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Abstract

Background: Factors that could potentially act as facilitators and barriers to successful recruitment strategies in peri-
natal clinical trials are not well documented. The objective was to assess lay persons’ understanding of the informed
consent for randomized clinical trial in emergency obstetric and newborn care.

Methods: This was a qualitative study conducted among survivors of severe obstetric complications who were
attending the post-natal clinic of Kawempe National Referral Hospital, Uganda, 6-8 weeks after surviving severe
obstetric complications during pregnancy or childbirth. The study that involved 18 in-depth interviews was con-
ducted from June 1, 2019 to July 6, 2019. The issues explored included perceptions of the purpose and necessity
to conduct such research how research-related information would be disclosed, and what could be the potential
benefits and risks of participation. The data was analyzed by thematic analysis.

Results: Respondents felt that research was necessary to investigate the cause, prevention or complications of

an illness, especially as much was known about some pregnancy and newborn complications. Most believed that
the emergency contexts affects whether and what prospective participants may understand if information about
research was disclosed. Whereas they did not see the value of procedures like randomization, they felt that if these
and any other procedures necessary should be done transparently and fairly. The decisions to participate would
significantly be influenced by possibility of risk to the unborn baby or the newborn. Solidarity was an important influ-
ence on decision-making.

Conclusions: Respondents valued participation in RCTs in emergency obstetric and newborn care. However, they
expressed concerns and valued openness, transparency and accountability with regard to how clinical trials informa-
tion is disclosed and the decision-making process for clinical trial participation. While autonomy and solidarity are
contradictory values, they complement each other during decision-making for informed consent.

Keywords: Randomized clinical trials, Emergency obstetric and newborn care, Informed consent, Lay understanding,
Clinical trial participation, Communitarianism, Solidarity

Background

The expanded definition of a clinical trial is “..research

study in which one or more human subjects are prospec-

tively assigned to one or more interventions (which may
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Full list of author information is available at the end of the article

©The Author(s) 2021. Open Access This article is licensed under a Creative Commons Attribution 4.0 International License, which
permits use, sharing, adaptation, distribution and reproduction in any medium or format, as long as you give appropriate credit to the
original author(s) and the source, provide a link to the Creative Commons licence, and indicate if changes were made. The images or

other third party material in this article are included in the article’s Creative Commons licence, unless indicated otherwise in a credit line
to the material. If material is not included in the article’s Creative Commons licence and your intended use is not permitted by statutory
regulation or exceeds the permitted use, you will need to obtain permission directly from the copyright holder. To view a copy of this
licence, visit http://creativecommons.org/licenses/by/4.0/. The Creative Commons Public Domain Dedication waiver (http://creativeco
mmons.org/publicdomain/zero/1.0/) applies to the data made available in this article, unless otherwise stated in a credit line to the data.



http://orcid.org/0000-0003-1490-859X
http://creativecommons.org/licenses/by/4.0/
http://creativecommons.org/publicdomain/zero/1.0/
http://creativecommons.org/publicdomain/zero/1.0/
http://crossmark.crossref.org/dialog/?doi=10.1186/s12910-020-00568-1&domain=pdf

Kaye BMC Med Ethics (2021) 22:1

emergency contexts, obtaining informed consent for ran-
domized clinical trials (RCTs) has potential practical and
ethical challenges related to disclosure, comprehension
and capacity (or competence) for voluntary authorization
to participate) [2-7]. These challenges include inabil-
ity to communicate to (and get consent from) very sick,
anxious, unconscious or sedated patients, depending on
how severe the patient’s condition and what medication
they are taking or have already received at the time of
the informed consent process. Some conditions in emer-
gency obstetric and newborn care (such as eclampsia,
abruptio placenta, postpartum hemorrhage, obstructed
labor, birth asphyxia and neonatal sepsis) exist mainly
as emergencies, and are the major causes of morbidity
and mortality. Critically ill patients frequently undergo
emergency treatment that affects their cognition (and
therefore capacity to comprehend disclosed information
about clinical trial participation) and subsequently pro-
vide voluntary informed consent. Yet consent for par-
ticipation requires that potential participants understand
the research purpose and procedures, the benefits and
risks inherent in the RCTs, and the expected roles from
them as research participants, before they give voluntary
authorization to participate in research. The need and
procedures for informed consent may need to be modi-
fied due to severity of the disease or the participants’ clin-
ical state [2—7]. Potential participants may have incorrect
interpretations of the requirements for informed consent
(5, 6, 8].

Challenges in recruitment to RCTs hinder enrol-
ment, continuation and successful completion of clinical
research. For instance, problems with recruitment can
also lead to low or selective enrolment, causing low sam-
ple size or selection bias respectively, thereby affecting
the generalizability of trial results. Also, with insufficient
numbers, RCTs may be underpowered to detect clini-
cally meaningful differences in important outcomes in
different study subject groups [9], substantially reducing
validity and utility of the study findings [10-12]. How-
ever, informed consent for maternal and perinatal trials is
often challenging as women and newborns are vulnerable
at the time consent is required and mothers may have dif-
ficulty in making fully informed decisions [10-12]. What
participants understand about the informed consent in
emergency research is not well documented in emer-
gency obstetric and newborn care. Some participants go
through the process of informed consent when they have
already made up their minds to accept research partici-
pation if invited [13], particularly in expectation of free
medical care for them or their community [7, 14].

It is necessary to assess lay understanding of the
informed consent process for RCTs in emergency obstet-
ric and newborn care, as this may identify barriers and
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enablers to successful recruitment and strategies in peri-
natal clinical trials. What survivors of severe obstetric
complications, who are potential participants of emer-
gency research understand as requirements for emer-
gency research acceptability is not documented. The
objective was to assess and gain a deeper understand-
ing of what lay people understand as requirements for
acceptability of emergency research.

Methods

Data collection procedure

The study participants were 18 survivors of severe obstet-
ric complications who were recruited for the study from
the postnatal clinic of Kawempe National Referral Hospi-
tal, which they attended at least 6 weeks after childbirth.
The study inclusion criteria were age of 16 years or older
and a history of severe obstetric complication during
pregnancy or childbirth. To verify eligibility, the patients’
medical records to confirm that they had suffered severe
obstetric complications during their pregnancy or child-
birth. Data were collected through in-depth interviews,
using an interview guide developed and pretested spe-
cifically for this study. Since the objective was to explore
participants’ perceptions and views related to research
in emergency obstetric and newborn care, the issues
explored included: (1) Perceptions of the value (necessity
and relevance) and acceptability of conducting research
in emergency obstetric and newborn care; (2) Percep-
tions on the procedures and processes for disclosure of
clinical trial information (that is, how and when should
potential participants be informed about the research
and what factors may affect comprehension of disclosed
information. Factors such as severity of disease, language,
decision aids, different ways in which the information
may be presented and contextual factors such as research
environment, privacy, confidentiality were probed); (3)
Participant perception of potential harms and risks that
may arise from research participation. With prior per-
mission from study participants, the interviews were
audio recorded and field notes were taken to provide an
opportunity to identify impressions, contexts, behav-
iors, and nonverbal communications, which could be
relevant to how participants understand research and
what meanings they attach to their decision-making to
participate in research during emergency obstetric and
newborn care. The interviews were conducted in either
English or Luganda, a widely understood local dialect,
which, though not necessarily all the participants’ mother
tongue, is widely spoken and understood by many peo-
ple in the capital city, Kampala. While all respondents
understood both languages, the interviews and consent
process were conducted in English for 12 participants,
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in Luganda only for 3 participants and both English and
Luganda (3 for 3 participants).

Data analysis

The NVIVO software was used for data analysis. The-
matic analysis, as adapted from Morse [15] and Mays
and Pope [16, 17] and based on the constant comparative
method [18-20], was used to analyze for codes (recur-
rent patterns statements, words or phrases) with simi-
lar meaning or interpretation across data set [18-23].
During data analysis, audio recordings were transcribed
verbatim by the investigator by listening to the audio
recordings, transcribing the recordings and comparing
them with the field notes. Field notes were checked for
important contextual information that improved inter-
pretation of audio-taped data. The transcripts were read
carefully while listening to the audio recording so as to
correct any areas that needed clarification, to correct
spelling or other errors, and to anonymize the transcripts
(so that the individual participants could not be identi-
fied from the transcripts (by deleting the names, places
or significant events in the transcripts). From the field
notes, information such as pauses, laughter, looks of dis-
comfort and other contextual information collected were
inserted into the transcripts. Once identified, the codes
were aggregated into themes (groups of word patterns
or phrases with similar meaning). Representative quotes
from the individual transcripts were included to illustrate
the source of the interpretations of the information from
participants, and are presented in the results.

Ethical considerations

This research was reviewed and approved by the Mak-
erere University School of Medicine Research and Ethics
Committee (SOMREC) and Mulago Hospital Research
and Ethics Committee. The Institutional Review Board
(IRB) of Johns Hopkins University School of Public
Health relied on SOMREC as the IRB of record. Permis-
sion to conduct the study was also obtained from the
Department of Obstetrics and Gynecology, Makerere
University. While participation in this research was vol-
untary and respondents provided written informed con-
sent, all prospective participants were given assurance
that even if they declined to participate, their decision
would not affect the due care that they were entitled to.
Since the study posed potential risk of psychological
distress if individuals were reminded of unpleasant past
experiences during their prior hospitalization with acute
illness, the information shared about unpleasant experi-
ences was received in an empathetic manner. Participants
who seemed emotionally affected by recall of unpleasant
experiences during pregnancy or childbirth were given
further counseling.
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Results

Acceptability of research in emergency obstetric

and newborn care

Many survivors of pregnancy complications had the view
that investigations about the cause of illness was neces-
sary, reasons given being that this was the way to develop
new medications, to improve on existing medications, or
to identify how to make better women who develop ill-
ness during pregnancy. The view that there was some-
thing new that needed to be understood was the major
reason survivors found research in emergency obstetric
and newborn care acceptable and relevant, as exemplified
by two respondents:

Respondent 7: “There is always a lot that is not
known about illness in pregnancy. And sometimes
emergencies occur suddenly. On one day you are
fine, the next day you are very sick. Even doctors
cannot explain why the diseases occur... It is neces-
sary to find answers to those questions.”

Respondent 2: “...finding out better ways of treating
disease is a good (for conducting research or accept-
ing to participate in research). Investigations pro-
vide answers to many questions about the disease...
They are therefore necessary...even when you know
that gathering the evidence requires many pregnant
women to be involved...it may lead to some dangers
of pregnant women, with all the risks that (partici-
pation) entails...but it is necessary”

However, especially when asked about whether it
is acceptable for themselves or their newborns to be
involved in those investigations, some respondents were
of the view that in such situations, investigations were
not the priority. Rather, it was providing the necessary
emergency care that was a priority, but acceptance would
depend on how the information was communicated, on
whether the investigations were necessary, and whether
the mothers understood the given information, as exem-
plified by two of the respondents.

Respondent 1: “There is often so much happening
when someone is sick...when you come in with a sick
baby. ...this may occur when you have gone through
a difficult pregnancy...why the hurry?... There is no
need to waste time on being involved ...You are wor-
ried about your baby..What you need then is treat-
ment... Your health and that of the child take prior-
ity. ... Taking part in other activities is the last thing
on your mind.”

Respondent 2: “I wouldn’t accept to take part. You
should not go beyond your limits. If are already sick
or your child is in danger, there is no reason to add
on to that danger...is it so important at that time?
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...unless there is hope of getting something better for
you or your baby... I cannot even recommend what I
do not support.. ###

On the timing of the research participation, some
respondents felt that participation would be more accept-
able if their concerns, like management of the emergency
or newborn complications, are addressed, before enroll-
ing them in clinical research. However, many women
suggested that depending on how the information given
or how persuasive the approach used was, they could
accept to participate:

Respondent 18..Why would you take a risk if you
don’t have to, or if there is nothing to gain? But if
they tell you more about what is involved, so that
they explain carefully, then (1) can accept”

Disclosure of information about research participation

On the timing of the research participation, some
respondents felt that participation would be more accept-
able if their concerns, like management of the emergency
or newborn complications and the clinical condition has
stabilized, as they were aware that in an emergency, par-
ticipants may not clearly understand the disclosed infor-
mation, may be unwilling to be delayed in the consenting
procedures, or may be more likely to have therapeutic
misconceptions. Regarding how invitation to participate
should be communicated, most respondents were of the
view that this should be when they, the unborn babies or
their newborns were out of danger, and therefore when
they could understand, without what was referred to as
“pressure’, “stress” or “anxiety” Some were of the view
that if they received initial emergency care, then they
had some obligation to participate in research as a way of
showing their appreciation to services rendered and help
already received, as exemplified by one respondent:

“..There is no need to waste time on being involved ...
What you need then is treatment... Your health and
that of the child take priority. ... Taking part in other
activities is the last thing on your mind...But of
course if you are helped and are better, you appreci-
ate...You can accept to take part...Taking part shows
you appreciate the help and are willing to help oth-
ers in return... It is just natural...”

The respondents preferred that the information would
need to be simplified and brief, if they were to consider
participating, as exemplified by two respondents:

Respondent 3: “You doctors have your difficult lan-
guage... We don’t understand it. At that time what
I need is help and care...I have no time to listen or
understand those “heavy” medical terms. What they
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tell me should be short and simple, so that if I have
to ask my friends for opinion, I would be able to tell
them exactly what they (investigators) ask me to do.
Respondent 5: “They should give me time. They may
come and give me information, but should give me
a written summary...something short...something
to read on my own. If I can understand, then I may
accept”

Most respondents were of the view that they needed
time to understand the information given about research
participation, and that researchers should assess whether
they have understood the basics about the study to con-
firm if they have understood, as demonstrated by two
respondents:

Respondent 2: If you want me to take part, I may
mess your study... You (have to) tell me about a new
study that you want to do... You need to test me to
check if I have understood. ... Ask me a few questions
about what I need to do and what you are going to
do for me. If I answer correctly, then you guess that
I have understood... If answers are wrong, then you
repeat the information till I understand...like that...
there should be no hurry”

Respondent 5: “They should ask me, that okay, if you
have understood, what is my role? ..what do you
want from me..What do are you going to do? What
do you understand? Remember, at that time, your
brain is not ‘steady’ and you may be tired. They need
to check if you will do the right thing that they want.
If it is taking the medicine correctly, they ask how
many tablets, at what time, and what else you will
be doing”

Other respondents were of the view that the informa-
tion about the research should be given privately, rather
than to everyone present, and participation should be
confidential, as exemplified by one respondent:

Respondent 5: “They need to come to you and then
ask, are you going to take part?.. That should con-
cern only me. I may not want other people, even my
relatives to know that I am involved...that should be
my secret...”

Most participants were of the view that participa-
tion may involve some degree of persuasion, and there-
fore those who recruit research participants should use
a language the potential recruits are comfortable with
and can easily understand. Besides, participation should
involve possibility of personalized care in form of better
attention to personal needs, as well as personal benefit
for them, their unborn baby or the newborn. Regard-
ing which potential personal benefits, the respondents
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suggested that they expect better care (including meeting
the costs of investigations and medications, as exempli-
fied by two respondents:

Respondent 1: “They have to convince me that it is
a good idea. They need to talk to me in a language
I understand best, not English... I expect that they
would provide me with better care. For instance, get
me the drugs I need, or give me better attention.
Respondent 7: “At least they should contribute to
some of my expenses like on drugs or food. They have
to assure me that there is something to gain for me
or my baby...I need to later be able to say, yes, taking
part was a good idea... I want a higher standard of
care if I participate. This can only be if I am better
off than those who do not take part”

On potential risks, the respondents were of the view
that participation may lead one to spend a longer period
of time in the health facility (because researchers need
to continue with their study, or that some unexpected
harm may occur. In case of possibility of significant harm,
most respondents would either hesitate to participate,
or would decline the invitation for participation, or may
decide to discontinue participation, as exemplified by two
respondents:

Respondent 8: “You never know what happens. If
they give you medication that is not fully tested, the
baby may be affected. Even me I may get complica-
tions. In that case I will have to decline or may leave
their study”

Respondent 6: “They may keep you longer in hos-
pital because they still want you to do this or that
procedure, taking off more blood, doing more checks
on you... If what they tell me involves any of that
(potentially harmful procedures), then I would not
join... I would not want unnecessary delays”

Regarding whether randomization, or the possibil-
ity of randomization to different groups may influence
acceptability, most respondents indicated that they nei-
ther understood that procedure nor realized its impor-
tance or significance. Also, most were of the view that
the investigators could decide what was best for them,
and were ready to accept the procedure as long as they
felt it was one way the investigators get the information
they wanted from the studies. Therefore, they trusted the
investigator to perform any procedure they deemed right,
and would not mind getting involved in the randomiza-
tion procedures, as exemplified by two respondents:

Respondent 7: “I do not understand why doctors
would let me belong to one or other group just by
chance. But they know better what they need to find
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out... I believe they would do the right thing... If
what they do makes be belong to a particular group,
I have no objection... I think they know better...I
would not refuse”

Respondent 5: ‘I think even when doctors say you
should belong to this or that group, they know best...
For me what would matter is that they do the right
thing...they should ask me first... I believe they are
called to serve. I have a feeling most doctors still do.
what is right for patients... Much as I do not under-
stand how they would do it or why, I would believe
that is the right thing (if they did it)”

Solidarity was considered key in informed decision making
What was more apparent was that the potential partici-
pants may already have preconceived decisions about
clinical trial participation or may rely on other individu-
als to influence their “informed” decision. This apparently
impedes both voluntariness and autonomous decision-
making, particularly in emergency situation where life
may be at stake and decisions may need to be urgently
made regarding clinical trial participation. These two
possibilities may negatively or positively influence will-
ingness and motivation for clinical trial participation in
emergency obstetric care, as well as potentially influence
discontinuation of clinical trial participation. This brings
into question whether the decision for research participa-
tion in emergency obstetric care can be truly “informed”
and autonomous, as one respondent shows:

Respondent 5: “Accepting research participations
is not a simple decision...Community and friends
advise or guide you in making a decision...You have
to consult the spouse or your family doctor...This is
the right thing to do...before you make the final deci-
sion”

The respondents believed that the community played
an integral role in the acceptability of the clinical trials
(uptake, acceptability and integration of the clinical trial
into the local setting). Patient decision-making whether
or not to participate in the clinical trial was intimately
tied to their relationship with others in their local com-
munity, whose advice was considered important for the
decision whether or not to participate. However, inas-
much as respondents would seek advice on whether or
not to participate, and would decide depending on what
they considered important, they believed that individu-
als’ decisions were the most important. The respond-
ents had expectations of mutual support in making such
‘important’ decisions. A number of participants reported
that the benefits of the trial should be available to eve-
ryone involved, including other patients and community
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members, so because of that, their advice regarding par-
ticipation was necessary. This would place the need for
high standard of health care to be extended towards the
patients in the investigation and that other community
members would guarantee that the correct things are
done. This is exemplified by two respondents:

Respondent 1: “I have ever looked after a mother
who was involved in something like that. Before join-
ing, we discussed the ideas and thought it would be a
good thing. So we advised her to participate. At least
even if there was not much good or benefit, there
was nothing she would lose. So even for me, I would
participate if invited, but I may need to consult my
friends first”

Respondents 3: ‘I would ask myself, is this a good
thing for me? If I am convinced I would go ahead...
This is an important decision. ...If I have doubts, I
would ask my friends or family members... Depend-
ing on their opinion, I would make my own decision
(Whether) to join (or not)”

Most respondents considered the advice of family
members and friends as very crucial in decision-making,
especially in emergency situations. While there was an
apparent contradiction, the values of autonomy and soli-
darity seemed to complement each other:

Respondent 4: “It depends on how they convince
me as to what I may benefit. Where I am not sure,
I would ask for more time while I consult my friends
or other patients. I may even call some nurses or
family doctor. If they know better, they give advice...
what they advise to do is what may help me to make
the right decision... I think even if they were in my
position, that is what they would do...If they asked
me for advice, I would give it”

The prior acceptance that such investigations should
be conducted is a guarantee for easier acceptance of the
invitation to participate, or likelihood of declining fur-
ther participation or default by participants. Besides, the
members in the community, not only those involved in
the study, would share the blame rather than individual
alone if something went wrong, and respondents justi-
fied the need to consult (or seek advice from others) as
an obligation they owed to each other, more since even
those who may not participate could potentially share
from the research findings. This is exemplified by two
respondents:

Respondent 3: “If the purpose if generating use-
ful information, then it should not be a personal
responsibility but a responsibility of everybody...
This means that even the community members, the
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health facility managers and local political leaders
should have a say about which investigations are
acceptable... there should not be anything hidden...If
they gave a green light prior, then that makes it easy
for me to accept invitation to participate. Because
then I know the major concerns that I may also have
would have been addressed”

The local political leaders and local influential people,
such as doctors and nurses, have a significant influence
on the trial acceptability. When the local leader is trusted
by the community members and this individual approves
of the trial, the potential study participants will be much
more comfortable, as exemplified by other respondents:

Respondent 6: “ Our leaders ....consider what is
important for us. ...I believe they all have the best
interests (of patients) on their mind as they deliber-
ate about accepting such a study to be done.”
Respondent 9: “You can ask other nurses or doc-
tors first for their opinion. If they are not sure about
the study, you may decline immediately. If they are
somehow positive, you may consider whether you
can join. It all depending on how they approach you
and what you think is important for you.”
Respondent 5: “If you have an opportunity to ask
those already in the study, this can help you to make
a decision. They can explain what is going an and
what is involve. But you have to consider and make
your own decision. If there is positive advice from
your doctor or nurses, then there is no need for many
questions.”

Hope for some benefit as a driver for research participation
What is most striking in most of the interviews is the
dominance of free medical care or some form of benefit
as a motivation or predictor of willingness to participate
in investigations under the prevailing circumstances.
Limited capacity of local medical services to address
emergency obstetric and newborn care needs is a major
challenge in many health facilities in low and middle
-income countries. Participation in research in a con-
text where medical services in the clinical trial signifi-
cantly surpass local services significantly increases risk
of therapeutic misconception. Hope for some benefit is a
key motivator for research participation, particularly for
emergency cases, where high expenses may be involved
during healthcare. The benefit may be material or thera-
peutic, suggesting that both therapeutic optimism and
hope for material benefits are motivators for participa-
tion in research. This is exemplified by the following
respondents. Therapeutic misconception in situations
where research subjects fail to appreciate the distinctions
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between the imperatives of clinical research and ordi-
nary clinical care, as components of clinical care occur in
ongoing clinical research, thereby inaccurately attributing
therapeutic intent to clinical research procedures includ-
ing medication. Thus, such patients may overestimate the
individual therapeutic potential of and value of their par-
ticipation in clinical research. This wrong expectation of
benefits may pose danger of therapeutic misconception
and mis-estimation of risks.

Respondent 1: “I had to buy most of the drugs. If
you are very sick they (doctors and nurses) tell you
buy this and that medicine, that it will make you
get better. Before the research study, when you visit
the government hospital, you pay for the tests, you
buy the medicines and sometimes you do not have
the money. If they can provide the drugs I need, then
I would take part. That may save me some of the
expenses.”

Respondent 6: “ I am grateful that the nurses pro-
vided some drugs that I could not afford. I am grate-
ful that both my child and I are okay now. Some
friends lost their babies. Others die... If taking part
solves the medical problem, then why not? I would
not hesitate to participate ... That may be my chance
to help others.”

But other respondents suggested that participation
would depend on how they are approached and how
the invitation to participate was presented. However, a
prior positive relationship cultivated with them by health
workers would make it easier for them to make the deci-
sion to participate. This is exemplified by three respond-
ents below:

Respondent 16: “It depends on how they approach
me. If they are helpful with good manners, then I
can accept. At times, you may go to the hospital
and they ignore you, mistreat you or don’t help even
when you call for help. Why should I join their stud-
ies? But If joining is my hope for getting help, I can-
not hesitate to join...Some health workers are good,
they are kind, they are supportive. If they could tell
you to do something, you just accept because of their
approach.”

Respondent 14: “Sometimes you hear rumors that
those involved in research are given free drugs and
they pay for the laboratory tests and other investi-
gations. If they invited me and I knew they offered
these, they I would not hesitate to join”

Compensation for dangers or risks of participation
On the issue of whether there should be compensation
for adverse events or any harms that may arise during the
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research, most respondents were of the view that it is the
responsibility of investigators to plan and provide com-
pensation in case of any adverse events, whether fore-
seen or unforeseen. Participants were more concerned
about harms or injuries that may cause death or disabil-
ity (either serious or permanent). Respondents perceived
that the responsibility of compensation should be guar-
anteed by the community or health facilities and should
be enforceable. The compensation would be monetary,
provision of treatment for the adverse event or both, but
this would be dependent on the circumstances and differ-
ent complications. If this did not happen, respondents felt
that the researchers should be held responsible and could
even be sued. This is exemplified by two respondents:

Respondent 1: “If the investigators suspect that my
life may be put in danger, they should be ready for
compensation by treating me or my baby, and even
pay me some money for the trouble caused to me.
... The society should guarantee that this happens ...
They should put the investigators to task if they fail”
Respondent 7: “They find me with my illness and
want me to get involved. They should compensate
me (in case of problems). If not, they should leave
me alone. They should not add to my trouble...They
should take the blame...or else we end up in court”

The most important concern was primarily whether
there are risks for the baby, while the risks to the mother
were secondary or not equally important. The main rea-
sons given for giving the baby priority was that the baby
needs to be able to grow optimally and survive the preg-
nancy, and may not survive if (research-related) com-
plications arose. As mothers, most respondents would
tolerate more risk than they would tolerate for the baby.
However, most respondents were of the view that if
research participation was to benefit the newborn or
unborn baby, then they would not hesitate to join, as
exemplified by several respondents:

Respondent 6: “As a mother I would accept quite a
lot for that myself...Unless the risks are really dan-
gerous... For my baby, there are a lot of things that I
will not accept under all circumstances... However,
if the danger is on my baby, then I will not hesitate.
Respondent 8: “I have no reason to refuse. At least
if they assure me that what the study involves will
not hurt my baby... They have to convince me of ben-
efits (for me or my baby). The information they tell
me should be clear to me... Whatever procedures they
will do (should be) safe for me and my baby... If am
convinced, I can then be involved...If that is the only
way to get help, I go for it”.

Respondent 4:“There is never an acceptable risk for
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my pregnancy. Never. I cannot accept to partici-
pate just to satisfy someone’s interests. A pregnant
woman and her baby should be very much protected
in our society... After all, a pregnancy is (like) an ill-
ness itself...I can understand that that the results
may help me or others. But my interests and my con-
cerns are more important.

Altruistic reasons versus solidarity

Pregnant women may participate in research for differ-
ent reasons, for example because of altruistic or personal
motives that potentially benefit others. Women had no
problem in participating in research that would not
include potential gain for themselves or the foetus, if this
was mainly for other pregnant women or their unborn
babies. They were also willing to participate in research
that would only pose some risks to themselves and not
to their foetus, if other women were to benefit. They sug-
gested that the acceptable risk would be that which does
not put them in any immediate or later danger or could
make them worse (or feel worse) than they were at the
time of invitation to participate in research. These moti-
vations are demonstrated by the respondents below:

Respondent 6: (Who had antepartum eclampsia):
“May be for myself I may accept to participate even
if I may not benefit, as long as my participation
could benefit other women so that they do not suf-
fer like me... Where my baby is involved, I cannot do
anything like that”.

For research that involved invasive research proce-
dures, respondents felt that they needed guarantees that
these procedures should have a clear medical indication,
as perceived by two respondents:

Respondent 1: “I am sure may women suffer the
same problem I had. If it may put my baby in dan-
ger, I cannot accept anything like that. I would not
accept anything that they are just trying out...May
be some risk for me is acceptable, but for my baby,
the danger should be zero if I am to accept for the
sake of benefitting others. But I think many would
also do the same for me’.

Respondent 6: “When I remember what I went
through, 1 think it is important to help others in
that critical period to also have this joy, to be able
to appreciate my happiness that I went through this
period well...There may be some danger. But if there
is hope, then I would accept and go through it... May
be this is God'’s way of using me to help others... But
I would leave immediately if I suspect some serious
danger’
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Discussion

There is limited research on lay persons’ understand-
ing of clinical research, especially the requirements for
informed consent. This limits ability to what factors
could potentially motivate individuals to take part in
RCTs in emergency obstetric and newborn care., and
whether there are specific issues that clinician investiga-
tors need to be aware of or which they need to address
to improve recruitment and retention into RCTs. Some
of the issues relate to the approach used to recruit study
participants, the information given to prospective partic-
ipants, the methods used to communicate the informa-
tion, the readability of the informed consent documents
and the process used in seeking informed consent. Other
features relate to the study design (choice of study pro-
cedures that reduce potential risks to participants, study
benefits for participants, approach to data collection and
compensation. Yet others relate to how the study is con-
ducted, with openness, fairness and transparency. The
study findings suggest that while autonomy and solidar-
ity may appear as contradictory values, they complement
each other.

The study findings show that the perceived level of
risk to the unborn baby or newborn, much more than
perceived potential risk to the mother, influences will-
ingness to clinical trial participation. Secondly, hope of
some benefit, either therapeutic or material, influences
decisions for clinical trial participation. Thirdly, com-
munity solidarity and communal decision-making influ-
ence individual decisions, and may impede voluntariness
and autonomous decision making for trial participation.
Lastly, contextual factors, particularly poor access to
needed health services and trust in the healthcare system
influence willingness for clinical trial participation. Also,
an opportunity for free medical care or assistance with
aspects of medical care were strong motivators for clini-
cal trial participation. In designing clinical trial protocols,
investigators could aim at reducing potential factors that
deter clinical trial participation [24].

The findings suggest that factors that may improve
clinical trial enrolment include developing research ques-
tions which address issues that are relevant to the popu-
lation (pregnant women, unborn babies or newborns) in
the context in which the clinical trial is to be conducted
[24, 25]. The findings demonstrate the interplay of per-
sonal, family, community and societal factors in influenc-
ing individual motivation to participate in clinical trial, in
line with the socio-ecological framework. Personal-level
factors include severity of illness, personal anxiety and
fears about potential harms and risks of trial participa-
tion and possibility of personal benefit, either therapeutic
or material from research participation. Family-level fac-
tors include the influence of friends and family members,
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either positively or negatively affecting individual deci-
sions. Community level factors include challenges if the
healthcare systems characterized by scarcities and high
individual expenditure on health. The societal factors
include expectations of solidarity and communal consent
for participation in clinical trials of emergency obstetric
care. Our findings are in agreement with other studies
influence clinical trial acceptability and retention [25, 26].
The factors suggested by respondents show the different
levels of influence where factors reinforce each other to
affect an individual’s preference and values and eventu-
ally decision-making and choices. The findings indicate
significant external influence of solidarity as reported in
prior studies [27, 28].

The findings suggest that therapeutic optimism, thera-
peutic misconception (TM) and therapeutic misesti-
mation may be common in emergency research during
emergency obstetric and newborn care. TM is described
as conflation of research with therapy. Patient-subjects
manifest TM when they express an unreasonable or
unrealistic appraisal of the nature or likelihood of medi-
cal benefit because of a misperception of the nature of
the clinical research. Due to TM research subjects may
be confused about the medical benefits (and risks) of
participating in a clinical research setting or design per
se. Participants may also manifest TM when they hold
a false belief that their individual needs will determine
assignment to treatment conditions or lead to modifica-
tion of the treatment regime. Thus, they may conceal or
misestimate the potential risks of research participation,
especially if they hold high hopes of therapeutic benefit
(therapeutic optimism). Also, TM represents failure by
potential research participants to recognize limitations
on individualized care and treatment that are inher-
ent in certain clinical research methods and procedures
because they do not operate on the principle of personal
care.

Wherever possible, the trial design could use stand-
ard care as the basic treatment model [24, 25], so as to
reduce potential participants therapeutic misconception
and therapeutic misestimation optimism. TM has sev-
eral implications for clinical research. Research partici-
pants may harbor TM if they misestimate the therapeutic
potential or benefits of participating in trials with par-
ticular objectives and designs, such as early phase clini-
cal research. Secondly, TM can even extend to surrogate
decision-makers, such as spouses and relatives, who may
be the persons available to give consent for participation
in emergency research in situations where the patient is
not in position to do so. Thus, parents who enroll their
sick children in pediatric clinical trials may have TM sec-
ondary to holding high hopes or expectations of medical
benefit for their children as an outcome of the research
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project, when in fact one or both of the medications
under investigation may be experimental. Thirdly, TM
may lead to misunderstanding that, in clinical research,
it is possible that the investigational medication or pro-
cedure may not be equivalent to standard therapy, or
may lead to undue optimism for the experimental inter-
vention’s or medication because it is new, and therefore
poses better prospects of medical benefit for patient-sub-
jects. In addition, such TM may lead to unreasonable or
unrealistic expectations of benefit. Fourthly, high hopes
may lead them to underestimate the potential risk posed
by the study medications or study procedures, thus the
participants safety during research participation.

Therapeutic misconception and misestimation may
exist together or independently. A research subject can
fully understand the nature or intent of a clinical trial,
when presented with clinical trial information during the
informed consent process, but still misestimate the prob-
ability of medical benefits or risks. Conversely, a patient-
subject can have realistic or reasonable expectations of
therapeutic benefits and risks while conflating the nature
of clinical research with the nature of clinical therapy.
While therapeutic misestimation may be seen as less
problematic than TM because it is a misrepresentation
of an aspect (such as the probability of benefit and/or
risk) of the option of research participation rather than a
misrepresentation of the option itself, it curtails decision
making regarding trial participation if the misestimation
of benefit and/or risk is very large.

The findings suggest some potential factors that have
to be incorporated into the participant recruitment plans
for RCTs in emergency obstetric and newborn care.
These include the types of information to be conveyed to
potential participants, the formats used for that informa-
tion (such as brochures, leaflets, radio and social media
messages), the timing of requests for participation and
for obtaining consent, and the approaches that may be
used to enhance recruitment, such as community consul-
tations. These impact significantly on women’s and fami-
lies” decisions to participate in perinatal RCTs [29-36].
A participant recruitment process that is aligned with
potential participants’ views and values and fits into the
standard clinical practices of health facilities is likely to
result into higher rates of acceptance and retention for
trial participation.

A carefully developed and streamlined recruitment
process may also reduce tensions associated with trial
participation [34—36].

The findings suggest that trust is also a key motiva-
tor for clinical trial participation [37] and is key to how
individuals process the disclosed information, particu-
larly the balance of risks and benefits of clinical trial
participation. The provision of health care within the
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community context characterized by deficiencies influ-
ences trust in the investigators specifically and the
healthcare system in general, further challenging both
the motivation to participate in the clinical trial and
the informed consent process [37]. Solidarity is another
influence for research participation. The respondents
were able to distinguish the ‘we-thinking’ of solidarity
from the ‘other-thinking’ associated with altruism and
charity. In altruism, there is concern for the wellbeing
of others, without both an obligation to care for oth-
ers and receiving (or even expectations of receiving)
anything in return. Solidarity is thus born out of good-
will and awakens the virtue of goodwill among people
[38], just as altruism, but this cannot be done at the
expense of an individual’s risk. With solidarity, indi-
viduals who give out something are entitled to expec-
tations of receiving something back, or reciprocity, as
an indication of shared interests or characteristics. In
the context of this paper, solidarity involves participa-
tion in research where individuals support (and have
expectations of support for) each other in decision-
making about research participation, yet individuals
retain the autonomous choice of making the final deci-
sion. Also, solidarity is suggested by participation in
research for the common good rather than individual
good, and with hope or expectation of communal shar-
ing of the research benefits [39]. The “common good”
refers to those facilities, including material, cultural or
institutional, that community members provide to all
members in order to fulfill a relational obligation they
all have to care for certain shared interests [40, 41].

However, solidarity obligations notwithstanding, indi-
viduals retain the moral agency to make the final deci-
sions, indicating the complementary role of autonomy
and solidarity. In this complementary role, some indi-
viduals may have the roles of gate-keepers or influencers,
who facilitate or deter access to research participation
by influencing choices, values and decision-making.
This necessitates building openness, trust, trustworthy
relationships, transparency and accountability between
investigators and research participants and the commu-
nity at large. Some argue that solidarity cannot achieve
goals of social responsibility [42], others argue that har-
nessing the power of solidarity through community and
stakeholder engagement achieves several goals, includ-
ing promotion of efforts to protect host communities,
promotion of initiatives for respecting host communi-
ties, promotion of transparency, and enhancement of the
social value of the research [42, 43]. In any community,
the common good refers to all those facilities and inter-
ests that members have a special obligation to care about
considering that they exist in a certain relationship with
one another.
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Engaging communities can also have intrinsic and
instrumental value beyond consent, as it may demon-
strate respect for communities or identify appropriate
ways of participant recruitment and informed consent.
The consent process may be influenced or supported by
the community and stakeholder engagement activities,
which involves building authentic partnerships, mutual
respect and active, inclusive participation, power shar-
ing and equity. Engagement is important as community
values, beliefs and norms tend to influence views on
risks and benefits of research, thus affecting independ-
ent decision making or the consent process [43]. Thus,
community and stakeholder engagement may pro-
vide insight on how to develop consent processes that
are appropriate for the local context. Community and
stakeholder engagement activities may also facilitate
interpersonal communication which is vital for nurtur-
ing respect, comprehension of the purpose, risks and
benefits of the research, explaining the need for and
form of ancillary care obligations and compensation
for research participation, and appreciating the com-
munity’s and participants’ contributions with post-trial
benefits [44—46]. Community and stakeholder engage-
ment is vital as there is interdependency between the
influences on how people view risks and benefits of
research, and how individuals value the research enter-
prises, thus affecting independent decision making or
the consenting process [43—46].

Trust represents the power physicians have over their
patients, yet such trust can be problematic in that it
may be used (unconsciously or otherwise) to persuade
or manipulate. In the emergency research context, cer-
tain researcher behaviors can persuade, manipulate, or
coerce potential research subjects. Whether or not this
trust (or power) creates positive or negative (undue)
influence may be difficult to determine without consid-
eration of the contextual factors and participant char-
acteristics in emergency research. The concept of the
risk of the controlling influence of research practices
with the vulnerability of potential subjects shows that
subjects are vulnerable because they are more likely to
be unduly influenced (or unduly controlled) by any par-
ticular act of the researcher, and this act may include
excessive trust. Manipulation may thus occur through
manipulating options, manipulating information, or
psychological manipulation, especially where there is
high trust. In the emergency context, researchers may
willingly fail to disclose all available information, espe-
cially withhold information about all the options and
alternatives available in the clinical trial. Trust may
also deter potential participants from demanding more
information or indicating that they cannot comprehend
the disclosed information.
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Conclusions

The respondents valued participation in RCTs in emer-
gency obstetric and newborn care. However, they
expressed perceptions with concerns on the way clinical
trials information is disclosed, whether the information is
understood, whether there is appropriate decision-mak-
ing and existence of situations where participation may
not be voluntary. Openness, transparency and accounta-
bility, especially in relation to potential benefits, potential
research-related risks and compensation were perceived
as critical requirements for an informed consent process.
Investigators should ensure appropriate communication
of clinical trial information to improve comprehension.
They should also encourage shared decision-making,
recognizing and taking into consideration prospective
participants’ views and values. These values include ther-
apeutic optimism and altruistic reasons. But they should
also consider the potential role of therapeutic misconcep-
tions and misestimation, have the potential to negatively
influence the validity of the informed consent process.

The respondents perceived solidarity and commu-
nal decision-making as important in decisions to par-
ticipate in emergency research, which apparently seems
to contradict the notion of individual autonomy in
decision-making. However, solidarity and communal
decision-making recognize the significant role of “oth-
ers” in the decision-making for clinical trial participa-
tion in certain contexts. This recognition acknowledges
that respondents are embedded in communal lives,
where other members of the community contribute to
the health and welfare of others, and therefore could
contribute to decision-making about healthcare seek-
ing, including clinical trial participation. Communal
decision-making acknowledges that individuals are also
social persons who reside within a particular socio-cul-
tural context, which influences those individuals’ view-
points as well as their normative set of values and ideals,
including those values regarding decisions for and the
informed consent process for research participation. This
is not ethically problematic (does not compromise volun-
tariness for research participation) as long as individu-
als remain with the option to make the final decisions
regarding research participation.

What and how information is provided clearly influ-
ence decision, therefor disclosure of research-related
information to potential participants influences volun-
tariness, even in emergency research. Improved meth-
ods of providing information may increase enrollment
by reducing uninformed or underinformed refusals.
Thus, using diverse forms of communicating research-
related information (such as brochures, television or
posters) may increase both acceptability and compre-
hension. However, detailed information may prolong
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the pre-recruitment procedures. In addition, provid-
ing information about preliminary trial results may also
influence decisions to participate. This may increase
ability of participants to comprehend the informa-
tion, and may allow potential participants opportunity
to ponder clinical research participation, to discuss
their decision with family and friends, and generally to
deliberate and learn more about their options. Inves-
tigators ought to employ strategies to foster, employ
or strengthen culturally appropriate means of engag-
ing potential research participants prior to or during
enrollment, including solidarity and community con-
sent. Thirdly, investigators should prioritize building
trust in the healthcare system (and in research itself),
by addressing research problems that address perceived
community needs and through maintaining profes-
sional credibility (Additional file 1).
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