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be relative; they must be judged by their substance. The force of
local custom or law cannot justify abuses of certain fundamental
rights, and the right of self-determination, on which the doctrine
of informed consent is based, is one of them.””® They argue that
individual informed consent “expresses important and basic moral
values that are universally applicable, regardless of variations in
cultural practice.”* These arguments reflect the belief that, since
one aspect of modern medicine is to prescribe its cure for patients,
why not prescribe its morality as well? Arguments for the
universalism of Western research ethics often seem to conflate
technological superiority with moral superiority.

A further problem with the universalist position is that it does
not seem to recognize that the requirement of first person in-
formed consent is deeply imprinted with the emphasis on indi-
vidualism and individual rights that is paramount in Western
culture and that in many ways is peculiar to it. Moreover, the
universalist perspective is disrespectful of the more social concep-
tions of the person that prevail in most regions of the world.

The Western principle of informed consent is predicated

upon the notion of respect for persons and upon the notion of
individuals as autonomous agents.’> However, a fundamental
problem arises in the application of the respect for persons
principle because of cross-cultural variation in the very definition
of personhood. Western societies stress the individualistic nature
of the person and put much empbhasis on the individual’s rights,
autonomy, self-determination, and privacy. This is at variance
with more pluralistic definitions of the person found in other
societies which stress the embeddedness of the individual within
society and define a person by his relations to others. The Kongo
of Lower Zaire, for example, have conceptions of illness and
medicine that “consistently [draw] the effective boundary of a
person differently, more expansively, than classical Western
medicine, philosophy, and religion. The outcome is usually
disconcerting or unreal to Western medical observers. . ..”% The
very definition of “body” by the Kongo embraces “constant
reference to social relations.””

Anthropologist Clifford Geertz provides another example in
his consideration of the nature of personhood in Bali; Geertz
notes: “One of these pervasive orientational necessities is surely
the characterization of individual human beings. Peoples
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everywhere have develoPed symbolic structuri:ls in terms of
which persons are perceived not baldly as such, as mere un-f
adorned members of the human race, but as represent.agge§do
certain distinct categories of persons, specific sorts of individu-
als.™®
The teknonymous Balinese system, moreover, leads todongo-
ine shifts in how members of this soctety are given names unrlxg
the individual’s lifetime, depending on their soc1a.1 posmofrll. . 51
general, the definition of a person and. of the §el(§ is mg:e ut1h é
more expansive, and more relational in .that it ffpe(ril ozs he
relatives of a given individuflgl; the definition, that 1s, depen
bers of the society. o .
Othe;:;;nnant ;];actical irtrylplication:? arise from Fh1s kind of vart-
ation in the definition of a person. Since the notion of persons as
individuals is undermined, the consent of t1.1e individual r}r:azt not
be viewed as essential in certain cultural settings. Indeed, }tl ff: a;)ncilus
of the consent process may shift from the individualtot ech' y
or to the community; for exarnple, in .contemporar}f 1r}11a,
consent for a procedure might be f1.rsF elicited from x:elamvesfw hz
would in turn persuade the i_nd1v1dual of the v1rtu;:1 of t
proposed intervention.? Thus, in the context o’f ?ﬁc ) 1t (r)r;?a}i
be necessary to secure the consent of a subject’s : i,l or sb.ect
group instead of, or in addition to, the consent of the Sub)
hlmfﬁi: question of whether individual informed confflnt ;si
universal across all cultures is indefad amenable to c}x;oss-c t}\ﬁ) !
empirical research. But it seems unlikely-should sulci researc e
undertaken~that individual informed consent w1 provcz) to 4
universal across all cultures akin to, say, the incest talbfo.o.d'1 gdt aei
contrary, much research suggests that cox}cepmgns o mh‘ vi :h !
consent and of the “person” are highly variable.? If anything,

i jew is in the minority. .
Amflzillsz:d\,neven in our own sc?ciety, informed coillse{ljt 1sf not
exclusively individualistic. For instance, alth.oug.h.t 21 ni o%‘rr;
Anatomical Gift Act has made it legal for 1nd.1w{1du s :10 gflvr
consent for post mortem organ donation, physicians an ort1t zf
healthcare providers almost always request the written cor;se Lol
the cadaveric donors’ families before they harvest orgamsh or h
purpose. It would seem that in the face of 2 sprgxcal act that L e};
otill consider extraordinary, however routinized it may hav
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bec 'I.'he factual evidence [regarding the existence of variation in values)

r1s beside the point. The relativists make the error of deriving an ‘ought’
statement from an ‘is’ statement. To say that values vary fx:gom cult:g
to culture is to describe (accurately or not) an empirical state of aff:i:‘z
in the real world, whereas the call for tolerance is a value judgment of
what ought to be, and it is logically impossible to derive the one fro
the other. The fact of moral diversity no more compels our approval cI:}
other ways of life than the existence of cancer compels us tgf\)ralue ill-

health.?

Th‘oug}} on Iiberal', }}umanistic grounds tolerance has some ap-
peal, critics of relativistic thinking, Hatch included, have pointed
out that tolerance should not be extended beyond its limits. But

there is no uniform way to decide at what point tolerance should
stop.

ETHICAL PLURALISM

Most of the problems with both the universalist and relativist
positions on clinical research ethics arise from a maladroit han-
dlingand fncomplete recognition of the influence of culture upon
the question at hand. The pluralist position is fundamentall
based on the fact that culture shapes (1) the content of ethica}i
precepts, (2) the way ethics as a concept is configured (that is, the
form (})é e;ll'ncal prece_:pts), and (3) the interaction between conﬁict-
i?fn :ﬁed():_ expectations (that is, the way ethical conflict itself is

{\ddressing the first issue (how culture shapes ethical rules)
requires careful analysis of indigenous ethical expectations.* It 1s
in many respects the easiest of the three. Addressing the last two
issues, howaver, is more difficult: it requires the development of
a.speCfal perspective on ethical systems. Orthodox Western
bioethical approaches may well be inadequate to deal with not
only the manifest variability in the ethical norms of differin
cuh.:ures, but also the differing ways ethics is understood ang
ethical conflicts are handled in other cultures.

.Med{cal ethics is not the same kind of thing in all societies
Sociologists Renee Fox and Judith Swazey have argued, for ex:
ample, that.the Chinese “medical morality” is not equiv’alent to
Western “bioethics.” More generally, ethics do not just regulate
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behavior, they construeit. Ethicsarea form of “local knowledge,”
which Geertz has described as “local not just as to place, time,
class, and variety of issue, but as to accent—vernacular characteri-
zations of what happens connected to vernacular imaginings of
what can.”? As local knowledge, ethical systems are highly varl-
able and situation-specific. Geertz observes that a paradox arises
when we conceptualize systems of ideas with the realization that
“socio-political thought does not grow out of disembodied reflec-
tion but ‘it is always bound up with the existing life situation of
the thinker.’ 2 The solution to this problem, Geertz argues, lies
in a more adroit handling of socio-political thought by conceptu-
alizing itas an ordered system of cultural symbols. Thatis, itis not
the ethical rules themselves which are so important, it is their
meaning within respective caltures. The rules, in a sense, may be
taken to reflect how a given culture perceives that human beings
should be treated by others, how investigator and subject should
communicate, or how medical knowledge is to be acquired.
Medical ethics may also be different in respective cultures in part
because of the activities ethics is viewed as appropriately govern-
ing. For example, the distribution of resources that maintain or
restore health is configured as necessarily a moral problem within
contemporary Western medical ethics. Yet, in other societies, the
distribution of such resources might not be configured as a moral
issue at all.*°
A culturally sensitive perspective onsystems of medical ethics
has a further consequence. According to the prevailing view,
medical ethics, as part of a positivist tradition in Western philoso-
phy, consists of rules and principles directed at what ought to be
the case. An alternative, contextualist, view of medical ethics,
however, focuses on accounting for the phenomena of medical
ethics. It seeks to understand the practice of medical ethics by
Jocating its cultural context?! A contextualist perspective on
morality offers a way out of the thorny methodological and
substantive issues raised by 2 positivist-and culturally myopic-
perspective on morality, issues broughtto the fore by the conduct
of transcultural clinical research.
A contextualist approach also contributes to asolution to the
problem of determining which ethicsshould govern transcultural
research, because the contextualist approach broadens the
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philosophical basis of research ethics. Part of the problem with
current analysis of the problem—even from a Western point of
view—is that the full richness of Western philosophy itself has not
been tapped.’? Bioethics has, until very recently, based itself
almost exclusively on Anglo-American analytic philosophical
thought and largely ignored other Western philosophical tradi-
tions, such as phenomenology, virtues theory, existentialism,
communitarianism, social ethics, and the like.

Present American concepts of medical ethics are too detached
from the clinical reality in which ethics come into play. A signifi-
cant source of ethical meaning is the particular situation in which
ethical issues are raised. Clinical research ethics have a concrete
existence, expressed in each research setting. Ethical rules such as
those pertaining to clinical research, like other socio-political and
religious thought, are constructed, fashioned, made. And since
both the maker and the situation in which they are applied vary,
so will the product. In order to resolve the troubling problems
raised by the conduct of transcultural clinical research, an ethnog-
raphy of the practice of morality in medical contexts in general
and in transcultural clinical research in particular will be needed.

Indeed, the Western system of research ethics is, itself, a
recent creation, largely articulated since World War II. It rests on
a medical ethic that was exclusively doctor/patient oriented and
which, under pressure of the research endeavor, was expanded to
accommodate the investigator/subject relationship. Western medi-
cal ethics, that is, were at the outset based on the Hippocratic
tradition, and were largely professional in nature, meaning that
they pertained largely to matters of professional decorum. The
concept of essential patient rights, which in themselves create
obligations for professionals, is alien to the Hippocratic ethical
tradition. This concept found its first important expression in the
West in the Nuremberg Code. The Nuremberg Code abandoned the
notion that experimental subjects are protected by professional

standards and replaced it with the notion that subjects have
intrinsic rights. In short, there has been an evolution in medical
ethics—in response to the existence of research and to the abuse of
research subjects in certain settings—-in the West. The indigenous
ethics of non-Western cultures, as they apply to professional
etiquette or clinical care, are also capable of evolution. Of course,
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the form of research ethics that systems of.non-Western medical
ethics ultimately achieve might be quite different from Western
research ethics. But the emergence of non-Western systems of
clinical research ethics, such as they might be, must l?e exPected
and understood. In view of the importance and proliferation of
collaborative research efforts between developed and developing
countries, an understanding of the emergence of .reseax:ch -et.h1cs in
non-Western countries is of enormous practical sIgn1f1cance.
Moreover, as traditional medical practices converge with Western
biomedicine around much of the world, clinical re:search ethics
will be under increasing pressure to adapt to local circumstances
cultures. -
wad 'Ic')lfljls, culture shapes both the content arId form of ethIcal
systems. It can also be seen to shape how the existence of coanlct(i
ing ethical expectations is construed and handled. In thle Unite
States in particular, we often seem to expect that a so llmon to
ethical problems is indeed possible, if onIy we were cdegfer or
persuasive or patient enough. The expectation, tempered Dy our
culture, is that ethical dilemmas have. a transcendent solution.
However, not all conflicts, especially in such 2 complex area as
research ethics, are resolvable. This problem .1s.comp.ounde(I in
the conduct of transcultural clinical re§ea1:cl}: it is not just eth1calf
principles themselves that migh.t contflict, it s alsothe mteres't:1 cl>
varying cultures. Resolving ethical copfhct isapt to be ez;i)em eﬁ
unlikely when non-casuistic, systematic SOIIIFIOIIS—I:IIS)SC vorc
from actual, clinically and culturally spec1fIc situations-are ap-
plied. American bioethics has an inherent bias 1n t.hat thferet,lllsi aﬁ
expectation that final and transcendex}t resolution of € ct
disputes is indeed possible. In the Umted: States, we seem to
hesitate to accept inherent ethical irr.esolvabd.xty. Ethical SYStTe}ITS’
however, do not exist only to eliminate ethical problerns.f ey
also exist to provide a framework for such ProbIems—a rame-
work for the confrontation of particular siruations that pose

ethical dilemmas.

7

PRACTICAL IMPLICATIONS OF PLURALISM

e . .
Such a casuistic, pluralistic view of n}edxc?l thlCS- hai1 three
major practical implications. The first implication is that an
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v'anéerstanding of the relevant and specific ethical expectations of
indigenous peoples will be a prerequisite of transcultural clinical
research. It is not, after all, the existence of moral standards that
varies cross-culturally, itis their form and content. This pluralistic
apprez}ch to the problem is different from the approach of ethical
relativism in four critical respects: (1) an ongoing dialogue be-
tween ethical systems is inherent in it; (2) a negotiation between
ethical systems about a particular situation tal?es%hce- (3) propo-
nents of both‘ the dissonant ethical systems assess the other and
thelr‘own ethical systems; and (4) a rationale for tolezance is thus
provided, namely, that ethical conflict is sometimes irresolvable
but must nevertheless be handled.

.These features lead to the second practical implication of
ethical pluralism. From a pluralist perspective, the ethical con-
duct of transcultural research is dependent upon the negotiated
settlement of ethical disputes rather than upon the rigid applica-
tion of previously formed international ethical rules or the lax ac-
quiescence to all systems of clinical research ethics. The kind of
negotiation between equals that this approach entails would ad-
mittedly be difficult to attain in many settings in the developin
world where research is conducted—if, for no other reasong
because of tremendous differences in education, wealth an(i
power between investigators and subjects. A paternalistic feeling
onthe part of the investigator that the ethical expectations of the
subjects have been met is not enough. The difficulty in achievin
such a cross-cultural negotiation, however, does not mean tha%
efforts should be abandoned. In such a negotiation, the involved
parties must accept the existence of alternative ethical systems
ax}d, whlle'not foreswearing assessment ofthe other systems mus;
still negotiate with them. Such negotiation and mutual I;nder-
standmg also provides the practical advantage of providing a
mechaplsm for dispute resolution.” °

With an eye toward respecting the local ideals of both subject
and investigator, I have previously proposed the following proto-
col.* This protocol would encourage a negotiated settlement of
ethical differences, so that both parties, researchers and subjects,

rcrlnjitah); -comfortable with the proposed research, ethically and
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1. The host country for the research, or, more specifically, the
representatives of research subjects, should have a presump-
tive claim to ethical guidance. In the event of a conflict, the
host country’s ethical standards, if they are more restrictive,
should always prevail.

9. A researcher retains an allegiance to his or her own commu-
nity. To the extent a researcher’s community views the re-
search as unethical, the researcher should not go forward
irrespective of what the host nation says, unless the ethical
dispute can be negotiated.

3. To the extent that any nation or institution adopts ethical
guidelines, including any :nternationally promulgated guide-
lines, it should be bound by those guidelines irrespective ofto
whom they are being applied within the nation.

4. When research that s considered desirable by either party 1s
proscribed by existing international standards or by either
party’s own standards, formal negotiations between the par-
ties to understand the source of disagreement and to arrive at
a consensus, if possible, should take place. Relevant interna-
tional standards might here serve as aspirational guides. Ifa

consensus is reached, the research should be viewed as neces-
sarily ethical, its deviation from any international standards
notwithstanding. The negotiations, of course, must be fair.

Ideally, negotiation would take place between true represen-
ratives of those who wish to conduct the research and those who
would be the subjects. Such negotiations would not necessarily be
based on national boundaries and could conceivably take place
within a given country as well as between two countries. Implicit
in this position is support for an ongoing international dialogue
that privileges all perspectives on the ethics of clinical research
(not just Western perspectives). In this regard, the question of the
composition of :nternational bodies and the ability of alternative
voices to be heard is critical. To date, international bodies have
tended to mirror the distribution of power within the world. The
more powerful, principally Western nations have dominated the
debate. Although Western representatives are often commenda-
bly sensitive to the concerns of the developing world, this is no
substitute for actual participation by those nations themselves.
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The quintessential dilemmas in such a protocol thus become
(1) to discover local ethical expectations, (2) to assess the good
faith and legitimacy of the representatives, and (3) to ensure
adequate expertise on the part of the subject representatives.
These requirements, finally, lead to the third practical impli-
cation of ethical pluralism. Pluralism suggests a shift from current
content-based international ethical standards towards procedure-
based protocols directed at addressing the above three dilemmas.
Such procedural guidelines would specify how transcultural ethi-
cal disputes in transcultural research projects, if they arise, might
be mediated, rather than specifying a priori which ethical rules
should be followed. And they would be concerned with the speci-
fication of fair procedures for negotiation rather than the articu-
lation of principles of research ethics.
Ideally, such guidelines would encourage a negotiated settle-
ment of ethical differences, so that both parties—researchers and
subjects~might be comfortable with the proposed research, ethi-
cally and clinically. But a necessary predicate to the fair applica-
tion of such guidelines is the legitimacy and good faith of local rep-
resentatives and the integrity and fairness of the dialogue between
the parties.” Cultural sensitivity and the privileging oflocal ethics
should not be used as a shield to abuse developing world citizens
as research subjects. Iemphasize that the legitimacy and good faith
of local representatives is fundamental to the process. I am not
advocating the view that the assertion by a host nation regarding
these matters is perforce acceptable. Otherwise, for example, it is
easy to envisage the selective abuse of minorities within host
nations or bad faith actions by research subject representatives.
This type of evaluation is analogous to the inquiry common in
human rights investigations. Monitors of international bodies are
not ordinarily satisfied by a mere formal adoption of applicable
human rights covenants by a given nation.’

Indeed, there are many egregious examples of the abuse of
research subjects in the developing world, and they are to be
strongly condemned. For example, one researcher outlined high
risk experiments conducted in Bangladesh that would “not have
been passed by ethics committees elsewhere.” This research in-
volved cholera patients and included administration of radioac-
tive materials and withholding of proper treatment (leading
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directly toa death in atleast one case).” cher cases have e.rr%erged
during the development of contraceptive medicines; le:i:s 1:.1‘—
ed that coercion to participate in the researc}'l was .nfe andt Tt
the Third World poor might become ‘fthe”%nnea pigs or beagle
dogs for the world’s contraceptive testing.”™ DS
Yet another, more recent, problematic case 1s that qf an
vaccine trial conducted in Zaire in the l.ate 1980s. Afncax;s wers
concerned that they were serving as subjects for rese:iarch eeml:n
too risky to be conducted in the West, with goo (rieasgn. An
unidentified source close to the research group con ucting
trial informed a New York Times reporter th.at Tt was e’?ilelr t? get
official permission here [in Zeure] than in 1Fran.ce. p:fria::;
emerged that the research subjects were mostly minors. prican
critics werealso concerned th?t Western investigators, unc ec o
by foreign or local supervision, might conduc“twsavage exipzce
ments” in Africa.#? There was a feehng that “Western scie
often comes to Africa with dirty har_lds. s .
Such examples warrant caution and safeguaxl:lds 1-:’ en rgf
viewing the conduct of multiqauonal researcfh. But tlde s(;or)tc of
the abuse of research subjects in the developing WOI.‘l (a;l 131 che
developed world) does not mean tchat we neces}sl?n y a lailino X
sociologically informed, pluralistic research ethic, rc}zll?:ill isgno';
presumably, with a narrow, Wes.tern-based ethic wh ic L is not
necessarily representative of the ynshes of thclz) researchs:it] cors
allegedly is protecting. Indeed, it may even be true :1 ha s not
ethical codes themselves—even Western.or univers - ones 5,
truly protect research subiec;ts. Itisnot,1n othzlr wor (; }I:::Ei c:xi'I);
toadopta univers;lis‘;l POSIt:i(:rrlen tfx'a?;lcitl; hir;slelihavior sin
to support high stan of ethics.
;ﬁ;SOPhifali outlook are distinct. No system of rilleslalox:;t ;1;
matter how extensive or enhghtc?ned, w414]l comg etely IZh etk
subjects from unscrupulous investigators. Ir.lstea1 , 1;ieseaer heud
jects may perhaps best be prqtected by being mvolve asv;11 pelsin
the conduct of research. This, of course, 1s large {n equ1f lent 1o
arguing that local culture should inform the ethics 0
rials. _
rese;ri;};; systems of ethical rules are soc'1ally. con;t.n;lct:}iié th;}é
will vary according to the cultural setting in Wa1 ic | siZ are
formulated.® This fact suggests that both cultural analy
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moral analysis should be part of ethical research. Indeed, it is not
possible for moral analysis to be totally acultural, even if this were
desirable. Pluralism challenges the presumption that cultural
analysis is not integrally related to moral analysis.

It has become apparent that existing international standards
of research ethics are not a mechanism for the resolution of con-
flicting ethical expectations under circumstances where the uni-
versality of the principles articulated within them is not recog-
nized, where the principles as articulated are insufficiently spe-
cific, or where the principles articulated within the standards
conflict with each other. Ethical relativism, on the other hand, is
essentially nihilistic: it does not provide a solution because it 1s
non-evaluative and because it does not offer a means for the
resolution of conflict. Pluralism does away with the most troub-
ling aspect of both universalism and relativism: namely, the lack
of critical appraisal of one’s own and the other ethical system.
Pluralism is an intermediate solution to the problem of which
ethics should guide the conduct of transcultural clinical research,

asolution that sits between the autocracy of universalism and the
anarchy of relativism.
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Medical Research and the Principle
of Respect for Persons in
Non-Western Cultures

Carel B. IJsselmuiden and Ruth R. Faden

INTRODUCTION

Should the principle of respect for persons be viewed as
morally relative when Western researchers conduct medical re-
search in another cultural setting, or should this principle be
regarded as universally valid? And, if its application is to be
modified, how should it be changed and who will decide on these
changes?

Limiting this discussion to first-person informed consent in
cross-cultural research, this paper examines the arguments favor-
ing substantial modifications to the Western notion of informed
consent: the obligation to obtain first-person informed consent
from competentadult subjects of research. By demonstrating that
these arguments are incomplete and deficient and by placing
research back in the context of the overall endeavor to improve
the human condition, this paper defends the position that West-
ern first-person informed consent requirements should be ad-
hered to in cross-cultural research. If first-person informed con-
sent cannot be obtained for studies where the “unit of measure-
ment” is the individual, then such research should not be under-
raken, except in the case of medical or health emergencies.

The obligation of scientists to obtain first-person informed
consent from research subjects, grounded in 2 general moral
principle of respect for persons, has developed through philo-
sophical and religious reflection on the scientist-subject relation-
ship, through the medical research establishment in the pursuit of
protecting study subjects and, therefore, in the pursuit of a
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