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Ensuring valid consent in a developing country context
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Summary

There is widespread agreement that consent to research is a crucial
prerequisite to research, But there is less agreemant about what
processes and documentation are appropriate in varving cultural and
social contexts. The challenge for researchers is to establish

procedures that are both ethically sound and culturally sensitive, Africa, Sus an Bull is
atthough there may be times when these two requirements appear tocoordinator of Sciliev Net's
be in conflict, The authors suggest that one way of resolving such dossier on the ethics of

situations is through careful and sustained community involvement medical ressarch.
in research.

Introduction I R

During the last century, & number of medical research projects have been conducted without the knowiedge
or consent of those on whom the research was carried out. 111 Following widespread condemnation of such
practice, It is now generally accepted that participants shouid consent to take part in medical research. This
need is, for exampie, recognised in international human rights instruments, {21 as well as decumented both
i international guidance on research athics, [37 and, in many countries, national forms of guldance and/ar

[

reguiation, f4]

The need to obtain consent to conduct research with human participants is basad on the fundamental ethical
principies of ‘respect for persons’ and 'respect for human dignity’. These principles require that we do not
use people merely as a means tc an end, or act against their wishes. Instesd we must respect theair
autonemy {their capacity to consider options, make choices, and act without undue infiuence from others}
and the decisions that they make. It foliows that we should seek theair consent to participate in medical

research.

Consent is the process by which prospective participants indicate their willingness to take sart in research
and give permission for researchers te undertake acts on them that are necessary to conduct the ressarch.
For such consent to be consfdered valid, it is now generally accepted that the prospective parficipant must:
i} be approprietely informed about the nature of the research in which s/he is to particinate; i cae\@uate;y
understand this informeation; i} voluntarity decide to sarticipate in the research; and iv} explicitly consent to

patticipation.

Whnile thers has been genera agreement about the need to meel these four conditicns, there has heen

growing controversy over Now such conditions can hest be met. Thic iz especially true in areas where &

number of different cultures are represented, or in develoning countries where, for 2xample, prospective
fs about heaiing and causes of i heslth may differ from those of medical researchers,

participants’ belie
Much of the controversy derives from an increasing awareness of the need for gultural iral sensiivity when
s itself highly contested, which hag

conducting research, But the meaning of ‘cultural sensitivity
s for the impiemeantation of camer* procaecures. |
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Furthermere some have argued that that for congent to be ethically accepiable, researchers must go heyand

the minimai requirements that ensure their iegal indemnity. [8] In other words, consent should be sear as
more than g formal lsgal agreement, but as the outcome of ap engeing process whereby a prospective
tdecides whether it is in thelr best interests to take part in research.

I nfcrmEd cansent gu! da nc . . a nd FQQUi at ;on e,

el

The need for formal consent to participate in research argse in the context of abuses of p
particulariy during the Second World War — and was initiaily articuiated in the ’\mre e

< it

ﬁ‘f
consent is only ethically acceptahie if the participant decides about participation on the ba

s

and understanding of what the research will invoive: this Pas devel loped into the concept o

S
A

informed

consent’,
For consent to participate to be approprigtely informed, pasticipants need £o receive sufficient relevant and
accurate information to enable them o make & genuine choice about participation. Various forms o;"
international and national quidance and regulation sef out issues that prospective participants should be
informed about in detail

The Dedaration of Helsinki — adopted by the World Medical Assoriation in 1964 — sels out the ethical
principles that shouid be observed in research on human participants. It has become the cornerstone on
which much national and international guidance is now based. The 2000 revision (2] requires that each
potential participant must be adequately informeg about:

the aims of the study and methods to be used;

sources of funding and possible conflicts of interast:

institutional affiliations of researchers;

anticipated benefits and potential risks;

any follow-up {such &s angoing monitoring of possible side~effects);
discomfort the study mey entail; and

the right to decline to take part, or to withdraw at any time, without reprisals.

& 2 & &« & ¢ 8

The second set of international guidance that covers the fieid of research athics is published by the Council
of International Crganisations of Medical Sciences {CIOMS) in collaboration with the World Health
Organpisation {WHO}, A revision of lts 1393 guidance was published in 2007, [8 and goes further than the
Declaration of Helsinki, setting out 26 areas of which participants must be informed.

in the following sections we consider each of the four reguirements for valid consent, taking account ¢f the
conditions that are likely Lo exist when reszarch is being carried out in & developing country. We do not

gadress the specific issues that arise when research is proposed in parficuiarly vulnerable oopuiations, such
as chiidren and refugees,

1) Providing appropriate and comprehensive information

'C!

arise when informing participents in developing cou n;ries,. and/or from differing
cultures, about research. For exampie, information that may be considered nacessary or desirable in
d urban populations may be of fittle relevarnce in less formally educated or rural
ations may want

farmaliv educated
tions, or vice ve
chnical informa
ion 2bout the social impact of participaling in the
w5 oof the community.

ri e

vz, For example, in & preventative HIV vaccine trial seme popu!
tion about the nature of the vaccine, wheregs other populations may prefer

i

trial, such as risk of discrimination by other
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There iz 8ise 3 need o balance the use of extems ve and detalied consent forms fwhich refisct the d
- .._,.;.“

organisations to protect participants and/or mit legal liability for possibie harm caused by researc ;
ez with limited biomedical and/or legal knowledos understand information about

s}

ensuring that communi
research,

ample, ong HMaitian researcher suggests that consent forms are oo lengthy and have hecome

For ex
increasingly complicated over the past 20 years. He states that "they appear to be maore concerned about

éegas implications for sponsor agencies than. with the weifare of the vo?mieem Ae cannet read them to
volunteers because the only time 2 volunteer had & document fike this read to him was when he was in &
court 6f Iaw and had to sign some kind of papers. 5o this s changing the trust relationship that we have
with our participants and, therefore, we have to expiain it step by step.” 19}

It should 2isc be remmembered that in some cultures it might not be customary to provide certain forms of
tv ancut the effectiveness of the reatment being tested, or
that "it is

information, such as describing uncertal

mfarmation about pessible alternative treatments. In Vietnam, for example, it has been suggested
unacceptable for & physician fo openfy express uncertainty with regard to what is the best treabment”.
i ectians sych as whe should

The need for comprehensive information alse rafses complex procedural guest
decide which information 5 appropnate, and who is best placed to provige it

pants s the wayv I which that

Pty

Ag important as the content of ihe information provided to progpective particis
information s provided. If consent is te be valid, information must not only be azcurate, but provided in a
culturally appropriate and understandable manner. Information may include unfamiliar concepts that are
difficilt to meaningfully tran*x?a‘ie in seme languages, sugh as randomisation (selecting participants for
different arms of & trial on a randorm basis} and placebos {"freatments’ that have no effect, which are
compared o a poientzal!y effective substance or mathod).

Researchers have adopted different approaches to these difficulties, ranging from abandoning randomisation
in research when it is thouant to be impessible to obtain valid informed consent, to continuing with research
despite concerns that participants have not understood the implications of using placebos. In other cases
researchers have developed means of informing participants about unfamiliar concepts by using commen

Pt

exampies, such as agricultural practices. (217

The most recent CIOMS/WHO guidance sets out a detailed list of the responsibiiities of investigators
{Guldeline &}, which includes seeking consent only after ensuring that the prospective parficipant has an
adeguate understanding of relevant information, and has had sufficient cpportunity to consider whather to
paftirir‘a?e But there are also subtle issues, such as the need tc behave in & se“al!y acceptable manner
{'social desirabiiity’), which may complicate this process - for exampie, making it difficult to ask gquestions -
espe&a%éy where there are marked differences in the social status of ressarchers and participants. This has
led te the suggestion that researchers/clinicians and patients/participanis might be 'paired’ according o

simmitar cultural and socia! values, [123

2) Understanding A

800 ratid is that prospective participanis adequately understand essential
aspects of the regesarch, Providing comprehensive information is not, in ikself, considered sufficient grounds
for assuming that the person fully understands that information. Consent procedures, therefore, may
reguire some form of test of understanding, most commaonly short ves/ne or multiple-choice tests of factual

information,

The second condiion for consent to be v

However, procedures for assessing participants’
particularly when researoh is conduciad in fess It
contexts, where the use of formal tests of knowla

include: What lavel of understanding shou!ld particy
irnformad? Are current tests measures of sh ar“ ~term: memaory rat
rhat participants often fall to remember information provided raise guesti
to decme whether & person has adeguate umjemt anding? £
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3 voluntariness

The third condition that must be met for consent to be valid is that the person must freely consent to
i {i.e. must not be subjected to undue influence or intimidation), and must be free
€. Thig re;}reﬁems me implementation

participate in the researg
to withdraw from the research at any stage without suffering prejugic
of tne core ethical principie of respect for persons, including respecting participants’ aufonomy.

A number of aspects of the social and cultural context in which research is conducted may affect & person’s

ability to voluntarily consent ©o participate in research, or their subsequent decision o stay in or withdraw
from the research. For example, where there Is g significant difference in social status between rescarchers
and prospective partigipants, the iatter may be reluctant to ask questions, or even to decine from taking
part in recommended research. This may often be encountered in developing countrias, where great respect

ts given to doctors and other healthcare workers.

vic fgctors might alse affect prospactive participants’ abilities to freely consent to research. For
example, access to benefits that are Dmvmea tc those Laking part in research may act as & significant
incentive to participate, especially in poorer areas where there is iess likeilhood of aiternative access w
neatthcare, One Thai research participant steted: “The study sta® gives good advice and when this project iz
over [ hope I can enrol in another study, For that matter, [ hope there will be new studies for me to
participate in 3 the time. If there would be no more studies, | don't know if T would have the strength to go

on, as I would not know where to get drugs outside of clinical triais.” [14]

4} Formal consent

f explcit consent to participate, which
requirement has been
g

The final condition for valid consent is that there should be evidence o
is usualy done though signing a consent form in the presence of @ witness, While this
widely accepted, there has been intense debate about the appropriateness of “first person’ consent
reguiring that the participant him/herself provide consent) in all cuttural and social contexts,

in spme cases, community consent or consultation with leader{s} of the commmunity or family is considered
necessary hefore individuals are asked to participate in research, One Négerian researcher commented:
"There are really two levels. One is community and the other is individuai.” [15} The need for community
consuitation or consent is expiicitly recognised in some forims of national or mtematmﬂ fguidance, as a
safeguard against the abuse of vuinerable populations, or as an exprassion of specific cuttural approaches to

decision-making.

Although such guidance alsc stresses the need for consent from each parficipant in research, in some
communities sexual or marital partners, or senior family or community mambers, may be considered to

have authority fo provide consent on behalf of others, This is referred to as proxy consent [as opposec o

first-person consent:, Some argue, however, that such cultural practices are athically unacceptable, because
r persens, and they carry the risk that

they conflict with the fundamental ethical princinie of respect fo
participants will be enrolled in research against their will, [16]

To strike @ bajance between the ethical prin gzes of respect for persons and respect for cultures, some
suggest that in certain cultures i ma» be necessary to have multiple levels or forms of congent. For
mxﬁmpéh, the consent of traditional leaders or cam“m;m‘"v alders might be sought in order o enter a
community or household, 177 and the explicit consent of individuals sought for participation in research,
Another suggestion s twah r&'osge“ ive particinants might voluntarily consider inviting family members oF

commurity mnembers to be part of the consent process.

The importance of obtaining vaiid consent ag an essential prerequl ighte for research ig widely accs
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entrenched in national and international guidelines for madical research. However, determining approp

oy

consent procedures, especially in culturaily diverse and poarer seUtings, raizes imporiant end coniroy

nge for researchers 15 to establish procedures that are both ethicaliv sound and f‘uimraﬁ\;‘
z!tz‘zou-bh there may be times when ¢ ,ﬂf:se two reguirements appear o be in con

situations is through careful and sustained communi ity invoivement in
S as research partners *b»‘oumﬁ -y

g s

nrofect, as weall g
procedures o | n;:}iemem their projecis.
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