting
somebody who can engage at a, in a way that people in the community can say you know
what, I feel safe here–I know I can talk to these people, or you know, these people are actually
honest–let’s be part of this or let me be part of this. And you will be shocked to see how these
guys, they talk. Like if there was a study and it was led by a person and this person or this
team was very difficult in the sense that they created bad relationships and they are from your
University, that is, ah, by the time you go into that community people are still going to remem-
ber and they are talking to each other and they will be telling each other no, don’t be part of it.
[CE worker]

Reflecting on their previous engagements with local communities, the CE worker noted

that “. . .where I have gone into the community at a very top-down approach, even when I

know what the issues are, those wards, those relationships didn’t really last and I didn’t get the

kind of support I needed and had to do more work to try and rebuild those relationships—

that’s a lot of money and time wasted. So ja [yes], there’s definitely a way of approaching these

things that actually makes a difference”. These views were prominent in other respondents’

narratives as well, when they discussed the need to approach community leaders in a way that

showcases an understanding of the rules of engagement in communities and the structures

wherein the communities function. Pertaining to the latter, a professor held the following

view.

Another thing is how we, the attitudes that we go to the community with, how we want them
to see us. How you want to address them, how you want to define the relationship. And that is
the important [thing], because it will determine what they demand from you. You go with an
attitude of I am the researcher, I have the money, then they are all going to look towards you
for the money, but if you go with you are the researcher here, you are the one who would give
the answers to your problems and it’s your problem, or what you perceive to be a challenge.
And that is the first thing actually–they must see it as a problem–they must see whatever it is
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that you are going to, you want to engage in, they must see it as theirs. It’s something they
need to solve for themselves. So those two key things are important, relationship with the part-
ners, with the academics and . . . And another thing is they need a long-term plan on what the
outcome of this is going to be. How is it going to benefit them in the long run–they need to
have that. [Clinician and academic]

These are conservative traditional communities. There are certain things you cannot say
when you are in stakeholder engagement with churches or traditional leaders, that you can
say in another forum. And be mindful, if you’re going to raise a certain topic–let’s say around,

I don’t know, use of condoms or abortion rights–you’re going to talk about those topics, you
need to understand how you need to introduce it so that if you want church leaders in the
room, they can also have something to say about it without feeling, you know, as, you know,

everybody is sort of agreeing with an agenda that they don’t have a clue about. So they are
kind of democratizing spaces, making it really equal for everybody to have a voice, and so you
position yourself at some point as a person who has got the power, you know, chairing the
meeting, and then you move away from that chairperson who just really wants an agenda to
emerge from the room. You know, I don’t know how else to say it, you just need to be so mind-
ful and tactful. That’s the word, you just need to be tactful in how you approach this discus-
sion. [CE worker]

Multiple CE stakeholders associated a holistic view of communities, their structure and

make-up, as key considerations to ethical conduct in research, as it lends to the idea that a

community is a complex system. It appeared that respondents gave thought to strategies for

engagement and provided examples of guidelines that could be effective. This included a par-

ticipant instructing that: “. . .you’ve got to position yourself as empathetic with their (i.e. com-

munity members’) issues. And you’ve got to be able to show that you really see why they care

about what they care about, why it is a big problem, and explore that with them, so make time

for that in the relationship-building plays of the stakeholder engagement”. The latter view-

points introduce the next theme which covers the opportunities for improved CE practices.

Theme 4: Opportunities for improved CE practices. Two sub-themes were prominent

when considering strategies for strengthening CE in clinical trial research. These are a) develop

and implement standardised procedures for CE and b) considerations when approaching

communities.

A. Develop and implement standardised procedures for CE. A pervasive narrative among

respondents was that developing and implementing standardised research and ethics proce-

dures is key to effective CE, and that training for CT staff should foster this. The proposed pro-

cedures mostly pertained to how fieldwork, recruitment and general CE practices were

approached. A clinical researcher described standardised procedures as providing “a level

playing ground” whereby the room for error can be reduced since everyone would provide the

same information to potential participants. Related to this, a CE manager proposed that a

forum for discussing collaboration, CE and challenges would strengthen CE practices in CT,

stressing the need for this type of forum as an opportunity for ideas-exchange and support.

So, but on a level playing ground, everybody receives the same information during the training
session and what is expected of each person is also explained during these sessions. So basically
there is base line expected participation. [Clinician and academic]

In relation to standardisation, respondents emphasised that adherence to ethical practice

prior to, during, and after the study was key to improved CE in clinical trial research. A CE
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officer described that for successful CE to be fostered, researchers should not “forget” to incor-

porate CE in grant applications. This was a common view expressed. It was noticeable that

there was a recognised gap (and opportunity) for integrating CE procedures within the early

stages of the research process, instead of CE being viewed as an addendum. To reiterate senti-

ments expressed earlier, a CE worker noted the following:

The CE team gets involved too late, where we didn’t have enough time to make sure that there
is enough budget, to make sure that like, early, like early enough engagement is happening
within those communities where a protocol is written and only after that sites are selected
where it’s kind of, ja, it makes it very hard. [CE worker]

While these early-stage considerations were stated, respondents also discussed the impor-

tance of research processes post-trial, for example, when describing the importance of data

sharing involving trial participants.

My current focus [is] ensuring that investigators look at the issues around access post-trials,
not just to participants, but the communities that pro-, contributed towards this finding. [CE

manager]

Linguistic considerations were also mentioned as essential to standardised methods for CE.

These considerations included ensuring that research documents, especially consent forms

and initial recruitment conversations, are accessible to the population in terms of their literacy

levels and their preferred languages. In this regard, it was emphasised that using a translator

for these processes would be essential in ensuring that consent is sought in a standardised and

ethical way. These perspectives are shared by CE teams and researchers. Below are the views of

a community manager.

A science must be able to be translated. It must translate a science to. . .a lay person. . .it’s one
of the things that I see, it is like a gap, because a person who is the. . .a person who is, at the
ground, might not understand some of the terms, so it is always important to ensure that the
language is understood, is shared, and the reasons for doing that particular study. I think
those are the most critical aspects in conducting research. [CE manager]

Respondents indicated that there is a gap in knowledge amongst different research staff,

especially pertaining to understanding research concepts, commenting that “. . .it can be over-

whelming and we’re talking about studies and it’s numbers and all these randomisation,

informed consent and placebo”. Moreover, contributing to this call for research-literacy, a CE

worker stated that their liaison/engagement staff need to be empowered extensively through

clinical research training, which would enable them to effectively collaborate with stakeholders

and community representatives.

We want to like enable them to also provide GPP training to their CABS, to different stake-
holders, we want them to be able to provide research literacy training on specific topics when
needed. And then we’re also doing the, this vacillate library [inaudible 25.38]. So the vacillate
library is something that we’re developing at the moment and it’s a very comprehensive set of
like vaccine literacy topics. So it covers all of the diseases now that we are doing like the history
of TB and why vaccine is needed and how vaccine studies work, and new approaches and dif-
ferent ways of doing clinical trials. So that’s going to be a comprehensive list of like a whole
work package module library with different materials. [CE worker]
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B. Considerations for approaching communities. Respondents indicated that there are cer-

tain guidelines for interacting within community spaces and with different stakeholders

(including community representatives and current/future study-participants). CE staff felt that

these processes should be respectful, ethical, and echoed that communities are unique and

complex systems. There are two distinct perspectives evident in this topic, namely a) engaging

with trial participants as people within and outside of the research study, and b) acknowledg-

ing community contexts as complex, unique systems.

Engaging with participants as people within and outside of the research study. A domi-

nant shared-perspective among respondents was the need to develop a holistic understanding

of communities and that participants are people that are diverse, have varied needs, and who

are complex in terms of the internal, interpersonal, socio-economic, cultural, contextual, and

historical dimensions that affect them. Adopting this lens was seen as beneficial to facilitating

successful CE and positioned as a strategy that can be adopted by CT staff.

Researcher: What really enables effective or successful CE for those stakeholders?

Respondent: In my experience it really is, you have got to position yourself in two ways. One,
you’ve got to position yourself as empathetic with their issues. And you’ve got to be able to
show that you really see why they care about what they care about, why it is a big problem,

and explore that with them, so make time for that in the relationship-building plays of the
stakeholder engagement. And secondly, you’ve got to position yourself as supporting what they
are doing already. So not trying to duplicate things and create another layer so that you don’t
look competitive. So, strange enough, people are competing for these spaces and that’s just sort
of human nature in [these] kind of spaces. People hold those spaces very dear, and if somebody
else comes and they look [as if] they are taking away from their impact or their relevance,
then they don’t have a very easy relationship with you. [CE worker]

Further ideas for future successful CE, was ensuring that staff engage in a way that under-

scores their understanding of the significant socio-economic challenges that participants face

and that they respect participants’ right to have precise information about benefits and limita-

tions in the study. Talking about this, one respondent shared the following thoughts:

People have become extremely sensitive to what they can benefit from being part of a research
study and so on. So, the approach that you need to use is one that shows that you understand
this, you know that people are thinking this, and you are clear about being very communica-
tive around this very matter. Don’t run away from it, deal with it. And also, be welcoming of
[the] kind of conflict that arises because of this perception of who you are. And understand
that it’s also a perception that could have been formed before you came, so chances are you
are not even responsible for this perception that people have of you. And be willing to spend
time with people who worry about this, this issue, especially if they are like power brokers in
the community and they are the ones who give you access to other people in the community
that you want to talk to, you want to engage in your study. So, you spend time with that, and
that’s the approach that at least I have, which you know, give CE the kind of time that it
needs. [CE worker]

Several other respondents mentioned the latter notion of transparency about the study details
and that promises about financial benefits should not be made if it is not true or confirmed

(especially in the context of poverty and the need for funds to cover basic needs). The narrative

captured below points to proposed ways to address this and avoid false-hope about benefits.
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The second thing is make promises you can keep. Do not promise people that they are going to
be, I don’t know, funded if they’re [not] or even say things like there is potential for other fund-
ing that could come your way if you are part of our process. And rather change the discussion
to something like if you’ve got a guide proposal or you have a proposal you are working, we
are more than willing to find a system we can and strengthen that proposal based on our expe-
rience. And then people could have knowledge that you can only help so far. Oftentimes we
are seen as having a bucket load of money and can make things happen very quickly, and
that’s really not the case. So, an approach that kind of shows that you are sensitive, empathetic
for their struggles, their issues that they are raising, issues that you see relevance in, you know,
you think they are relevant. An approach that shows that you are going to be honest from the
start about what you can and cannot do. [CE worker]

Another guideline informing how communities should be approached is related to infor-

mation-sharing. In this case, a CE and research manager’s priorities in clinical trials was rooted

in knowledge translation as they discussed the pertinence of equity in research and post-trial

access to information for participants and the broader community.

The second part is just ensuring that we understand, starting with myself, the concept of data
sharing, data ownership, what is the data agreement. . .on those issues. So, moving more
towards the issues around equity in. . .the research frame. [CE manager]

These sentiments are also associated with the notion that research organisations must con-

sider communities outside the borders of the research, particularly in relation to their health-

needs. There was a perceived need that CT staff should “continue talking to them [partici-

pants] about maybe HIV, depending on the disease indication”, possibly to address concerns

such as “. . .why should people participate in these things if honestly we are extracting some-

thing and not giving anything back”. In adding to which strategies might be helpful for CE, a

director of CE who previously worked as a fieldworker summarised how clinical trial staff can

“give back” to the community in a way that aligns to their right to receiving health information

and post-trial support:

When the study ends at the phase of data analysis, maybe some community people need some
feedback, maybe they want some kind of engagement, really. Continued talking to them about
maybe HIV, depending on the disease indication. And you are not there. People have ques-
tions to ask. They are not seeing you anymore. Yet, initially you built a relationship where you
mentioned to them that you will be able to provide them health education, you will be avail-
able to answer their health concerns. something like that. So, the pieces are really the break-
down of information, but also the breaking of the communication and the budget. For me I
think that’s the highlights that I can mention. [Head of CE]

On the same topic, a respondent with extensive experience in research and CE roles dis-

cussed how the end of a trial also signals the end of quality health care and support that people

depend on, and which prompt some participants to want to remain part of a study.

You start with. . .the paediatric trial and you. . .work with a child, and the child kind of grows
up, you know, during the study with you, and then co-, you know, they . . . they get older and
they don’t want to leave, and a lot of participants don’t want to leave the research, like one . . .

like a research unit like ours, because they feel they get a better quality of healthcare . . . or
what do you call it? Like. . .you know, someone looking out for them. [Researcher]
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Acknowledging community contexts as complex, unique systems. Respondents suggested

that clinical trial staff must have an awareness and understanding that communities operate

within an existing structure with its own rules of engagement and the role of the researcher

is not to disrupt existing processes, but to slot into these structures (using ethical

procedures).

But also, we need to better understand that particular community and then also then develop
a particular approach. . . to say then how are we going to work with this particular commu-
nity. There is no one-size-fit-all when it comes to community entry. But also, part of the CE
also is to further educate them about the studies that we are. . .doing currently and probably
past studies. [Head of CE]

Pertaining to this, one respondent declared that they had a “duty” to integrate community

consultation into early stages of engagement processes and also alluded to how this could have

a positive impact on the research process (i.e. via identifying gatekeepers early):

If we have a particular study, then my duty is to go first in the community and have a meeting
with the different role players, different people, different gate keepers, [to] identify gate keep-
ers, just to basically, to do the research, because each and every community entry is different
from each and every community. Some of the community we have influence, some of the com-
munity we have no influence. [Head of CE]

A lack of insight into the role of traditional and cultural structures within certain contexts

was said to significantly affect how CE is approached and positioned as an opportunity for

improved CE practices. It was equally emphasised that, while extensive homework must be

done about the community, the individual approach and identity of the CT staff members

seemed to matter as well. This included how they have aligned themselves with a political orga-

nisation, their culture, ethnicity, race, language, gender, their home-area, as well as how their

attitude is perceived by community leaders (notably, “first impressions matter”). One respon-

dent declared that “. . .as a researcher you’ve got to be able to know, so that you can, you know,

position or get somebody else, position yourself or get somebody else to help you along. . .”.

This seems to allude to the importance of having knowledge of the community and its mem-

bers that is necessary to aid the researcher with deciding how to approach CE effectively.

Related to this, a clinical researcher and director of CE respectively discussed specific practices

that must be adopted to facilitate contextually and culturally-informed CE:

First impressions matter a lot. So, you have to really prepare for that very first meeting. You
need to do some background checks, you need to really resolve who is the most important, or
who are the most important people, because apparently in communities there could be fac-
tions. So, if you get to talk [to] the leader. . .that is seen like a faction head, it precludes you
from being able to meet with all the others, or the opposing parties. So, you need to not inad-
vertently play into a rivalry within the community so that’s the need for a background check.
Randomly speak with community residents to give you an idea, a balanced information as
regards who are the focal people that need to be seen. Then when that is done, you make for-
mal requests to engage with them, clearly stating the business for which you want to engage
with them, and in many situations you have to clearly dissociate yourself from government or
political affiliations or whatever affiliations create a divide, so as not to inadvertently shoot
yourself in the foot. [Clinician and academic]
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You need somebody, if you want to relate with the cultural leader, the primary ones, one
depending on which culture you are. For example, if you are in South Africa and, and you
want to get in a community that has a lot of, say there is Zulu population, you need to find a
Zulu representative. And the Zulu king representative in the community. First help that one
understand what you are talking about and then they will probably struct. . . they have sys-
tems and meetings and committees, sometimes actually they have health committees that take
care of discussing health related issues, they have a parliament, they have leadership struc-
tures, so work with that leadership and, and educate them. Sometimes you can even have the
opportunity to educate the King about the new intervention, depending on how the engage-
ment needs to, which approach it needs to take. [Head of CE]

All respondents had research-experience within African contexts, and many discussions

included the view that traditional/community leaders’ practices and expectations must be con-

sidered extensively since as they are gatekeepers to community members. This being said, it

was noted that the approach with each community representative itself cannot be duplicated,

further emphasising the importance of learning about the community before a study

commences.

If, when you are speaking to the elders, how then do you conduct yourself when you’re speak-
ing to Nkosi [refers to traditional leader in the community, also known as a chief], how then
are you conducting yourself when you are speaking to a school principal? It is a different set-
ting altogether. You find that you need to change your approach in one meeting. . .maybe 4 to
5 different times, because the way how you speak to Nkosi is different how you speak to [the]
principal. The way you speak to a principal is different. It should be also different because the
level of understanding is also different when it comes to ordinary community members. The
way how you explain yourself and you explain things, it need[s] to be simple as possible, in a
layman’s language. Not even layman, but in a community’s language; things that we call on a
day-to-day. But then there are also other hurdles that we also experience at the community
level. You’ll find that the language development, it’s way behind than science. Science is devel-
oping very fast. There are words that we do not have in our vocabulary. [Head of CE]

In summary, the respondents that were interviewed for the study discussed various chal-

lenges they faced in their personal roles and described perceived challenges within CE from

the perspective of the community. While a range of threats to effective CE was argued for and

stressed, respondents also suggested strategies that may aid successful CE if it is implemented

by CT staff when working with people in complex community-systems.

Discussion

This qualitative study aimed to investigate CE in infectious disease clinical trials in SSA from

the perspectives of CE stakeholders. Findings showed that these stakeholders often viewed

communities as abandoned research entities that are only important during the recruitment

phase. On the topic of importance, CE teams, including fieldworkers and liaison officers, felt

that investigators did not regard their roles as important for the research process and conse-

quently felt undervalued and ’left out’ of important conversations pertaining to CE. Critical

perspectives about CE revealed a range of ethical concerns and gaps. However, stakeholders

reflected significantly on potential avenues for improved CE.

Pertaining to theme one, it was evident that teams working primarily with communities,

like fieldworkers and liaison officers, felt that clinical trial staff, like investigators, only cared
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about community members at the beginning of a study for the purposes of enrolment. They

noted that once research-teams have enrolled the required sample, communities were abruptly
abandoned, no longer communicated with, and did not receive beneficial health/educational-

information following their participation in a trial. This lack of end-of-trial health information

provided to participants was further problematised since academic outputs remained a priority

and therefore the research community was provided with end-of-trial information, but

research participants or communities were not. Sentiments therefore spoke to whether partici-

pants are valued, whether their health is a priority, or whether they were merely numbers for a

clinical trial. These findings are consistent with previous research emphasising the need for

researchers to foster long-lasting relationships with communities; relationships that are not

comprised of once-off endeavours, but that carries through to the end of a trial [11]. The latter

study was implemented in South Africa and entailed qualitative interviews with CAB members

and CT staff, and it was apparent that CE stakeholders called for taking responsibility for nur-

turing a relationship with communities, but also to responsibly and diligently share informa-

tion with the communities about relevant health issues and the research process.

In terms of theme 2, and expanding on the perspectives of key bi-directional, supportive,

and nurtured relationships with communities in clinical trial research [11], CE teams involved

in this study had concerns about the disconnected relationship between investigators and CE
teams. We found that CE teams were dissatisfied about numerous things, including being

excluded from key research processes at early stages and having a feeling of being valued only

until the required sample is enrolled. CE teams seemed to allude to their roles and CE being

perceived as an "advertisement" by other team members and that recruitment was viewed as

the extent of CE’s value. This is in contrast to how CE teams conceptualise their roles. A com-

munity liaison officer (who was not part of this study), for example, emphasises that their role

is not about approaching people as "numbers" for recruitment purposes, but about viewing

people in a more holistic sense and being sensitive to their health-needs and their role in trying

to aid them (i.e. referral/health information) [22]. CE teams’ perspectives of exclusion from

research processes, their roles being an ‘after thought’ and feeling that they are not respected,

conflicts with the fundamental ingredients of functioning clinical trial teams, namely holding

“mutual respect for each team member’s role” [23], as an essential pathway to the successful

clinical trial implementation.

The third theme of the study spoke to the ethical considerations and areas for improvement

from the perspectives of various CE stakeholders. A core ethical consideration among stake-

holders was concerns related to questionable research literacy for both CT staff and partici-

pants. Problematic research literacy manifested in various ways, including:

1. A lack of standardised procedures were used by various staff members when communicat-

ing essential study information to communities and participants, and

2. Some staff do not understand key research concepts that they share with potential

participants.

It was apparent that CE teams were sometimes expected to present information to advisory

boards and communities as part of enrolment, but that they were not adequately informed

about the study (and excluded from key meetings), and in some cases CT staff did not suffi-

ciently grasp the research concepts or study-information they discussed with communities

and potential participants. This begs the question whether informed consent is underpinned

by ethical procedures. is it ethical for people to consent to a clinical trial that they were not suffi-
ciently informed about? The problematic aspects of a lack of research literacy is corroborated

by other multi-country research. For example, Newman and associates (2015) conducted a
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case study involving a diverse group of clinical trial stakeholders. The findings emphasised

that research literacy was critical to trial implementation, but that several factors impeded the

CT staff’s ability to effectively communicate the nature and impact of the trial with potential

participants including a lack of research knowledge. In our study CT staff corroborated this,

noting that “I remember when I started in research. . .it was so difficult for me, you know,

research has their own language”. In agreement, a participant in the Newman study pointed to

inadequate trial information being shared with them before they participated in a study, saying

that they “at least” would like to be informed about what a vaccine is before participating,

highlighting a gap in how trial-information is shared as reported in other studies [24] and in

the present study.

It is notable that community members are unique and complex in terms of the individual,

interpersonal, contextual, cultural, and historical factors they are affected by. In this study, CE

stakeholders significantly problematised how CT staff approached and attempted to build rela-

tionships with communities, with the underlying message being that communities are not

always treated with respect or consideration for their existing leadership structure, their diver-

sity, complex socio-economic and health needs. This includes a need for health information

and the importance of equitable connections. Examples of the types of issues not approached

with sensitivity and due consideration were 1) not accounting for traditional leadership struc-

tures and what this means for gaining access to community members’ perspectives, 2) not pro-

viding health or post-trial information and therefore “not giving anything back” to

communities and participants, and 3) not accounting for socio-economic benefits that may

inform participation for people affected by poverty and ensuring that benefits (or a lack

thereof) are made clear.

A study by Kaehler and colleagues (2021) echo most of these sentiments. The latter study

involved qualitative interviews with policymakers and researchers in the Greater Mekong sub-

region in Asia. Similar to our findings, the researchers highlighted the need for considering

local “authorities”, which would include community leadership structures, as part of CE, and

being mindful of possible benefits that can be provided to participants that considers their con-

text (i.e. providing health services to participants living in remote areas).

The fourth theme of the study refers to opportunities for improved CE and captures per-

spectives about ‘what’ could address the ethical concerns (and other factors) discussed ear-

lier. One sub-theme speaks to developing and implementing standardised procedures for

CE. This includes 1) involving CE staff in core research meetings throughout the research

process, 2) ensuring that CE procedures and activities are accounted for before the trial

commences, 3) involving communities in research processes, and 4) ensuring that training

addresses some of the needs for skills-development that CT staff have. Pertaining to the lat-

ter point, there was a need for training that fosters the use of rigorous and standardised CE

procedures among all CT staff. The need for improved research skills and research literacy

was clearly identified as an aspect that training should address since there were concerns

about CT staff being able to communicate research concepts to communities/potential par-

ticipants accurately and in an accessible way that avoids only using research jargon. The

importance of research literacy in CE is equally emphasised by other authors studying CE

and ethical practices in SSA and who also recognised the importance of fostering research

literacy amongst CT/CE stakeholders [25].

A key message emerging in this study is that CT staff should carefully consider and revise

how they approach communities as part of research studies. In this regard there is a notion

that community members might be part of a trial, but they are unique individuals with their

own intrapersonal and social characteristics and are embedded in a multi-facetted context

with its own historical, cultural, and social dimensions. CE stakeholders stressed that
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communities must be approached in a way that recognises these complexities and that forma-

tive research about relevant communities is crucial in clinical trial research. These perspectives

are shared by others, noting that formative research can inform CT staff about key historical,

social, and political factors that can shape community participation in trials and that “commu-

nity engagement programmes (outlined in a developed community engagement plan) should

be grounded in the social practices and norms of the community thereby allowing for prompt

identification and response to community specific issues that may otherwise impede or delay

the engagement process” [4]. Consequently, integrating formative research about relevant

communities as a requirement for clinical trials could help foster an awareness of key variables

affecting how communities should be approached, and how connections and collaboration

can be sustained.

As part of gaining a holistic understanding of communities, CE stakeholders emphasised

that respect towards communities and existing leadership structures were important, especially

since traditional structures in SSA are common. The literature speaks to this as well, clarifying

the value of building trustful and supportive relationships with community leaders [13] which

might positively influence access to communities. In contrast, CE stakeholders called caution

to the opposite effect, whereby failure to account for the influence of community leaders could

lead to communities becoming inaccessible. As part of efforts to improve CE, it appears that

training programmes could include strategies for conducting standardised formative research

based on the communities wherein clinical trials would be conducted. This could help

researchers “create a historical and socio-cultural map of the relevant communities” [4] which

can help inform their engagements with communities and participants.

Conclusion

This study identifies the multi-level factors affecting CE in clinical trials in SSA from the

perspectives of various CE stakeholders. Pertaining to strategies for improved CE practices,

it may be beneficial to revise and/or enhance current training programmes for CT staff. A

dominant message in this study is that CE procedures still require standardisation among

CT staff. This is to ensure that all CT staff provide standardised study-information to com-

munities, which should be linguistically appropriate and accessible to people who are not

familiar with research concepts. Pertaining to clarifying research concepts, it was notable

that training should foster research literacy among CT staff as well, which could enhance

their ability to communicate essential study-information to community members. It is

apparent that training processes should also include efforts to facilitate an enhanced under-

standing of the multi-level individual and environmental factors affecting communities and

how this influences their engagement in clinical trial research. This can be done through

formative research about communities.

While a strength of this study is its involvement of CE stakeholders from diverse back-

grounds and contexts in SSA, a notable limitation was the void of former/current CT partici-

pants and them sharing their views on CE. We have learned lessons about how we approached

these communities for their participation and note that, while we used various methods of

engagement, none yielded participation from trial participants. This points to the need for

revising CE and recruitment practices in general health research. Perhaps future research can

explore creative, culturally and contextually informed strategies for reaching these populations

that extend further than recruitment via CT and research stakeholders, organisations, advo-

cacy groups and social media. It would be imperative to understand the complexities of CE

from the perspectives of those directly affected by it and, therefore it is a non-negotiable for

communities and trial participants to be included in the conversation about CE.
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