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Abstract

Background: Within the research community, it is generally accepted that consent processes for research should
be culturally appropriate and tailored to the context, yet researchers continue to grapple with what valid consent
means within specific stakeholder groups. In this study, we explored the consent practices and attitudes regarding
essential information required for the consent process within hospital-based trial communities from four referral
hospitals in Vietnam.

Methods: We collected surveys from and conducted semi-structured interviews with study physicians, study nurses,
ethics committee members, and study participants and family members regarding their experiences of participating
in research, their perspectives toward research, and their views about various elements of the consent process.

Results: In our findings, we describe three interrelated themes related to the consent process: (1) words and
regulation; (2) reimbursement, suspicions, and joining; and (3) responsibilities. In general, stakeholders had highly
varied perspectives of nghién cliu (Eng.: research) and researchers used varying levels of detail regarding all aspects
of the study in the consent process to build trust with and/or promote potential research participants’ choices
about taking part in research. Findings additionally highlight how researchers felt that offering financial
reimbursements in a hospital setting, where payment for services was routine, would be unfamiliar to participants
and could raise suspicions about the research. Participants, however, focused their discussions on reimbursement or
alternative reasons for joining the study, such as health related benefits or altruism. Finally, participants often relied
on their physician to help them decide about joining a study or not.

Conclusion: Further research is needed to understand how researchers and participants make sense of and
practice consent, and how that impacts participants’ decision-making about research participation. To promote
valid consent within this context, it is important to engage with hospital-based trial communities as a whole. The
data from this study will inform future research on consent, guide the revisions of consent related policies within
our research sites and point to several larger issues surrounding researcher-participant expectations,
communication, and trust.
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Background

Although the research community generally accepts that
the consent process for clinical research should be cul-
turally appropriate and tailored to the context, re-
searchers continue to grapple with what valid consent
means for research within specific communities and
stakeholder groups [1]. Clinical studies that take place
within a hospital setting have a unique set of complex-
ities as potential participants often have to make choices
about research participation in the context of severe ill-
nesses. The Council for International Organizations of
Medical Sciences (CIOMS) defines a valid consent
process as providing “potential research participants
with the information and the opportunity to give their
free and informed consent to participate in research”
emphasizing processes that protect free choice and re-
spect individual autonomy [2]. In practice, the amount
of information that is considered sufficient is not easily
defined, understanding varies amongst and within com-
munities, and choices (individual and otherwise) are in-
fluenced by a variety of factors that may not be obvious.

Developing a consent process with the right amount of
information for sufficient understanding continues to be
a challenge for researchers, especially with complex
study designs. Several methods have been designed to
adapt the consent process to specific contexts using, for
example, an enhanced consent process that reduces the
amount of information presented while maintaining
international regulations [3] or rapid ethical assessments
prior to development of specific consent processes [4, 5].
In a recent review, Gillies (2018) synthesized papers that
focused on patient reported measures of consent in clin-
ical trials and found that the majority of measures fo-
cused on understanding, not the myriad factors that
influence participation, such as decision-making mecha-
nisms [6].

The multiple structural factors that shape individuals’
lives also impact the decisions that people make and at
times, it becomes difficult to assess the voluntariness of
such decisions [7]. In some contexts, participants decide
to join a study prior to the consent process, based on in-
formal information circulating in the community about
the personal and health benefits of joining the study [8—
10]. In contexts where research is the one of few routes
to access (better) healthcare, the “anticipated therapeutic
benefit” may overshadow study risks or enhance per-
ceived study benefits, yet not offering enough benefits
can result in exploitation [11]. Further, complex gender
and power dynamics can impact whether and how indi-
viduals make choices about participation in studies [12—
14]. There is a growing body of literature surrounding
trust and how it can shape the consent process and ac-
ceptance of joining research studies [15, 16]. Communi-
cation and rumors about research, illnesses, and the
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individual studies circulate within and between commu-
nities and the broader public moving the communica-
tion outside the realm of the research sites. Researchers
have noted that rumors about blood and other medical
procedures can reduce trial recruitment and retention
[14, 17, 18]. Formal and informal information about
studies both shape perceptions of research and decision-
making processes for joining a study [19]. These findings
highlight the importance of acknowledging the context
beyond the consent session itself when trying to under-
stand what consent means to potential participants, re-
search staff and ethics committee members.

Based on experiences within a clinical trial site in
Vietnam, we noted potential gaps in how hospital-based
research was understood by study participants, how con-
sent was practiced and received at study sites, and what
consent meant to all stakeholders, despite the increasing
amount of clinical research occurring in the context. In
this study, we explored the range of perspectives sur-
rounding consent within hospital-based trial communi-
ties, as well as the attitudes regarding the essential
elements of consent.

Methods

Study setting

The study took place within four partner hospitals work-
ing with Oxford University Clinical Research Unit
(OUCRU) in Vietnam. OUCRU formed one of the earli-
est collaborations with the Hospital for Tropical Dis-
eases in Ho Chi Minh City in 1991 and now engages in
numerous clinical trials and studies with several institu-
tions across Vietnam. The most recent Vietnamese Min-
istry of Health National Ethics Guidelines for Biomedical
Research, released in 2013, include content requirements
for clinical trial consent forms and basic principles for
obtaining consent. To supplement the Ministry of
Health guidelines, OUCRU developed a standard con-
sent process.

Study design and procedures

We used a cross sectional approach and collected data
using surveys and semi-structured interviews. The semi-
structured interviews covered three topics including: (i)
interviewees’ experiences related to their role in the re-
search process, (ii) attitudes regarding inclusion of the
elements of consent as described in the International
Conference of Harmonization Good Clinical Practice
(ICH-GCP) guidelines, section E6 4.8 [20], and (iii) chal-
lenges and proposed solutions regarding the content of
the consent process. In the survey, the elements from
ICH-GCP section E6 were listed and the participants
were asked to rank the importance of each element for
inclusion in the consent form from 1 to 3, with 1
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indicating essential information, 2 indicating a neutral
view, and 3 indicating non-essential information.

A mixture of purposive and convenience sampling was
used in this study in order to obtain a range of experi-
ences related to consent. We recruited a variety of stake-
holders including hospital EC members, physicians,
nurses (referred to as ‘researchers’ throughout) and
study participants and family members (referred to as
‘participants’ throughout). To ensure a baseline level of
experience with research, we selected researchers who
had worked on at least two clinical studies in the hos-
pital context. For participants, we included adults who
had participated or were actively participating in a study,
and parents or relatives of children who had participated
in clinical research within the past 6 months or were ac-
tively participating in clinical research. Participants were
drawn from two studies that were being conducted
within the four hospitals. Both studies focused on severe
dengue and recruited from the outpatient departments
of the hospitals, and one study also recruited from the
inpatient department. One study focused solely on chil-
dren ages 1-15 and the other study included both chil-
dren and adults. We recruited researchers from the
same hospitals, and related research and medical institu-
tions, however, the researchers worked on a broader
range of research and not necessarily the studies from
which participants were recruited.

NTTT interviewed all stakeholders in Vietnamese
using a semi-structured interview guide. The interviews
took place in settings within the hospital that would pro-
tect the stakeholders’ privacy as much as possible, or a
place where the stakeholder felt most comfortable. All
interviews were audio-recorded, with stakeholders’ con-
sent. Prior to the interview with participants, we pro-
vided the information sheet for the dengue studies and it
was available to them during the interview for reference.
We administered the same survey and asked the same
main interview questions to all stakeholders, and probed
specific topics when necessary. We conducted two pilot
interviews prior to beginning the study to test the ques-
tions and refine the interview guide.

The survey results were documented and presented as
frequencies and stratified by group (participants or re-
searchers). NTTT transcribed the interviews verbatim
from the audio recordings and a translator translated it
from Vietnamese to English. Data were de-identified by
removing specific names or places that could potentially
identify participants. After verification of translations, data
were imported into NVivo 12, software for organization
and coding. After reviewing the interview summaries and
reading the transcripts, we created an initial codebook
based on a set of core themes from the research questions.
We then coded the interview transcripts with these codes.
Next, we grouped the topic responses from each area into
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smaller codes using an inductive coding approach. We
used thematic analysis to identify larger themes across all
interviews. In this paper, we discuss three main themes,
(1) words and regulation; (2) reimbursement, suspicions,
and joining; and (3) responsibilities. The study tools are
included in Additional file 1 and interview transcripts are
available upon request, following the standard OUCRU
data sharing policy.

The ethics committees of the Hospital for Tropical
Diseases, Children’s Hospital 1, and Children’s Hospital
2 all located in Ho Chi Minh City, Vietnam and the Na-
tional Hospital for Tropical Diseases in Hanoi, Vietnam
all reviewed and approved this protocol. All potential
stakeholders were provided with explanations of the pur-
pose of the study, procedures, risks, benefits, and alter-
natives to study participation. Written consent was
obtained from all stakeholders prior to the survey and
interview, as required by the local research ethics
committees.

Results

In total, 41 individuals participated in the study from
July 2013 to December 2014. We interviewed four past
or current dengue study participants and 10 family
members or relatives of child participants. Their ages
ranged from 21 to 57 (median age 33) and 57.1% (8/14)
were female (see Table 1). All interviews took place
within the hospital with the exception of one interview,
which took place in the participant’s home. The primary
occupation of participants varied widely, and included
housewives, business owners, nurses, teachers, and tai-
lors. Interviews were conducted between 2 weeks and 6
months of the most recent study visit. Data collection
with researchers comprised interviews with 13 physi-
cians who were not members of the hospital ethics

Table 1 Characteristics of study participant stakeholders

N=14

Age, median years, (IQR) 33 (30, 40)
Gender, number (%)

Women 8 (57.1)

Men 6 (42.9)
Study Role, number (%)

Participant 4 (286)

Patient representative 10 (71.4)
Institution from where recruited, number (%)

Infectious Disease Hospitals 5(357)

Children’s Hospitals 6 (42.9)

Unknown 3(214)
Disease under study, number (%)

Dengue 14 (100.0)
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committee, 11 physicians who also served as hospital
ethics committee members, two hospital ethics commit-
tee members who were not physicians, and one nurse.
Forty-four percent (12/27) were female and their ages
ranged from 30 to 61 (median age 43). The majority
(88.8%) of the researchers worked within a national hos-
pital setting, either in Hanoi or Ho Chi Minh City (see
Table 2). Overall, five people declined to participate in
the study, all stating that the interview timing was
inconvenient.

In the following text, we describe three key themes
surrounding the perspectives about, and experiences
with, the consent process identified during analysis in-
cluding: (1) words and regulation; (2) reimbursement,
suspicions, and joining; and (3) responsibilities. These
three themes encompass varying levels of the elements
of valid consent including sufficient information, know-
ledge and understanding, and the protection of free
choice. Within each theme, we explore relevant quanti-
tative findings from the survey; the complete survey re-
sults are set out in Table 3.

Words and regulation

We asked all stakeholders about their attitudes regarding
the meaning and implications of using the word nghién
ciru (Eng.: research or study), a word that is mandated
by ICH-GCP to be included in the consent forms and
that should be discussed explicitly during the consent
process [20]. From the survey data, 71.4% (10/14) of par-
ticipants and 70.4% (19/27) of researchers stated that it
was essential to include the exact word nghién ciru in
the consent forms; only two researchers and two

Table 2 Characteristics of research stakeholders

N=27

Age, median years (IQR) 43 (32, 55)
Gender, number (%)

Women 12 (44.4)

Men 15 (55.6)
Role, number (%)

Physician 13 (48.1)

Physician & EC member 11 (40.7)

EC member 2(74)

Nurse 1(3.7)
Institution, number (%)

Infectious Disease Hospital 12 (44.4)

Children’s Hospital 12 (444)

Medical Center 1(3.7)

Research Institute 137)

Ministry of Health 1(3.7)
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participants thought that it was non-essential informa-
tion. Stakeholders had highly varied perspectives of the
meaning of nghién ciiu, which led to conversations about
the level of detail regarding research that should be dis-
cussed in the consent process.

Overall, stakeholders’ discussions about the meaning
of nghién citru were rather negative. During interviews,
17 researchers and six participants mentioned negative
connotations regarding nghién ciru, including “guinea
pigs” or “lab rats”, “testing”, “invasiveness”, “being used”,
and “being experimented on.” They also discussed feel-
ings of fear and anxiety related with nghién ciru because
it sounded “scary” and “heavy” and if used in consent
processes, would need careful explanations. Researchers
relayed their opinions and experiences regarding how
they thought potential participants viewed research,
while participants spoke of their own and other commu-
nity members’ perspectives.

Vietnamese tend to avoid nghién ctu since they

consider being in experiments the equivalent of serving
as a guinea pig. We should avoid using words such as
nghién ctu or “experiment”, and so on. [Physician 37]

If they don’t understand deeply, if you say nghién ctu,
they will be scared. Nghién ctu sounds so heavy.
Sometimes, for the people [with lower education], the
term nghién ctu will make them scared. [Patient
Representative 06]

This same participant (06) consented for her child to
participate in dengue research although it was not clear
to her why a blood test would be considered to be re-
search, rather than a diagnostic measure: “[Research]
makes me scared... so don’t use the nghién ciru word for
testing blood only.” The delineation of clinical care and
nghién citu was not clear for this patient representative.

There were, however, two participants who had more
positive views on nghién ciru, linking it to trust in re-
search and science.

Because when people hear nghién ctwu is related to
science, they will feel more trust [than they do with
other disciplines]... because science often has
factuality. If some organization supports the
programme, it is much better and safer than if some
individuals do [the research]. [Study Participant 32]

In addition to discussing the meaning of nghién citu,
researchers spoke about how to discuss nghién citu dur-
ing consent sessions, often in the context of being hon-
est or regarding the level of detail about research that
should be provided for consent to be considered appro-
priately informed. For example, a study doctor stressed
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Table 3 Ranking of essential elements of consent
Research Stakeholders Study Participants Total
N=27 (N=14) (N=41)

Inclusion of the word research

Essential 19 (704) 10 (71.4) 29 (70.7)

Neutral 6 (22.2) 2(143) 8 (19.5)

Non-essential 2(74) 2 (14.3) 4 (9.8)
Study purpose

Essential 24 (88.9) 13 (92.9) 37 (90.2)

Neutral 3(11.1) 1(7.1) 4(9.8)

Non-essential 0 (0.0) 0 (0.0) 0 (0.0)
Use of randomization

Missing 0 2 2

Essential 8 (33.3) 5(41.7) 13 (33.3)

Neutral 8 (29.6) 3 (250 11 (28.2)

Non-essential 11 (37.0) 4(333) 15 (38.5)
Study procedures

Essential 19 (70.4) 10 (71.4) 29 (70.7)

Neutral 7 (259) 3(214) 10 (244)

Non-essential 1(3.7) 1(7.1) 2 (49)
Participant responsibilities

Essential 18 (66.7) 12 (85.7) 30 (73.2)

Neutral 8 (29.6) 0 (0.0) 8 (19.5)

Non-essential 13.7) 2 (14.3) 3(7.3)
Study risks

Essential 18 (66.7) 7 (50.0) 25 (61.0)

Neutral 8 (29.6) 5(357) 13 (31.7)

Non-essential 13.7) 2 (143) 3(73)
Study benefits

Missing 0 1 1

Essential 19 (70.4) 10 (76.9) 29 (72.5)

Neutral 6 (22.2) 2 (154) 8 (20.0)

Non-essential 2(74) 1(7.7) 3(7.5)
Alternative treatments

Missing 0 1 1

Essential 13 (48.1) 10 (76.9) 23 (57.5)

Neutral 8 (29.6) 3(23.) 11 (27.5)

Non-essential 6 (22.2) 0 (0.0) 6 (15.0)
Insurance

Missing 1 0 1

Essential 10 (38.5) 10 (71.4) 20 (50.0)

Neutral 10 (38.5) 2(143) 12 (30.0)

Non-essential 6 (23.1) 2(14.3) 8 (20.0)
Payments

Essential 16 (59.3) 8 (57.1) 24 (58.5)

Neutral 8 (29.6) 2 (143) 10 (244)
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Table 3 Ranking of essential elements of consent (Continued)

Research Stakeholders Study Participants Total
N=27 (N=14) (N=41)
Non-essential 3(11.1) 4 (286) 7 (17.1)
Study costs
Missing 0 1 1
Essential 16 (59.3) 11 (84.6) 27 (67.5)
Neutral 7 (25.9) 1(7.7) 8 (20.0)
Non-essential 4 (14.8) 1(7.7) 5(12.5)
Voluntary nature of study
Missing 0 1 1
Essential 23 (85.2) 10 (76.9) 33 (82.5)
Neutral 4(14.8) 1(7.7) 5(125)
Non-essential 0 (0.0) 2 (154) 2 (5.0)
Data access by monitors
Missing 0 1 1
Essential 5(18.5) 3 (23.1) 8 (20.0)
Neutral 2(74) 2(154) 4 (10.0)
Non-essential 20 (74.1) 8 (61.5) 28 (70.0)
Confidentiality
Missing 0 1 1
Essential 15 (55.6) 6 (46.2) 21 (52.5)
Neutral 9(333) 2 (154) 11(27.5)
Non-essential 3(11.1) 5 (38.5) 8 (20.0)
Inform when changes to protocol
Missing 0 1 1
Essential 6 (22.2) 11 (84.6) 17 (42.5)
Neutral 10 (37.0) 2(154) 12 (30.0)
Non-essential 11 (40.7) 0 (0.0) 11 (27.5)
Contact information of investigators
Missing 0 1 1
Essential 19 (63.0) 11 (84.6) 30 (75.0)
Neutral 6 (22.2) 0 (0.0) 6 (15.0)
Non-essential 2 (14.8) 2(154) 4 (10.0)
Study termination
Missing 0 2 2
Essential 6 (22.2) 3 (25.0) 9(23.1)
Neutral 6 (22.2) 1(83) 7 (17.9)
Non-essential 15 (55.6) 8 (66.7) 23 (59.0)
Study duration
Essential 16 (59.3) 9 (64.3) 25 (61.0)
Neutral 3011 2(143) 5(12.2)

Non-essential 8 (29.6) 3(214) 11 (26.8)
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how researchers must be honest with potential partici-
pants both as a moral obligation and to obtain more
honest responses from participants.

1 think we should be honest with patients. I mean we
should tell them about our research because it requires
cooperation to get better results. Obviously we should
tell the patients our work is nghién ctu. [Physician &
EC Member 35]

For this researcher, being clear about the nature of the
study enhanced the cooperation between the partici-
pants and the researchers and was advantageous for the
overall quality of data. However, throughout the remain-
der of the interview, she stated that although nghién ciru
should be discussed to some extent, researchers should
balance the amount of information discussed during
consent for two main reasons: confusion and fear. If the
consent process left the potential participants confused
and scared, fewer potential participants were likely to
consent to research. Other research stakeholders echoed
similar attitudes about the amount of information that
should be communicated in the consent process. They
felt that the researchers should provide just enough in-
formation so that the participants feel “comfortable” and
“safe” but not too much so that they become scared of
the research. The survey findings similarly show that
‘study purpose’ was considered essential by 88.9% (24/
27) of researchers, ‘study procedures’ were considered
essential by 70.4% (19/27), while ‘use of randomization’
or ‘protocol changes’” were considered essential by only
33.3% (8/27) and 22.2% (6/27) respectively. It was diffi-
cult to determine from the interview data if providing
limited information was a way to provide appropriate
levels of information to a population with limited under-
standing or if it was a strategy to obscure elements of
the study that might scare participants, or a combination
of both.

There were two researchers who stated that the
amount of information provided during consent did not
matter at all, as long as the participants had trust in the
institutions where the research was being conducted.
Based on their opinions, when there was trust, the
amount of information provided would not make a dif-
ference, and participants would join the studies.

For example, if the researcher is working in the
[referral hospital], then we should mention that, so the
patients will trust [the research]. [Physician & EC
member 36]

Despite these findings, the need for participants to
understand that they have a choice regarding participa-
tion in research was a key priority for stakeholders. In
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the survey, 82.5% (33/40) of stakeholders stated that the
idea of voluntariness was essential for inclusion in the
consent process, one participant and four researchers
were neutral about its inclusion, and two participants
thought it was not essential information. Use of the
word nghién ciru was considered integral to ensuring
that potential study participants would realize that they
could refuse to participate in the research, in contrast to
medical care or a health programme, which were consid-
ered less likely to be declined in the context of this
healthcare system.

If we do not say, “It is nghién ctu’, then the family
may think: “What is it that you are doing?” [Not using
the word research] is as if the family doesn’t have a
choice, which means the doctor is forcing them to do
it... I mean that people have the right to refuse, so we
have to say, in the first sentence, “this is nghién ctuu”
so that people know. [Physician & EC Member 05]

Another parent whose child was enrolled in a dengue
study agreed that keeping the word nghién ciru instead
of an alternative, such as programme, in the consent
process was imperative, due to different connotations
with the meaning of other words in the hospital setting.
For these participants, programme and research have
very different meanings. Nghién ciru is a mechanism to
“find out something” while a programme is a more
standard activity within the healthcare context (e.g. Mal-
aria Programme).

It is better when you say nghién ctu because people
will understand right away that this is a topic that
needs research to find out something [that we don’t
know], because just saying “programme...” they won't
know what programme they’re participating in, and
then they’ll say: “Oh! What programme are you
inviting me into?” [Patient Representative 09]

This is precisely why other researchers argued that
the word nghién ctru should be modified to increase
the acceptance of joining research, as noted by a
physician who had worked on clinical trials for the
past 5 years.

Ah, I think it depends on the cultural feature, the
approach of the patient [the way the patient perceives
it]. Because in Vietnam [...] when we say nghién ctu
they often feel afraid...But if we just say that this is a
census [questionnaires] or this is a survey, the ability
of their acceptance will be higher. [Physician 27]

The discussions circled back to the implications of the
words used in the consent process (e.g. not using nghién
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ctru to reduce fear and/or use nghién ciru to help distin-
guish between routine care and research).

Reimbursement, suspicions, and joining

The second theme was related to potential suspicions
that could be driven by reimbursement practices and
participants’ motivations for joining research. In prac-
tice, participants are reimbursed for their time and
transport costs, and if enrolled in a clinical trial, Viet-
namese guidelines require that the study sponsors pays
all hospital bills accrued during the research. The re-
searchers and participants had differing views about the
implications of reimbursement. Researchers expressed
concerns around using financial terminology in study in-
formation sheets and consent forms because in Vietnam-
ese culture, these words sounded commercial or
equivalent with being cheated.

...we state it [payment] in so many words such as
“compensation’, “cost” and “allowance”. This results in
the forced and unnatural feeling for a member of the
Ethical Committee and a researcher like me.

[Physician & EC Member 22]

A review of ten randomly selected consent forms used
in past OUCRU studies found many different terms were
used to describe various financial arrangements of the
studies: reimbursement, compensation, insurance, travel
costs, gift, cover, support, receive, paid, pay, cost, etc. In
the hospital context, payment is normally expected for
services rendered, therefore when healthcare is offered
free of charge within a study, potential participants may
find this practice contradictory leading to suspicions
about what the research would entail, the type of treat-
ment provided, and what would happen to collected
samples.

The reason is: when people have something for free
they feel they are being cheated. It means they will
wonder why it’s free? Why is it so weird? Is it
dangerous or not? [Physician & EC Member 35]

Researchers also described their views about reimburse-
ment and its effect on motivations for participants to join
research. In the researchers’ opinion, wealthier study par-
ticipants were viewed as caring less about reimbursement
than those with fewer resources, but the narrative was that
participants cared about the money on some level, al-
though it was not always an immediate concern.

People usually do not care much [about
reimbursement] in the period of their sickness, but
after they get cured, they asked a lot. During the
period of their sickness, they said, “Well, we've known

Page 8 of 12

a term like that” [it’s not important, I don’t care], but
after that, people would ask in detail. Such as, how
much money for clause a, clause b. [Physician 25]

When asked directly about reimbursement, partici-
pants did not engage in the same rhetoric. Most partici-
pants stated that they did not join the study solely for
the reimbursement. From survey data, potential costs of
participation were considered an essential element of
consent by 84.6% (11/13) of participants while only
57.1% (8/14) of participants considered information sur-
rounding payments to be an essential item for discussion
during the consent process.

Further, participants often had multiple reasons for
joining the study such as altruism and/or access to (bet-

ter) healthcare and diagnostics for themselves or their
children.

I may join it [research] because money is not
important, they can use my child’s blood to research to
make things better for society. This is important.
[Patient Representative 01]

The benefits of research participation were reported
as an essential element to the consent process by
76.9% (10/13) of participants and 70.4% (19/27) of re-
searchers. Stakeholders generally agreed that enrolling
in a study provided access to benefits, beyond any
reimbursement.

I think the participants can get more benefits than
those who don’t [participate]. Firstly, when the
participants go to the hospital, they are examined
immediately without waiting. Secondly, the doctors are
specialized in dengue, so if it is true that the patients
have dengue, then doctors can give a better overall
conclusion of their state of illness. They are also able
to anticipate the state of illness. They don’t have to
wait, get tired and they also can have a full
consultation. [Physician 14]

Whose responsibility?

When asking stakeholders about their attitudes re-
garding the essential components of consent pro-
cesses, discussions revolved around responsibility on
multiple levels: legal, parental, participant, and the
research sites’ responsibilities. Researchers stressed
the legal mandate to include the word nghién ciu
and the other ICH-GCP components as part of the
consent process as a way of fulfilling both their legal
research responsibility and their responsibility to
participants.
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Because lawfully speaking, we have to be transparent
with the patient about everything, so the issue is that
we have to let the patient know that this is a research
study, so if the patient accepts, then they can
participate. If they don’t [accept], then they can refuse
to participate. [Physician & EC Member 12]

Stakeholders agreed that participants relied heavily on
the doctors’ opinions and advice regarding medical care
and involvement in research, shifting some of the partic-
ipants’ decision-making to the research staff. At the
complicated juncture of routine medical care and re-
search within a large, busy hospital, the line between
care and research was easily blurred. Over half (8/14) of
the participants mentioned the trust they have in doctors
and researchers regarding the research and their poten-
tial participation.

We feel safe when the doctors will take care of our
children’s health. We do not have medical knowledge.
When the doctors guarantee 100 %, we feel safe.
[Patient Representative 06]

Another patient representative stated at the beginning
of her interview that she consented for her child to join
the research so she could gain knowledge about dengue
prevention for her children in the future. She elaborated
that she did not find certain elements of the consent
process to be essential for her to know but she felt that
these elements should be essential for the physicians and
researchers to understand.

I don’t care about it [information on data analysis
and sharing]. However, the doctor cares about
that, they research it to know much more
information. In addition, they know the reasons
why they research this disease. Therefore, I should
know a little bit about what the disease is, why it
causes an impact on people...This [information on
data analysis and sharing] I think I shouldn’t
know. Those are the doctor’s [responsibility].
[Patient Representative 34]

When probed about what information she thought
was necessary for her to understand, she continued:

They give me this paper, I will read it carefully. If I
have trouble with anything, I will ask them. If I feel
there are benefits, I will study it deeply. Then, I will
ask the doctor. [Patient Representative 34]

Researchers suggested that potential participants often
did not read all information in the consent form for a
range of reasons.
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...in fact not all of the [participants] read it. [...] they
just say, “Can you explain it to me, and make it short
and concise so I understand?” [...] the educational
standards of most malaria and tuberculosis patients
are low and their socioeconomic conditions are too.
Therefore, they just care about the immediate future,
like finances, what benefits they can get, does this
treatment help their child; they rarely care about the
forms we ask them to sign. [Physician 10]

When a potential participant took time to consider the
implications of joining, research staff could become im-
patient and make assumptions about the participant’s
level of understanding.

Patients were so illiterate and they had to consider
finely about their signature or consenting to take part
in the research. They wanted more opinions from their
two or three relatives for sure. It kept me waiting up to
3 h to get their answers. Otherwise there were some
academic terms in the document they did not
understand: “What is scientific research?” Then I
explained about it and said that their joining was not
involved with any legal responsibilities. As long as they
were faced with any papers, documents or anything
else, they hesitated without understanding. Ah, they
would often get confused. [Physician 20]

Research procedures and burdens (e.g. number of
study visits, amount of laboratory tests required), was
listed as an element that should be included in the con-
sent form and 73.2% (30/41) of the stakeholders agreed
that it was essential. Although participants relied on re-
searchers’ advice about joining, 85.7% (12/14) of partici-
pants found their responsibilities and the research
procedures essential to include in the consent process.

Discussion

In exploring what the word research meant to partici-
pants, there was a tension between researchers’ obliga-
tions to use the term nghién ciru and the desire to
increase participation by changing the term altogether,
due to its perceived negative connotations. While the
majority of participants expressed negative views about
the term nghién citu (although these did not necessarily
reflect their experiences of research) there were at least
two participants with more positive attitudes. There are
alternative words in Vietnamese for research, although
some words (e.g. programme) might change how the
participant perceives study and its voluntary nature. De-
termining the appropriate terminology is a priority yet
the phrase itself is only the starting point. Importantly,
making sure participants receive enough information to
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make an informed choice becomes complicated when re-
searchers limit the amount of information provided to
increase participation or to make the consent process
more rapid. Study participants may want more informa-
tion on various aspects of the study and their lack of un-
derstanding of research may be caused by a lack of
comprehensible information.

Perceptions of research reimbursements may be influ-
enced by real and/or rumored research abuses and often
are indicative of larger inequalities in the participants’
worlds and differences in their culture and value systems
[17, 21]. The participants’ understandings about research
and health more generally likely did not reflect an inabil-
ity to understand relevant concepts, as suggested by
some researchers in this study, but a gap between how
researchers portray biomedical research and the partici-
pants’ varying worldviews related to health and illness
[22]. Participants’ understandings of health and illness
may be challenged when researchers use technical ter-
minologies that do not map onto local realities and
understanding.

Our findings suggest that the appropriate financial ter-
minology to use in Vietnam may differ from that in
other clinical research settings. The ideas surrounding
reimbursement relate not only to the terms used but
also to the idea that in the hospital setting, payment was
usually expected, which led to a discrepancy between
hospital norms and research practice. Researchers’
thought that reimbursement could lead to suspicions
about the research and concerns about a commercial re-
searcher/participant relationship. Researchers also as-
sumed that potential participants were motivated to take
part solely by the reimbursement, which was not always
the case; there were usually additional motivations for
participating and other perceived benefits. Similar find-
ings regarding fair benefits were noted from a study con-
ducted in Kenya indicating the complexities in trying to
determine what is fair but not exploitative [23].

It is important to consider the broader social and eco-
nomic constraints that participants face when deciding
about research participation, because their responses to
these constraints vary widely and could impact the vol-
untariness of their decisions [7]. When participants en-
roll in clinical studies while simultaneously holding very
strong and often negative views about research, it is im-
portant to understand why and distinguish between
challenges relating to understanding (e.g. therapeutic
misconception) and challenges related to voluntariness
(e.g. the research is the best option from a range of poor
choices). For example, study participation may be seen
as the best, or only, route to effective healthcare. It is
important to consider the effects of external constraints
on free-decision making. At what point is the study truly
a social good and when do the healthcare benefits cause
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exploitation? [24]. Beyond the stakeholders, there is a
whole realm of institutional spaces and motivations for
bringing the research into the context that is frequently
not considered.

The line between medical care and research is easily
blurred when the research takes place within a hospital
and the physicians that treat the patients are also the
physicians that recruit them as research participants. In
practice, it may be difficult for a patient to turn down a
research opportunity from their physician, even if the
physician assures them that they can choose whether or
not to join the study and that their future care will not
be impacted [7, 25]. Further, in the context of a hospital,
participants may think that they are obtaining individu-
alized care in a clinical trial (i.e. therapeutic misconcep-
tion) when this is not the case [26]. Researchers need to
help study participants distinguish between individual-
ized care and research to promote free decision-making
about participation, which could begin with sufficient in-
formation or perhaps including an expanded discussion
of nghién ciru instead of changing the term to reduce
fear.

For many participants, trust in the healthcare pro-
viders was a significant element in decision-making
about research participation. The role of trust regarding
research participation has been observed in multiple set-
tings [16, 27-29]. In other contexts, it seems that mis-
trust is a more important element that needs to be
addressed in communities where research takes place
[30, 31]. In contrast, our findings generally indicate high
levels of trust, which is consistent with research con-
ducted by Merson and colleagues [32] in Vietnam,
where participants stated that they had trust in the deci-
sions of the medical doctors regarding the future use of
their data. Using trust for decision-making about re-
search participation should be considered as valid as in-
formation based decision-making in the context of
consent [33]. However, it is important that we ensure
that participants choose to make decisions based on
trust, rather than feeling they are unable to make deci-
sions based more substantially on information because it
is not provided in a comprehensible way or because the
support from researchers is lacking. Our findings related
to trust also stress the importance of having systems in
place to ensure that research studies are designed and
implemented ethically [34], with the understanding that
these systems alone will likely not improve trustworthi-
ness of the researchers and institutions [35]. If partici-
pants’ trust in physicians and institutions indeed plays
an important role in their decision making, then we
need to make sure that all stakeholders acknowledge
and respond to it appropriately. The issues surrounding
trust could be further explored in our context using
community engaged research as a way to unpack the
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meaning of trust with community stakeholders and also
advance public trust in research [36].

Limitations

There were several limitations in this study including
conducting the interviews and surveys at the same time,
instead of at two separate time points, and conducting
the full analysis after data collection was completed. It
would have been useful to probe more deeply into the
issues identified in the survey or in a preliminary ana-
lysis. Additionally, we interviewed the participants after
they were enrolled or completed the studies, therefore
we were unable to explore how their attitudes and per-
spectives might change during research participation. Fi-
nally, participant recruitment took place within two
clinical studies related to dengue so perspectives for
other types of studies and other illnesses might be
varied.

Conclusions

In this study, we examined understandings and attitudes
about consent processes for research conducted in hos-
pital environments where the lines between patient and
participant and physician and researcher were quickly
and easily blurred. There were many disconnects be-
tween how the researchers explained research, consent,
and participation and how participants experienced it, as
well as the meanings they attached to both research and
the consent process. There was also a discrepancy be-
tween researchers’ knowledge about what appropriate
consent meant to participants, the elements that stake-
holders found essential, and views about how consent
should be best sought in these contexts. These discrep-
ancies between groups, along with the varying perspec-
tives of all stakeholders in this study, demonstrate the
importance of engagement with the hospital-based trial
communities, including the potential and past partici-
pants, researchers, physicians, and hospital ethics com-
mittee members in the design, development and
application of future consent processes and forms. The
main findings from this study surrounding researcher-
participant expectations, communication, and trust will
inform future consent processes in our setting. As a
starting point, we will review current guidelines and en-
hance researcher trainings to stress the importance of
the elements of consent. We also need to acknowledge
and more fully understand the important role that trust
has on decision making about joining clinical studies in
a hospital-based setting and its impact on the consent
process.

Supplementary information
Supplementary information accompanies this paper at https://doi.org/10.
1186/512910-020-0445-z.

Page 11 of 12

[ Additional file 1. Question Guide. ]

Abbreviations

CIOMS: Coundil for International Organizations of Medical Sciences; EC: Ethics
Committee; ICH-GCP: International Conference of Harmonization Good
Clinical Practice; OUCRU: Oxford University Clinical Research Unit; PI: Principle
Investigator

Acknowledgements

We would like to acknowledge all the participants who took part in the
study for their time to participate in the study. We want to thank the
Hospital for Tropical Diseases, Children’s Hospital 1, and Children’s Hospital 2
all located in Ho Chi Minh City, Vietnam and the National Hospital for
Tropical Diseases in Hanoi, Vietnam, and Ethox Centre in Oxford, UK for their
support.

Authors’ contributions

All authors reviewed and approved the final version of the manuscript. JIVN
made substantial contributions to the analysis, made substantial
contributions to the interpretation of the data, drafted the manuscript,
provided substantial revisions for important intellectual content of the
manuscript; made substantial contributions to acquisition of data, made
substantial contributions to the analysis, made substantial contributions to
the interpretation of the data, drafted the manuscript; LNTN made
substantial contributions to study conception and/or design; NWC made
substantial contributions to study conception and/or design; MC made
substantial contributions to study conception and/or design, provided
substantial revisions for important intellectual content of the manuscript;
NTTT made substantial contributions to study conception and/or design; LM
made substantial contributions to study conception and/or design, made
substantial contributions to the analysis, made substantial contributions to
the interpretation of the data, provided substantial revisions for important
intellectual content of the manuscript; NTPD made substantial contributions
to the interpretation of the data; HMTV made substantial contributions to
study conception and/or design; MP made substantial contributions to study
conception and/or design; SB made substantial contributions to the
interpretation of the data, provided substantial revisions for important
intellectual content of the manuscript; EK made substantial contributions to
the interpretation of the data, provided substantial revisions for important
intellectual content of the manuscript.

Funding

A Global Health Bioethics Network Bursary, through Wellcome Trust Strategic
Award 096527, funded this research. The funding body played no role in the
design of the study, data collection, analysis and interpretation of data, and
in writing the manuscript.

Availability of data and materials
The interview transcripts are available upon request, following the standard
OUCRU data sharing policy (http://www.oucru.org/data-sharing/).

Ethics approval and consent to participate

The Ethics Committee of the Hospital for Tropical Diseases, the Science and
Ethics Committee in Biomedical Research of Children’s Hospital 1, and the
Science and Ethics Committee of Children’s Hospital 2 all located in Ho Chi
Minh City, Vietnam and the Ethics Committee in Biomedical Research of the
National Hospital for Tropical Diseases in Hanoi, Vietnam all reviewed and
approved this protocol. All potential participants were provided with
explanations, in Vietnamese, of the purpose of the study, procedures, risks,
benefits, and alternatives to study participation. We obtained written consent
from the participants prior to the interview and completion of the survey.

Consent for publication
Not applicable.

Competing interests
The authors declare that they have no competing interests.


https://doi.org/10.1186/s12910-020-0445-z
https://doi.org/10.1186/s12910-020-0445-z
http://www.oucru.org/data-sharing/

Van Nuil et al. BMC Medical Ethics (2020) 21:4

Author details

'Oxford University Clinical Research Unit, Hospital for Tropical Disease, 764
Vo Van Kiet Street, District 5, Ho Chi Minh City, Vietnam. “Nuffield
Department of Medicine, Centre for Tropical Medicine and Global Health,
University of Oxford, Oxford, UK. *Children’s Hospital 1, Ho Chi Minh City,
Vietnam. “Hospital for Tropical Diseases, Ho Chi Minh City, Vietnam. *National
Hospital for Tropical Diseases, Hanoi, Vietnam. SInfectious Diseases Data
Observatory, Oxford, UK. ’Children Hospital 2, Ho Chi Minh City, Vietnam.
8Ethox Centre, University of Oxford, Oxford, UK.

Received: 30 September 2018 Accepted: 31 December 2019
Published online: 10 January 2020

References

1. Participants in the Community Engagement and Consent Workshop Kilifi
Kenya March 2011. Consent and community engagement in diverse
research contexts: reviewing and developing research and practice. J Empir
Res Hum Res Ethics. 2013;8:1-18.

2. Coundil for International Organizations of Medical Sciences. International
ethical guidelines for health-related research involving humans. Geneva:
CIOMS; 2016.

3. Koonrungsesomboon N, Teekachunhatean S, Hanprasertpong N, Laothavorn
J, Na-Bangchang K, Karbwang J. Improved participants” understanding in a
healthy volunteer study using the SIDCER informed consent form: a
randomized-controlled study. Eur J Clin Pharmacol. 2016;72:413-21.

4. Abay S, Addissie A, Davey G, Farsides B, Addissie T. Rapid ethical assessment
on informed consent content and procedure in Hintalo-Wajirat, northern
Ethiopia: a qualitative study. PLoS One. 2016;11:1-18.

5. Tekola F, Bull SJ, Farsides B, Newport MJ, Adeyemo A, Rotimi CN, et al.
Tailoring consent to context: designing an appropriate consent process for
a biomedical study in a low income setting. PLoS Negl Trop Dis. 2009;3(7):
e482.

6.  Gillies K, Duthie A, Cotton S, Campbell MK. Patient reported measures of
informed consent for clinical trials: a systematic review. PLoS One. 2018;13:
1-20.

7. Bull'S, Lindegger GC. Ensuring consent to research is voluntary: how far do
we need to go? Am J Bioeth. 2011;11:27-9.

8. Paré Toe L, Ravinetto RM, Dierickx S, Gryseels C, Tinto H, Rouamba N, et al.
Could the decision of trial participation precede the informed consent
process? Evidence from Burkina Faso. PLoS One. 2013;8:1-10.

9. Ravinetto RM, Afolabi MO, Okebe J, Van Nuil JI, Lutumba P, Mavoko HM,
et al. Participation in medical research as a resource-seeking strategy in
socio-economically vulnerable communities: call for research and action.
Trop Med Int Health. 2015;20:63-6.

10.  Nappo SA, lafrate GB, Sanchez ZM. Motives for participating in a clinical
research trial: a pilot study in Brazil. BMC Public Health. 2013;13:19.

11, Ballantyne A. Benefits to research subjects in international trials: do they
reduce exploitation or increase undue inducement? Dev World Bioeth.
2008;8:178-91.

12. Kamuya DM, Molyneux CS, Theobald S. Gendered negotiations for research
participation in community-based studies: implications for health research
policy and practice. BMJ Glob Heal. 2017;2:2000320. https://doi.org/10.1136/
bmjgh-2017-000320.

13. Kingori P. The 'empty choice” a sociological examination of choosing
medical research participation in resource-limited sub-Saharan Africa. Curr
Sociol. 2015;63:763-78.

14. Enria L, Lees S, Smout E, Mooney T, Tengbeh AF, Leigh B, et al. Power,
fairess and trust: understanding and engaging with vaccine trial
participants and communities in the setting up the EBOVAC-Salone vaccine
trial in Sierra Leone. BMC Public Health. 2016;16:1-10. https://doi.org/10.
1186/512889-016-3799-x.

15.  Kraft SA, Cho MK, Gillespie K, Halley M, Varsava N, Ormond KE, et al. Beyond
consent: building trusting relationships with diverse populations in
precision medicine research. Am J Bioeth. 2018;18:3-20.

16. Tutton E, Achten J, Lamb SE, Willett K, Costa ML, Bruce J, et al. Participation
in a trial in the emergency situation: a qualitative study of patient
experience in the UK WOLLF trial. Trials. 2018;19:1-7.

17.  Grietens KP, Ribera JM, Erhart A, Hoibak S, Ravinetto RM, Gryseels C, et al.
Doctors and vampires in sub-Saharan Africa : ethical challenges in clinical
trial research. Am J Trop Med Hyg. 2014,91:213-5. https.//doi.org/10.4269/
ajtmh.13-0630.

Page 12 of 12

18.  Gikonyo C, Bejon P, Marsh V, Molyneux S. Taking social relationships
seriously: lessons learned from the informed consent practices of a vaccine
trial on the Kenyan coast. Soc Sci Med. 2008;67:708-20. https://doi.org/10.
1016/j.socscimed.2008.02.003.

19. Dierickx S, O'Neill S, Gryseels C, Immaculate Anyango E, Bannister-Tyrrell M,
Okebe J, et al. Community sensitization and decision-making for trial
participation: a mixed-methods study from The Gambia. Dev World Bioeth.
2017:1-14. https://doi.org/10.1111/dewb.12160.

20. ICH Harmonised Tripartite Guideline. Guideline for good clinical practice
E6(R1), current step 4 version dated 10 June 1996 [online]. Available from
URL: http://apps.who.int/medicinedocs/documents/s22154en/s22154en.pdf.
Accessed 06 January 2020.

21. O'Neill S, Dierickx S, Okebe J, Dabira E, Gryseels C, D'Alessandro U, et al. The
importance of blood is infinite: conceptions of blood as life force, rumours
and fear of trial participation in a Fulani village in rural Gambia. PLoS One.
2016;11:1-13.

22. Dugas M, Graham JE. Is consent for research genuinely informed? Using
decision aid tools to obtain informed consent in the global south. J Glob
Ethics. 2011;7:349-59.

23, Molyneux S, Mulupi S, Mbaabu L, Marsh V. Benefits and payments for
research participants: experiences and views from a research centre on the
Kenyan coast. BMC Med Ethics. 2012;13:13.

24, Petryna A. When experiments travel: clinical trials and the global search for
human subjects. Princeton: Princeton University Press; 2009.

25, Essack Z, Koen J, Barsdorf N, Slack C, Quayle M, Milford C, et al. Stakeholder
perspectives on ethical challenges in hiv vaccine trials in South Africa. Dev
World Bioeth. 2010;10:11-21.

26.  Lidz CW, Appelbaum PS. The therapeutic misconception: problems and
solutions. Med Care. 2002;40(9 Suppl):V55-63.

27.  Den Hollander GC, Browne JL, Arhinful D, Van Der Graaf R, Klipstein-
Grobusch K. Power difference and risk perception: mapping vulnerability
within the decision process of pregnant women towards clinical trial
participation in an urban middle-income setting. Dev World Bioeth. 2018;18:
68-75.

28. Molyneux CS, Peshu N, Marsh K. Trust and informed consent: insights from
community members on the Kenyan coast. Soc Sci Med. 2005;61:1463-73.

29. Browne JL, Rees CO, van Delden JIM, Agyepong |, Grobbee DE, Edwin A,
et al. The willingness to participate in biomedical research involving human
beings in low- and middle-income countries: a systematic review. Trop Med
Int Health. 2019,24:264-79.

30. Zulu JM, Sandey IF, Moland KM, Musonda P, Munsaka E, Blystad A. The
challenge of community engagement and informed consent in rural
Zambia: an example from a pilot study. BMC Med Ethics. 2019;20:1-9.

31. Thabethe S, Slack C, Lindegger G, Wilkinson A, Wassenaar D, Kerr P, et al.
"Why don't you go into suburbs? Why are you targeting us?": trust and
mistrust in HIV vaccine trials in South Africa. J Empir Res Hum Res Ethics.
2018;13:525-36.

32, Merson L, Phong TV, Nhan LNT, Dung NT, Ngan TTD, Van Kinh N, et al.
Trust, respect, and reciprocity: informing culturally appropriate data-sharing
practice in Vietnam. J Empir Res Hum Res Ethics. 2015;10:251-63.

33, Kongsholm NCH, Kappel K. Is consent based on trust morally inferior to
consent based on information? Bioethics. 2017;31:432-42.

34, Tromp K, van de Vathorst S. Patients’ trust as fundament for research ethics
boards. Am J Bioeth. 2018;18:42-4. https.//doi.org/10.1080/15265161.2018.
1431713,

35. Kerasidou A. Trust me, I'm a researcher!: the role of trust in biomedical
research. Med Health Care Philos. 2017;20:43-50.

36.  Khodyakov D, Mikesell L, Bromley E. Trust and the ethical conduct of
community-engaged research. Eur J Pers Cent Healthc. 2017;5:522.

Publisher’s Note
Springer Nature remains neutral with regard to jurisdictional claims in
published maps and institutional affiliations.


https://doi.org/10.1136/bmjgh-2017-000320
https://doi.org/10.1136/bmjgh-2017-000320
https://doi.org/10.1186/s12889-016-3799-x
https://doi.org/10.1186/s12889-016-3799-x
https://doi.org/10.4269/ajtmh.13-0630
https://doi.org/10.4269/ajtmh.13-0630
https://doi.org/10.1016/j.socscimed.2008.02.003
https://doi.org/10.1016/j.socscimed.2008.02.003
https://doi.org/10.1111/dewb.12160
http://www.apps.who.int/medicinedocs/documents/s22154en/s22154en.pdf
https://doi.org/10.1080/15265161.2018.1431713
https://doi.org/10.1080/15265161.2018.1431713

	Abstract
	Background
	Methods
	Results
	Conclusion

	Background
	Methods
	Study setting

	Study design and procedures
	Results
	Words and regulation
	Reimbursement, suspicions, and joining
	Whose responsibility?

	Discussion
	Limitations

	Conclusions
	Supplementary information
	Abbreviations
	Acknowledgements
	Authors’ contributions
	Funding
	Availability of data and materials
	Ethics approval and consent to participate
	Consent for publication
	Competing interests
	Author details
	References
	Publisher’s Note

