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Abstract 

Background:  The participant recruitment process is a key ethical pivot point when conducting robust research. 
There is a need to continuously review and improve recruitment processes in research trials and to build fair and 
effective partnerships between researchers and participants as an important core element in ensuring the ethical 
delivery of high-quality research. When participants make a fair, informed, and voluntary decision to enroll in a study, 
they agree to fulfill their roles. However, supporting study participants to fulfill study requirements is an important 
ethical obligation for researchers, yet evidenced as challenging to achieve. This paper reports on participants’ motiva‑
tions to volunteer and remain part of a dietary study conducted in Kasungu District, Malawi.

Methods:  We conducted twenty in-depth interviews (with chiefs, religious leaders, trial participants, and health sur‑
veillance assistants), five systematic ethnographic observations, and fourteen focus group discussions with trial par‑
ticipants and their partners. Interviews were audio-recorded and transcribed verbatim. We used a grounded theory 
methodology to analyse data that included coding, detailed memo writing, and data interpretation.

Findings:  The findings reveal that many participants had concerns during the trial. Thematically, experiences 
included anxieties, mistrust of researchers, rumours, fears of exploitation, and misconceptions. Anonymous concerns 
collected from the participants were reported to the trial team which enabled the researchers to appropriately sup‑
port participants. Despite initial concerns, participants described being supported and expressed motivation to take 
up their role.

Conclusion:  These findings highlight a diverse map of multiple notions of what is ethically relevant and what can 
impact participation and retention within a study. The study has revealed how embedding a responsive approach 
to address participants’ concerns and ethical issues can support trust relationships. We argue for the need to employ 
embedded ethics strategies that enhance informed consent, focus on participants’ needs and positive experiences, 
and support researchers to fulfill their roles. This work highlights the need for research ethics committees to focus on 
the risks of undue influence and prevent exploitation especially in settings with a high asymmetry in resources and 
power between researcher and participant groups.
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Background
The need to improve recruitment processes in research 
trials and to build fair and effective partnerships between 
researchers and participants is important for ensuring the 
ethical delivery of high-quality research [1]. Clear ethi-
cal responsibilities to participants, as mediated through 
the application of ethical principles such as autonomy 
which are operationalized in Research Ethics Committee 
(REC) reviews, are set out in the recruitment processes, 
involving community engagement and informed con-
sent procedures [2]. This makes the recruitment process 
a key ethical pivot point and as such operationalizing 
these ethical principles has focused on researchers and 
research institutions identifying, analyzing, and respond-
ing to potential issues [3], and exploring perceptions of 
study participants, their experiences across the research 
cycle and how they see or frame their role as partici-
pants. Previous studies have explored trial participants’ 
experiences in a clinical trial setting and the motivation 
of participants to take part in research [4, 5], however, 
there appears to be limited work that explores partici-
pant’s experiences in nutrition community trials and 
how they can be supported to fulfill the research study 
requirements if they wish to remain in a study. Support-
ing participants is an ethical obligation for researchers 
when participants make an informed decision to enroll 
in a study [6, 7], researchers play an active role in sup-
porting and protecting participants as they continuously 
and freely commit to a study. As researchers actively seek 
to meet their responsibilities and improve participants’ 
experiences [8–11], it is important to understand partici-
pants’ perceptions of different approaches used to sup-
port their voluntary participation.

In terms of conducting ethically robust and repro-
ducible research, including dietary studies in the field 
of nutrition, accomplishing recruitment goals and sup-
porting adherence to participant protocols is critical [9, 
12]. A better understanding of participants’ experiences 
not only supports an embedded process of respect and 
enhances ethical responsiveness to their experiences, but 
there is also an important potential short-term benefit in 
terms of participant retention within a study. In addition, 
greater understanding and respect can foster longer-term 
social benefits of direct and indirect support for research 
[13], especially for dietary nutrition studies that require 
participants’ commitment and adherence to a dietary 

regime. Statistically robust evaluation of trial data relies 
on sufficient retention of trial participants [9, 14]. The 
importance of maintaining and improving on high ethi-
cal standards, particularly in terms of informed consent 
processes, in Randomized Controlled Trials (RCTs) is 
widely recognized. Poor retention of study participants 
is also known to have a significant impact on the scien-
tific viability of RCTs [15], hence poor adherence to the 
requirements of clinical trials can undermine the value of 
the research [15]. Retaining and recruiting participants 
in clinical research remains a challenge across Africa and 
globally [16–19]. Several behavioral studies on dietary 
interventions have reported challenges with the recruit-
ment and retention of study participants [14, 20]. In die-
tary studies, study participants must be willing to adhere 
to study requirements that may include changes in social 
interactions and roles. For example, participants may be 
advised to only eat food provided by the researchers [21], 
and not share designated food with others. However, 
challenges faced by participants in dietary intervention 
trials have been reported and these include safety con-
cerns of the interventions, complexity of trial designs, 
lack of support from family and friends [17, 18], lack of 
knowledge coupled with rumours and misconceptions 
about research studies [22–24]. These issues can affect 
willingness to initially participate or remain within trials 
and can represent a significant burden for participants, 
which needs to be identified and managed for the benefit 
of participants’ wellbeing. In addition, existing evidence 
demonstrates that the retention of participants affects the 
delivery of robust results or trials, it is therefore essential 
for researchers to support participants and to facilitate 
positive experiences which in turn affects retention and 
adherence to study protocols.

Supporting study participants to express concerns 
and fulfill responsibilities in clinical research
When participants make an informed choice to enroll in 
a study, they voluntarily agree to fulfill study responsibili-
ties [25]. During clinical research, research staff can sup-
port participants in various ways [25], and these include 
an ethically robust informed consent process that under-
scores the essence of participants freely committing to 
study requirements and seeking clarification where they 
lack understanding [2]. Research staff can also support 

Trial Registration: The Addressing Hidden Hunger with Agronomy (Malawi) trial was registered on 5th March 2019 
(ISCRTN85899451).
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participants through enhanced interaction as well as 
highlighting barriers to study participation [25].

Accordingly, many issues can influence study par-
ticipants’ commitment to research protocols [10]. These 
include researchers being unfamiliar with the research 
protocol and failing to fully inform study participants 
about their roles and responsibilities. They also include 
researchers’ inability to effectively answer questions or 
provide informational needs of study participants [26] 
or to be available and willing to respond to participants’ 
questions and needs through the life of the study [21]. 
Participants’ willingness to remain in a study can also be 
affected by others around them [10].

Although studies have been conducted to examine par-
ticipants’ experiences and factors that influence study 
retention, Malawi is one country in sub-Saharan Africa 
where there is a dearth of empirical evidence on the expe-
riences and challenges that study participants encounter 
when they consent to take part in intervention studies, 
including agriculture, nutrition, and health community 
trials. Importantly there is little published material on 
how researchers can fulfill their responsibilities and sup-
port participants when taking part in these studies [27].

The alleviating hidden hunger with agronomy trial
To enhance our understanding, this study examined the 
experiences of participants of the Alleviating Hidden 
Hunger with Agronomy (AHHA) trial. This trial was 
part of a larger GeoNutrition project implemented by, 
inter alia, the Lilongwe University of Natural Resources 
(LUANAR), the London School of Hygiene & Tropical 
Medicine (LSHTM), the University of Malawi, College 
of Medicine, (CoM), and the University of Nottingham. 
The overall aim of the AHHA trial was to determine the 
efficacy of addressing selenium deficiencies in Malawi 
through the consumption of agronomically-biofortified 
maize flour [12]. The AHHA trial was a double-blind, 
randomized, controlled trial conducted in a commu-
nity setting in rural Kasungu District, Central Region, 
Malawi. The trial enrolled healthy non-pregnant women 
of reproductive age (20–45  years old) and at least one 
healthy school-aged child (5–10 years old) in permanent 
residence. Participating households were provided with 
free maize flour, with quantities sufficient for all house-
hold members (the equivalent of 330  g per person per 
day), and distributions were made every two weeks. To 
implement good practice approaches in the trial design 
and implementation, a formative study with community 
groups was conducted approximately 12  months before 
the intervention, to identify the feasibility of the trial and 
any issues that may arise in its delivery [28]. The AHHA 
study protocol was reported according to Standard Pro-
tocol Items: Recommendation for Intervention Trials 

(SPIRIT) guidelines and the protocol paper was pub-
lished [21].

The role of participants in the AHHA study
Potential participants in the AHHA trial were asked to 
(1) receive and consume assigned maize flour in place 
of their maize flour for a 12-week study period, (2) pro-
vide a blood sample during the baseline and then end-
line surveys of the trial, (3) ensure they do not share the 
flour with others and (4) report any adverse events relat-
ing to their physical health or social wellbeing. Baseline 
blood samples were collected two weeks before com-
mencement of the flour distribution process, and endline 
blood samples were collected after approximately nine 
weeks of exposure to the intervention. All trial partici-
pants were encouraged to attend trial education sessions 
that were organized by the TT. Households were visited 
by the Trial Team (TT) once every fortnight to moni-
tor flour consumption compliance. It should be noted 
that households residing in the trial village but not par-
ticipating in the trial were offered free maize flour (not 
biofortified) whether they volunteered to take part in the 
trial or not. This was done to address potential issues of 
social inequity within the communities, potential feelings 
of jealousy or stigma and to reduce the view of receiving 
flour as an incentive or compulsion to take part, as well 
as to reduce the likelihood that participating households 
would share their flour with others.

The empirical ethics study
This empirical ethics study assessed various complex 
phenomena by exploring evolving experiences of par-
ticipants as the AHHA trial rolled out [19]. To do this 
several research questions informed this work and the 
analysis of the data presented here:

1.	 What were the participants’ experiences in the com-
munity randomized controlled trial?

2.	 What did the study participants value in their rela-
tionship with the study team?

3.	 What were the motivators for participants’ adher-
ence to study protocols?

4.	 What elements of the informed consent approach 
enhanced participants’ comprehension of the study 
requirements?

The research reported here included the continuous 
process of listening to and consulting participants using 
qualitative research methods, facilitating an ‘emic’ per-
spective of trial participation [29]. Furthermore, an 
embedded real-time research ethics approach (RTREA) 
was intended to support the implementation of the 
functional and ethically sound strategies that could be 
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applied to support the participants and the TT, which 
in turn provided an opportunity to address challenges 
and support participants as they took up their role in 
the trial.

Methods
Study participants’ experiences were collected by using 
a range of qualitative methods conducted at differ-
ent time points across the AHHA trial. Data collection 
was conducted over seven months from April to Octo-
ber 2019 and data were collected in two phases. Pre-
trial data from various activities was collected between 
April–July whilst data collection during the trial imple-
mentation period was collected from July–September, 
over 12 weeks (Fig. 1). This study was carried out by a 
bioethics team (BT) that was embedded in the AHHA 
trial set-up and was simultaneously conducted whilst 
retaining its independence. The BT was solely respon-
sible for producing impactful findings that aimed 
at supporting the identification of ethically relevant 
aspects of the trial process and practice. This included 
identifying ethical issues raised by study participants 
and bringing these to the attention of the TT so that 
issues could be appropriately addressed. This approach 
utilized a range of qualitative research methods [30] 
which were embedded in the ethics study’s longitudinal 
data collection functions.

The study setting
This study’s fieldwork was conducted in seven villages 
in Kasungu district, Central Region of Malawi. The area 

is predominantly characterized by subsistence farming 
alongside smallholder and estate tobacco production.

Sample and sampling
In this study, women and their male partners were con-
veniently sampled to participate in the focus group dis-
cussions (FGDs). We approached study participants that 
were available for interviews on the set date. Addition-
ally, village chiefs, health surveillance assistants, religious 
leaders, health volunteers, and agriculture volunteers 
were purposively sampled to participate in the in-depth 
interviews (IDIs) focusing on their social interaction sta-
tus, and ensuring a diverse set of roles and responsibili-
ties relevant to the trial, including health, agriculture, and 
community welfare. Table 1 provides the number of par-
ticipants in FGDs and IDIs.

Data collection
Data were collected using three approaches: observa-
tions, IDIs and FGDs. To enhance the validity of the 
study findings, data from the three approaches were tri-
angulated [31]. This also assisted the researchers to write 
detailed ethnographic notes and record the participants’ 
perspectives.

Initial interviews
We conducted seven FGDs each lasting 60 min and ten 
IDIs each lasting c.40 min during Phase 1. The questions 
and conversations were designed to draw out descrip-
tions of trial participants’ (TPs) experiences. Open-ended 
and descriptive questions (e.g., what are your experiences 
in the trial?) were used in the FGDs and IDIs. Interviews 
were conducted in places that were convenient to trial 
participants such as community clinics, church centers, 

Activities
W1 W2 W3 W4 W5 W6 W7 W8 W9 W10 W11 W12

Baseline blood withdrawal
Community Sensitisation/Education Sessions (Observation)
LUANAR maize field visit (Observation)
 LUANAR Flour Process Visit (Observation)
Data Collection FGD and IDI Phase 1
Kasungu Community Dish Sharing Meeting (Observation)
Data Collection FGD and IDI Phase 2
Flour Consumption andsafety monitoring 
Endline Community Engagement and Education Sessions (Observation)
Endline Blood Withdrawals

Trial Period

Fig. 1  Data collection time points and study activities (weeks 1–12)
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flour distribution centers, primary schools, and trial 
participants’ homes. These data were collected by two 
researchers with professional backgrounds in bioethics 
and qualitative research. The two researchers conducted 
the IDIs and FGDs in Chichewa, which is Malawi’s 
national language. Information sheets were shared with 
all potential participants for their comprehension of the 
study and participants were asked to give their informed 
consent to this work, outside of their participation in the 
AHHA trial, indicating they understood the study specif-
ics and their willingness to voluntarily participate. Partic-
ipants were reminded of their right to withdraw and that 
their decision would not jeopardize their involvement in 
the AHHA trial.

Observations
Passive: non‑participant observations
A total of four purposively sampled non-participant 
observations were conducted during key community sen-
sitisation and trial activities. The first sensitisation meet-
ing was conducted in April 2019 at LUANAR maize fields 
in Lilongwe. Kasungu is approximately 130 km northwest 
of the capital of Malawi, Lilongwe. The second meeting 
was conducted in Kasungu in preparation for the flour 
distribution exercise and the third visit was at the flour 
processing unit at LUANAR in Lilongwe, both in July. 
The last meeting was at the endline sensitisation meet-
ing that was conducted in August 2019. The observa-
tions provided the researchers with important insights 
about the interactive experiences that were widely per-
formed by both the TT and participants as they unfolded 
during the AHHA trial [32]. In this study, the units of 
observations were the participants and the activities that 
informed the theoretical sampling. Data was recorded by 
ethnographic field notes, which included a diary that was 
used by the researchers throughout the study.

Participant observations
The BT researchers actively participated in one meet-
ing, the community dish sharing gathering. The approach 

permitted the BT to be directly involved with partici-
pants as they experienced cooking and eating “nsima” 
(Malawi’s staple food) made from the trial maize flour. 
This activity involved observing behavior, interaction 
with participants, and further exploration of participants’ 
perspectives and experiences. Throughout this experi-
ence, the knowledge and understanding of participants’ 
trial experiences evolved. In this study, observations were 
more effective when they were conducted alongside FGD 
and IDIs that were utilized to explore underlying reasons 
for trial activities, social interactions, and community 
behavior.

Theoretical sampling and ongoing data analysis 
and alteration of interviewing route
Grounded Theory Methods are categorised by theoreti-
cal sampling [33] which is the purposive selection of a 
sample that allows further investigation of emerging cat-
egories. After Phase 1, detailed life experiences of the 
participants and their social interactions emerged. The 
study unearthed participants’ concerns that included the 
incidence of rumours and misconceptions. Therefore, 
open-ended questions were asked (e.g., How willing were 
participants to consume the given flour despite rumours 
about the trial?). The aim was to understand what would 
support the participant and identify issues that may need 
addressing by the TT. For this reason, we theoretically 
sampled Phase 1 participants for Phase 2 data collection. 
Therefore, in Phase 2, categories were “coping strategies” 
and strategies employed by the TT, which were initiated 
in response to any negative trial experiences as they were 
identified. In total, 14 FGDs and 20 IDIs were completed 
in this study.

Data analysis
Memo writing
Memos were extensively written throughout the study 
after every observation and interview conducted [34]. 
The researchers held discussions reflecting on social 
interactions, the behaviour of participants, and the 

Table 1  Number of study participants who participated in FGDs and IDIs

Data collection method Type of participants Phase 1(# of 
participants)

Phase 2 (# of 
participants)

Total # of 
participants

Male Female Male Female

In-Depth Interviews Village chiefs, health surveillance assistants, religious 
leaders, health volunteers, and agriculture volunteers

2 8 2 8 20

Focus Group Discussions. (n 
groups = 14). Range 6–10 participants 
per group

Female trial participants and their male partners 27 35 33 35 130

Total 29 43 35 43 150
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identification of new themes. Reflections from memos 
guided the BT in developing questions for the next 
interviews.

Coding and constant comparative methods
The data were arranged in chronological order and this 
enhanced the examination of the whole research process. 
Systematic data coding [35] was used, and open coding, 
which involved an analytic process in grounded theory 
methods in which concepts (codes) to the observed 
data and phenomenon are attached during qualitative 
data analysis [34]. This was followed by axial coding in 
which the researcher mapped connections or relation-
ships between the various codes, which were identified 
during open coding, to group them into categories [33]. 
Lastly, the researcher conducted selective coding to inte-
grate and develop the core categories which represented 
the central thesis of this study. The data set was managed 
using NVivo 12.0 software.

Quality assurance
This study employed various techniques at each stage 
to achieve credibility, dependability, conformability, 
and transferability [36]. To enhance the credibility of 
the study findings, the research team kept comprehen-
sive notes of the study through memos. The interviews 
and data analysis reports were widely discussed with the 
TT to reach a common understanding. Using the com-
parative methods [37] assisted the analysis to produce 
a model for explaining the social process of the study. 
The research team has presented a detailed report of the 
research process, from the data collection phases to the 
data analysis and interpretation phases, to enhance the 
study’s dependability.

To enhance confirmability of the study findings, the 
research team analysed the collected data and developed 
a research report that was shared with the AHHA TT 
after Phases 1 and 2 of the data collection process.

Ethics approval and ethical issues
The study obtained its ethical approval from the Col-
lege of Medicine Research Ethics Committee (reference 
number P.03/19/2633). Ethical approval for the AHHA 
trial was obtained from the College of Medicine Research 
Ethics Committee (reference number P.11/18/2539) and 
the LSHTM Interventions Research Ethics Committee 
(reference number: 16181). We consented study partici-
pants to the first FGDs and IDIs and they were notified 
of the arrangements for the second phase of data collec-
tion. All information was securely stored in password-
protected files.

Findings
The findings highlight the main categories of participants’ 
experiences and motivation to adhere to study require-
ments as identified through our analysis. The key catego-
ries identified in this study are summarised below, with 
stages in the participants’ trial experiences as follows:

•	 Seeking hope, dealing with contextual factors.
•	 Trial protocols: Acknowledging challenging experi-

ences as a trial participant
•	 Adhering to trial requirements: Using coping strate-

gies.
•	 Mastering the experience, finding value and hope.

Cutting across these temporal aspects were the par-
ticipants’ experiences of interacting with the TT and the 
teams’ responses to their questions, needs, and concerns. 
These are set out under the theme of the ‘value of the 
participant-TT deliberative processes.

Seeking hope, dealing with contextual factors
Many TPs revealed they were unable to meet reason-
able basic living expenses such as food and clean water. 
Thus, being in economic hardship was seen as a hope-
less situation affecting the well-being of the community. 
The majority of the TPs equated the trial as a “life-saving” 
initiative (FGD 301 P1) as they perceived their economic 
issues will be resolved in the short term. This is illustrated 
by FGD 201, P1: “But if you know that you are amid food 
scarcity – hunger, and you are sleeping hungry so when 
you hear that they are coming here, the flour people… you 
cannot refuse.”

These comments are typical of what most TPs 
expressed in Phase 1 before the flour was distributed. 
The trial intervention was seen to offer hope as TPs were 
optimistic they will overcome everyday challenges by 
enrolling in the trial.

Participants discussed their understanding of what 
research is all about. It was seen to facilitate TPs’ expec-
tation of how the findings of the trial would uplift their 
lives, for example, “finding things that can help us”; “this 
is the first big research of this kind to happen”, as eluci-
dated by FGD 201, P1. It was clear that prior research 
engagements as evidenced here “research on how to make 
manure”; “research about sanitation and hygiene” FGD 
203, P1 brought hope and higher expectations to TPs 
that the new research project would address their basic 
needs concerns. This is also illustrated here; “research to 
develop this area”; “our main problem in this area is clean 
portable water”; “research should benefit the research 
area” FDG, 201 P1. In the early stages of data collection, 
TPs expressed a strong view that research projects should 
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bring a benefit to the community, and their motivation 
to adhere to trial requirements was a significant part of 
dealing with contextual issues.

The majority of participants equated being randomised 
in the trial as being lucky as they perceived trial par-
ticipation was an honour. Thus, being randomised was 
interpreted as a great opportunity that they would gain 
something desirable as stated by e.g., P10, P2, indi-
cated they were “lucky and having a great chance”. These 
comments were typical of what most trial participants 
expressed in the second phase of the data collection exer-
cise. Most participants expressed that by fully adhering 
to study requirements, they were very hopeful something 
of good fortune would follow them.

Many TPs revealed that in the past they have been 
deceived by people who claimed to be from Non-Gov-
ernmental Organisations therefore the engagement of 
key gatekeepers was seen as a way of dealing with issues 
of mistrust and social structure. The involvement of 
key gatekeepers gave hope as it signalled the trial was 
for a good cause as evidenced by “We should receive it. 
Because [our] grandfather, Traditional Authority Wimbe 
or the government, cannot allow bad things to happen to 
us” Male Volunteer, IDI 105, P1.

Dealing with the contextual issues was therefore seen 
to offer hope that motivated TPs to take up their trial 
roles and responsibilities. TPs were willing to adhere to 
trial requirements only when their present contextual sit-
uation was more bearable but also if they perceived that 
their involvement would eventually improve their lives. 
TPs had hoped that the outcome of the trial would make 
their life better in some way.

Trial protocols: acknowledging challenging experiences 
as a trial participant
Many acknowledged dealing with challenging experi-
ences as they adhered to the trial protocol. TPs revealed 
they perceived the significance of adhering to all trial 
procedures however, rumours, myths, jealousy, and 
misconceptions created feelings of fear and anxiety. 
Many TPs echoed that they experienced social harm 
due to the withdrawal of their blood at baseline. Com-
munity members called them by various names like 
“kudya ufa wamagazi” (eating bloody flour), “magulitsa 
magazi”(selling blood), “opereka magazi” (blood donors), 
and rumours were present as illustrated by FGD 203, P1:

“They are taking your blood so that they can sell. 
And also, all those whose blood was taken will die.”

During phase 1, it was evident that many individu-
als felt the burden of being a TP. Reflecting on the 
arrangement that every household was receiving 

freely-distributed flour whether or not they were donat-
ing blood was frustrating for some. This was illustrated in 
FGD 304, P2:

But those who did not give blood their flour stays 
until they receive again. Maybe they are even the 
ones receiving a lot of flour. So, they say what is the 
gain when we gave blood but receive little flour, they 
did not but receive a lot of flour. What did we gain 
by giving blood?

Many participants acknowledged that beliefs and 
rumours about blood were widespread and continued 
to occur among community members during the trial 
period. Rumours about blood included blood being per-
ceived as sacred:

The donated blood would be used for satanic rituals; 
those who donated blood would have fertility issues 
especially blood donors and their partners (IDI 302 
P1).
Blood donors would swell and die and donated 
blood would be sold (FGD 304 P1).

Many participants articulated the experience of dealing 
with various trial misconceptions. Humanitarian or phil-
anthropic misconceptions were triggered by expectations 
among participants and community members, misinfor-
mation, and lack of understanding of trial activities, pro-
cedures, and goals of research, as illustrated by FGD 305 
P2’s verbatim response: “That is where I said the research 
is good because if someone is giving you flour, that means 
you are saving our lives”.

Many TPs articulated that community members had 
challenges in understanding the goals of the trial hence 
found it difficult to ascertain why trial procedures had to 
be adhered to. Lack of understanding by those not partic-
ipating in the trial accelerated confusion, fear, and anxi-
ety. Soon after flour distribution, it became evident that 
some trial requirements had an impact on TPs’ social 
relationships. It was revealed that TPs were ridiculed for 
refusing to share or to eat non-trial flour during wed-
dings and funerals. This is evidenced by FGD 304, P2:

They asked us: Why are you eating your flour on 
your own? So, we said your flour and ours are dif-
ferent, that is why you can eat yours anyhow. Those 
who gave blood were told not to mix the flour. So, 
they then said that no matter what procedure we fol-
low or if we gain weight, the Bunda [LUANAR] folks 
will not give us cars, the cars are theirs. We quar-
relled because of this issue; men had to stop us.

Signing up to be involved in the trial reflects various 
changes and challenges that emerged as TPs consent 
to adhere to trial requirements. TPs experienced some 
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changes in their social relationships and everyday life due 
to personal commitment and responsibilities to the trial.

Adhering to trial requirements: using coping strategies
The TPs who acknowledged dealing with challeng-
ing experiences reported several coping strategies that 
helped them develop self-efficacy. The absence of adverse 
effects gave TPs the courage to start offsetting rumours 
and misconceptions. Fertility rumours were of great 
concern amongst TPs and their partners. To identify if 
there were issues with the flour, TPs and their partners 
reportedly observed their sexual performance to identify 
any changes or concerns. This is evidenced through FGD 
305 P2 who said “Now, we are even conceiving more since 
we are not going to bed hungry, everybody is eating. But 
what they were saying is not happening. Because those of 
us who gave blood are just brave”. As they identified no 
issues, TPs became very determined to commit to trial 
roles and even took up a role to educate fellow commu-
nity members.

During the second phase of the data collection exercise, 
it was clear that TPs expressed a strong sense that they 
were very significant to the research project and the com-
munity at large. TPs’ attitudes towards the trial changed 
as they achieved a sense of mastery and community 
members started seeking validation about the trial from 
them. They were being referred to as the “special group”. 
Their image as those who had sold their blood was recon-
structed to something positive as they began attaching 
positive labels to their role and identity. Some of these 
labels include “the chosen ones” (“osankhidwa”, in vernac-
ular) (FGD 305 P2) and “owners of the programme” (“eni 
pologramu”, in vernacular) (FGD 305 P2). The change in 
social status triggered new perspectives on benefits and 
rewards.

It became evident in the second phase that TPs who 
shared their lived experiences increased motivation 
to adhere to trial requirements. TPs reflected on vari-
ous strategies that were employed by the TT and it was 
widely regarded as the TT role to protect TP welfare. The 
TT intervened and responded to the TPs’ concerns at 
various time points. The TT response appears to be an 
important temporal aspect in terms of the participants’ 
concerns, need to discuss and then feelings of support 
and finally finding a reflective approach and even pride 
at the end of the study. Participants demonstrated a need 
for continuous support, which appeared to help to reduce 
concerns over time. These findings are examined below 
as the value of the TP and TT deliberative process.

The value of the participant‑trial team deliberative process
Participants reflected on some of the important features 
that motivated them to remain within the trial and to 

continue with the protocol. These include the strategic 
communications provide by the TT and the generation 
of relevant information throughout the trial. They also 
include the willingness and ability of the researchers to 
provide more information about the trial, as demanded 
by participants. During the trial, beyond the initial con-
sent process, participants had opportunities to ask ques-
tions and share their trial experiences, including the 
interactive communications between the TT and TPs. 
The TT conducted timely activities that were perceived 
to help TPs confidence levels as narrated by FGD 201 P1;

“Mainly, this relationship can teach everything that 
needs to be taught... When they asked questions, 
they would be answered accordingly. That is what 
mainly made the relationship work because we were 
able to understand”.

Participants revealed how ongoing sensitisation meet-
ings and education sessions supported the acquisition of 
new and relevant knowledge at different times resulting 
in enhanced comprehension of the trial requirements, 
this is reflected by a focus group participant (FGD 305 
P2):

“There is nothing that can disturb it because the 
supervisors came the day before yesterday. They 
explained well the procedure they followed which 
removed everyone’s doubts, so we are not going back. 
Before every procedure happens, we are educated or 
sensitised. That is why this research is going on well 
until the end”

Participants also valued various activities that were 
implemented by the TT (Table 2).

Many participants commended the TT for their trans-
parency and commitment to enhance positive experi-
ences, exemplified by these comments:

People were now encouraged that there was a dem-
onstration on cooking the flour. We ate it in the 
group (FGD 302 P2).
So it was encouraging the people because they made 
a program to see the food and also the food should 
be cooked we should all eat. And visiting those peo-
ple who gave blood also encouraged” FGD 301, P2; 
‘The first time we went to Bunda because we went 
twice, we saw different types of maize in the field 
with the fertiliser that was applied.” (IDI 304 P2).

Many participants expressed support after careful con-
sideration of the TT’s response to their concerns, such as 
emotions, uncertainties, fear of exploitation, and anxiety. 
Participants described opportunities to discuss rumours, 
misconceptions, and myths as an opportunity to further 
understand and acquire more knowledge about the trial 
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activities at that time point. The knowledge assisted them 
in refuting rumours and misconceptions, as reflected by 
Male Volunteer, IDI 102 P1:

They should be coming every now and then, teach-
ing those people that are left behind to join the other 
group because some were left behind indeed, they 
did not understand. So we were thinking that these 
meetings should continue happening now and then 
up to the time we are about to receive, so that those 
people should be taught”

Participants perceived that the TT had implemented 
an approach that created “conversation spaces” to listen 
to their concerns and accept their suggestions. It became 
very evident that the TT listened to the TPs’ information 
needs.

Mastering the experience, finding value and hope
Participants expressed a form of mastery of their trial 
experiences, which might be called ‘finding value and 
hope’. Participants reported various coping strategies 
described above which promoted their self-efficacy 
and decision-making abilities. Many participants inte-
grated the various perceptions that emerged multiple 
times throughout the trial and used current and past 

experiences and information to make decisions to sup-
port their continued involvement in the trial. They 
shaped new forms of hope and value by requesting from 
the TT continuous information on how the expected 
improvements from the intervention might benefit their 
communities, with some holding high expectations to 
learn from the trial results, as reflected by a male partici-
pant in the focus group (FGD 302 P2):

“That is why we have taken ownership and can leave 
the flour to the wife [narration of a male partner] 
because she is the one whose blood was tested, and 
a time is coming when she will be tested. We are also 
just grateful that the wife has not eaten the food 
we grow ever since she gave blood. We really want 
her to be eating this food until the research ends so 
that when giving the results, we do not cheat you. 
Because the research would be useless if we do not 
play a part.

This position was also shared by a Female Participant 
(IDI 110, P2):

The role I took was to heed the part I have been 
assigned as I joined the research. I should follow 
what I was advised to do so that at the end I should 

Table 2  AHHA trial interactive sessions with the communities and trial participants period

Period (2019) Activity Objective

April LUANAR Maize field tour Kasungu Community members visited LUANAR farms to understand how the inter‑
vention maize was grown, understand how Selenium fertilizer techniques were 
applied. An opportunity to discuss with the LUANAR team about overall maize and 
study-related information

July Sensitisation Meeting (After Baseline Study and 
Ethics FGD and IDI)

Meeting organized by the trial Implementing team in a trial community area

These meetings were scheduled in response to the ethics engagement exercise: 
The following were topics of discussion

Safety of flour and flour consumption procedures

To refute rumors about blood donation

To highlight milestones on study activities and a reminder on study roles and 
responsibilities

Discuss flour distribution procedures

Discuss information needs, answer questions

July LUANAR Flour Processing visit Kasungu Community members visited LUANAR for an opportunity to visit the 
maize mill where dehulling and determining of the maize grain and maize flour 
milling was taking place

July Community dish sharing activity This was a dish-sharing event that was organized by the LUANAR team to cook and 
eat the study flour together with participating village members, Kasungu district 
key stakeholders before the trial flour consumption commenced. It was organized 
as an event to nullify rumors, alleviate fear about the flour, and cement trust

September Endline Community Information Sharing Sessions These meetings were scheduled in response to the ethics engagement exercise: 
The following were topics of discussion:

Highlight the importance of endline blood donation

Motivate study participants to donate blood and adhere to flour consumption

Discuss blood donation procedures

Discuss information needs, answer questions and hear concerns and fears
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see the results.

Several participants questioned how negative findings 
would be managed by the TT despite them complying 
with trial requirements (IDI 102, P2):

What touches me on this research is that, as I am 
eating this flour, so when testing me what will hap-
pen if you find that what you wanted was not 
achieved? But I am eating the flour the way you told 
us.

Participants expressed being able to request informa-
tion from the TT to help them establish strategies that 
would protect them from wider social harm. For many 
TPs, a responsive TT was very critical in helping them 
achieve self-efficiency. TPs were likely to refute rumours 
and misconceptions if they had accurate and relevant 
information about the trial at various time points and a 
responsive TT would address their concerns according 
to their context and concerns to promote/mitigate social 
harm.

Discussion
Participants’ prior knowledge and experiences were 
critical on how this research was interpreted and how 
research activities were understood. This is a similar 
finding to a study conducted by Meade [38], who argued 
that adults are not a ‘blank slate’ and prior knowledge is 
critical in enhancing the comprehension of new knowl-
edge [38]. Many TPs demonstrated knowledge about the 
objectives and clearly outlined trial activities. However, 
at the start of the study, TPs narrated various expecta-
tions outside the scope of the trial ranging from essen-
tial services that included the provision of clean potable 
water, bridges, farm inputs, and hospitals. This could be 
attributed to poor social-economic conditions in their 
respective communities and the issues associated with a 
humanitarian or philanthropic misconception that was 
revealed among TPs. A report by Wang, revealed that 
philanthropic misconception is related to a notion of 
trust arising when recipients entrust those who exhibit 
goodwill or benevolence towards them, thereby misun-
derstanding the purpose of the activity, while overrat-
ing the intended benefits or underestimating potential 
risk [39]. In the context of this study, there were two 
sets of anticipated benefits, direct benefits to those who 
participated in the trial and long-term benefits towards 
the welfare of the overall communities. The study also 
revealed interesting findings on how philanthropic mis-
conceptions may have introduced or exacerbated exist-
ing or new vulnerabilities among TPs. It was reported 
that if TPs failed to satisfy the objectives of the study and 
researchers failed to meet their benefit expectation, this 

could negatively affect their social and community rela-
tions making the TPs vulnerable to social harm [40].

This study revealed how challenging it is to achieve 
voluntary participation in low-resource community set-
tings, as structural coercion can define perspectives that 
affect the decision to enroll in research [35, 36]. This 
study highlights that some of the participants expressed 
good fortune to be included in the study, implying an 
unreflective socio-economic influence on their participa-
tion in the study. Findings from this study resonate well 
with Nyirenda’s [41] findings in Malawi, which stated that 
the socio-economic context and unequal power relations 
influence decision-making rendering participants vulner-
able to exploitation. The findings, therefore, highlight the 
need for RECs to focus on the risks of undue influence 
and preventing exploitation especially in settings with 
underlying contextual factors. The findings from this 
study are in line with the findings from a study done by 
Fisher [42] which recommended various strategies for 
addressing structural cohesion which proposed RECs 
should apply a more robust analysis to assess structural 
conditions that may affect voluntary participation. The 
findings here also imply that RECs should more closely 
examine what supporting and deliberative mechanisms 
are put in place by Trial Teams across the life of trials. 
Extending this work, it will be informative to compare 
the current study findings drawn from a community-
based trial with participant experiences from clinical set-
tings [43]

In the initial phase of the study, participants expe-
rienced emotions including fear, anxiety, uncertainty, 
and stress related to “rumours about blood selling and 
stealing”, safety concerns, myths, and misconceptions. 
Participants reported negative experiences related to psy-
chological distress that was associated with randomisa-
tion and trial activities. This is consistent with previous 
studies conducted in low- and middle-income country 
settings that indicate underlying negative trial experi-
ences are commonplace, with historic and socio-eco-
nomic factors contributing to concerns [23, 44, 45]. In 
this study, the issue of “blood stealing and selling” was 
ever present, highlighting how widespread misconcep-
tions about blood are in some contexts in Africa [22, 24, 
46, 47].

This study has shown that researchers require strategies 
to determine the diverse nature of risk for participants, 
the social acceptability of studies, and what rumors and 
types of fear may shape participation narratives for both 
pre-and post-consent individuals [45]. Participants also 
expressed the notion of burden, revealing how princi-
ples of the trial design in community settings influence 
various narratives about risks. It could be argued that at 
times participants expressed a notion of sacrifice as part 
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of their motivation, as they struggled for self-reliance and 
social recognition [48]

Mapping and reporting back to the TT about par-
ticipants’ concerns and their narratives of risk per-
ception enabled the TT to respond to and put in place 
approaches to empower participants, [49] build partner-
ship [50], enhance the informed consent and continuous 
consent process [51] resulting into improved self-efficacy 
[52]. The efforts of participants to develop self-efficacy 
were shared through narratives based on self-motiva-
tion and behaviour. Features of community social struc-
tures, socio-economic status, and principles of trial 
design motivate participants to commit to a research 
study. However, participants took their role seriously 
and appeared to develop self-efficacy beliefs over time 
that influenced task choice, determination, persistence, 
resilience, and achievement [53]. In addition, partici-
pants championed their learning and mastery of activi-
ties revealing how information seeking and beliefs greatly 
improved over time. Many of the approaches that were 
provided by the TT were embedded in various social 
networks within the communities, hence these support 
approaches assisted them to succeed. The findings of this 
study suggest that researchers require embedded ethi-
cal strategies that have temporal sensitivity and directly 
gauge what the community and researchers identify as 
social and ethical issues, as well as using traditional ethi-
cal guidance and expert opinion [54].

This study shows that participants valued collaborative 
engagement with the TT. Opportunities to express their 
fears and concerns, verify information, and participate in 
various trial information-sharing activities were reported 
as some of the strategies that enhanced the informed ini-
tial and continuous consent process. The emphasis on 
partnership building, empowerment, and collaborative 
engagement supports the claim that researchers need 
to interact with participants and discuss the realities of 
participating in trials where there may be issues that can 
affect adherence to study protocols and even retention 
[55].

The motivation that participants had to know about the 
outcome of the trial may be perceived by researchers to 
be less relevant in poor resource settings like Kasungu, 
where the socio-economic status of communities is low. 
However, this motivation and sense of ownership of the 
trial may take on a different meaning is seen as a way to 
demonstrate the value of participation and lessen the 
notion of social harm within a community setting. One 
of the limitations of this study was that study partici-
pants’ perspectives on the notion of exploitation, taking 
into consideration how participants overcome negative 
experiences, was not explored in depth. This would be an 
important aspect of a future study.

This study suggests that participants’ self-efficacy does 
not come from simply setting protocols and instructing 
participants to follow these, but is rather a responsibil-
ity for researchers to consider how they develop messag-
ing and engagement strategies that can respond to local 
contexts and participants’ needs [56]. In this study, self-
efficacy included being able to offset myths and miscon-
ceptions about the flour, suggestions, and clues to food 
preparation, strategies to identify and report adverse 
events, as well as strategies to share information with 
others, to seek more information, ask questions, share 
emotions and concerns.

In community contexts characterised by widespread 
poverty as in Malawi, issues of mistrust [57], rumours 
and fear about clinical research [58], power inequalities 
[59], respect for persons, reciprocity [45], altruism [60] 
and hope are all important elements that can affect par-
ticipants’ willingness to take part and experiences within 
studies. This is corroborated by those studies that have 
been conducted in low- and middle-income settings 
outlining some of these factors as motivating for study 
participation [48]. In this study, participants expressed 
concerns yet they also expressed their commitment as 
underpinned by their social value expectations [48] and 
highlighted the personal value of the TT deliberative 
approach to their lived experiences.

Conclusion and recommendations
The findings of this study reveal that a willingness to con-
sent to be part of a research project can hide a wide range 
of initial and ongoing concerns amongst study partici-
pants, which highlight the need to further protect par-
ticipants’ rights and support those who consent through 
the life of a project. This work shows that taking part in 
a community-based trial can be challenging for individu-
als in a low resource setting, as committing to the role 
of a trial participant can raise ethical and social issues 
due to the disruption of people’s everyday life and the 
impact of participation can have on social interactions 
within a community. This work highlights the influence 
of contextual factors and social and economic status on 
negative experiences in the early stages of a trial. How-
ever, the processes of mapping and sharing participants’ 
ethically-relevant concerns which are combined with a 
series of responsive approaches from the trial team dur-
ing the study, can support participants as they identify 
the purpose in their participation, help them create cop-
ing mechanisms, and re-framed their trial experiences. 
This further led to a form of perceived ownership of 
the trial with participants emphasising to the research-
ers the importance of sharing the trial results directly 
with them, sharing experiences, and working through 
their concerns. This offers great insights on the need to 
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develop and apply strategies to support participants and 
to enhance their positive trial experiences.

The findings offer important lessons for the value 
of exploring ethical and social issues in real-time dur-
ing a study. Leveraging from empirical ethics in com-
munity research in low resource settings, this study has 
revealed how principles of study design, social struc-
tures, and social and economic contexts contribute to 
diverse ethically relevant perspectives on trial participa-
tion. Further research to improve the practical applica-
tion of informed consent and how ongoing participant 
support and embedded fulfilment of ethical principles 
can be achieved which are also tailored to local con-
texts is needed to enhance ethical conduct of research 
and enhance uptake of study roles and responsibilities. 
The importance of these issues is demonstrated in this 
work and more widely, it is therefore key that going for-
ward researchers employ embedded ethics strategies that 
are focused on empowering study participants through 
enhanced informed consent processes. We propose that 
researchers develop ethical engagement plans in the 
same way that data management plans are now ubiqui-
tous and to support researchers’ efforts, we propose that 
RECs thoroughly review informed consent and engage-
ment plans to assess structural conditions that may affect 
voluntary participation.
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