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Bioethics of biomedical risks

Miguel Kottow

Abstract - Informed consent (IC) for medical procedures andeaech protocols bases on a
benefit/risk evaluation.  Sophisticated therapeupimcedures and advanced biomedical
investigations may entail considerable risks, eifebenefits for participants are marginal or non-
existent, especially in non-therapeutic studigs. facilitate participants’ recruitment, it has been
proposed to stress non-specific medical benefitsaguely appealing to common good that, thus,
would foster what stimulates false therapeutic etqi®ns. Information on risks is incomplete,
mitigating the magnitude or possibility of negate#ects, and by resorting to minimal riskcs dowri

to recruit both autonomous people and those witlpaired mental competence. Cultural and
socioeconomic barriers between researchers andydpelation from poor nations, which host the
studies, have promoted the ideavafnerable onegjefined as the incapacity to look after their own
interests that unduly establishes paternalisti@atia@iships, approaching to colonialism. Ethics
committees should be stringent in their evaluatitmsprotect those who are incorporated
into procedures of uncertain benefits and unknowsks or higher than

informed
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Preliminary sociological considerations

The systemic sociologist, N. Luhman, stresses the
difference between danger — possible damage due to
external or environmental cause — and risk, whglhe
perception of a threat caused by a decision. R&& h
human origin and, therefore, identifiable, dangemes
from the surroundings and it may not be known. A
decision is risky when eventual damage affects mh&es

the decision, but when the damage affects othbeset
face danger, as they do not control the determining
circumstances of the thréatHuman interference may
convert natural dangers into risks with attribution
responsibilities (assismic constructions), as weslhuman
origin risks may turn out uncontrolled and take féretures

of danger (global warming).

Whoever takes a risky decision does it to get afiefor
oneself or, if altruist, to benefit others, whilés not
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rational to take risks if it is not with afail), but that turn out into dangers
benefical goal, which explains why rationalthreatening situations or straight forward
evaluation of a decision that might havlharmful) to citizenship. The benefits remain
negative effects is based in pondering the hands of those who have the power and
benefit/risk ratio The counterpart of risk is the means of accessing it, while all share
not safety, since the safest way to prevenegative effects — pollution, resources
risk of a posible damage is not to take a rislexploitation. The weakening and the
decision, but this means to asume the risk fimsolvence of the contemporary State reduce
not getting desired benefits. If an individuals protecting roles in such way that citizen
prefers not incurring in the risk of taking dives in uncertainty, insecurity and
plane, he/she assumes the risk of not gettingprotectet!

the advantages that flight speed would have

meant. In clinical medicine and in clinic studies the

noncompllance with the ethical features of
e risk sociology is observed often. People

are committed in taking risks even if they do
t mean any benefit to them. Therapeutic or

Prevalence of risky endeavours in compl
societies led to shift them intesk societie3
where the responsibility of the State weakens
to protect citizens and to cover or t

P SC|ent|f|c activities are decided by others
compensate those harmed. Remember

n those affected, in such way that they
that the counterpart of risk is not safety b t
. are submitted more to dangers than to risks
danger, it should be spoken

f the procedures that they had accepted,

contemporary  societies  shaped into
without any control to avoid or reduce these
communities in danger as citizen face

angers. Finally, patients and research
political, technical, strategic deC|S|ons d Y. P

ubjects do not count on enough protection
where he does not have a saying, and Who

galnst possible complication that may
negative effects he cannot precaution

. . ccurr during or after completion of
himself by resorting to protective socia .

procedure to which they have consented.
structures.

. . : . Biomedical risks: general features
Citizen insecurity comes, in large measure,

from the loss of institutional protection
becoming an issue of individual autonom
both in taking risks and in assuming the
burden to finance protection against them.
ecological misery of the current world com
from pragmatic decisions that are risky (the
investment or programa may

The biomedical risks analysis carried out
ere concentrates in the clinical and scientific
ncept referred to the probability of
undeswable effects for patients who accept a
teatment or for subjects who consent in

taking part in a biomedical study.
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In this context, risks are important toif gotten in good form (the IC) transfers the
identify and to take precaution, beingesponsibility of negative hazardous event
preferable at times to avoid procedurdsom medical doctor to patientEmphasis is
where benefits are more uncertain arglace not as much in the posible damages as
reduced than possible complications. It i is in the voluntary acceptance of suffering
from current work that epidemiologicalthem if they occur.

concept of risk motivated major polemics
between positivist epidemiology, linkingrye  concepts  of patient's  informed
risk probabilities for subjects susceptible to . | i )
external factors, and critic epidemiologgiecision in face of several medical
developed in Latin America by Aroucaalternatives and on informed consent in

Almeida, Ayres, Breilh, Castiel and others,ing part as research subject bases in the
It sees risk as a synergic threat by

environmental determinants that shift towar@ondering of benefits versus unwanted
unprotected individuals and absence efffects risks. It is still valid that

preventive mechanisrhs It is worth ke - - - :
mentioning that there is also in tmI‘\The] risks-benefits pondering is a crucial

epidemiology deep discrepancies betweé@mp@ent in planning and control of medical
positivist concept of risk, preferred amongesearch and public healthbut these elements

English speakers, and the more ecologiGalye peen submitted to distortions and
view of risks deriving from enviornmental

factors particularly weakened in countrieiethoric manipulations that need to be
laggin behind in development. analysed in order to protect patients, research

subjects and communitfes
The reflection on biomedical risks precedes

and dulls patients’ voluntarity to accepgoth in biomedical practice and research,
therapeutic procedures issue, and recruitm@?ﬁphasis on informed consent is moving
for clinical trials with potential negativea\,\,ay from benefits, acknowledged as
effects on  studied subjects.  Bothyncertain, and quite often only marginal or
Reichsordnung standards (1933)and the clearly nonexistent, to the exclusive

Nuremberg Code (1947), emphasizgresentation and biased evaluation of risks.
voluntary consent as the core condition {Quch of this change in emphasis is due to the
intervene in the human body with therapeutiggiitutionalization of medical accountability,

and scientific goals. This view has beef the proliferation of ill practice judgment
ellaborated in biomedicine under the doctring,g o legal suits regarding large

of informed consent (IC), which undergoes gharmaceutical firm. The fear of the

major distortion when it signals that consequences of placing patients and
research subjects to risk has led to a
remarkable concern over the issue both in the
academic
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world and among practicians ando accept eventual damages under
researcherdt is often noticed that proposalircumstance of uncertain or absent benefits.
and practices targeted to caution primarilyhus, involved risks get a higher weight,
researcher in how to manipulate, hide onostly by delivering these decisions to
minimize risks in order to get patients andependent individuals — the so-called captive
research subjects’ consent and participatigmopulation — who see or fear their autonomy
Equally worrisome is the use of arguments be cut by the clinical status in which they
that seek the weakening of the individual arate, the voluntary consent been dulled by
social perception of risk in order to fomenpressuresfelt by the patient scared by his
and to justify clinical trials that serve less tdependence and sufferifig Under these
medical knowledge than to corporate antbnditions, it becomes irreal the
academic interests. In the other hand, in fabenefits/risks pondering, been necessary to
of certain practices such as artificiallicarry out a more criterious evaluation of
assisted reproduction, for instance, there p®sible negative effects that may harm the
doctrinary  positioning that exacerbateaffected and the way to inform them.
maternal and infant risks as to dissuade the

use of this technique. It is not an exageralighe othical standard of research with humans
to highlight that real or perceived risk ’ ] ) )
manipulation became a powerful tool, whicRegan in 1933, having as historical
serves more pragmatic interests thasenchmark the Nuremberg Code prepared at
common good The issue of biomedicali,e ang of Ww II, and the fir@eclaration of
risks takes a new dimension, forcin o ' .

bioethics to step in a dull area and full %'E"S'nk' (1964). After 5 reviews, the
uncertainties, to which this current reflectiobeclaration presents its most recent version

refers. (Seoul, 2008), which has been negatively
evaluated by Latin American authors for
tolerating the growing unprotection in
clinical studies of participants*2

Deterioration of ethical standards in
research

The IC, which was the cor.e concgrq ”ilhe Common Rulebased on the Belmont

Nuremberg and of the firstHelsinki L .

Declaration in safekeeping patients ané?eport, 'S, in the USA, the only biding
standard in research ethics, to the point that

r rch ' i rnin in . .
esea(.: subjects, is turning - out | t81e Food and Drug Administration(FDA)
defensive tool for the agent as means to

: . ._gave up in attaining itself to th#eclaration of
reduce and avoid accountability for possib o -
elsinkior to any other existing documént

damages that may be produced. BI%/ven though theCommon Rulerequires a

resenting to patients and research subject . ) .
P . .g P ) Baﬁance between individual benefits and risks
the decision

for research subjects, it
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admits that these benefits can be replaced Rigks in biomedical research
important scientific benefits that, by been so
vaguely defined, are postulated in unsound%dical researches above all
way, destabilizing research  subjects _ ’ _
protection. In pre-clinical researches (dPharmacological, tend to comply with the

Clinical Stage I) with healthy subjects whaeverity of medicine based in evidence,
will ‘not have medical benefits, risks tcTdﬂlcorporating to clinical  medicine
undergo may be justified with presume

social benefits, but in clinical studies wittknowledge only what has been researched

patients where the doctrine dDuty of through randomized control trials (RGT

Personal Care governs that — placesiyqyding the much debated recommendation
beforehand professional care of patient's

medical needs in face of a research proto@using placebo as comparatoiThe English
requirements. expressionrandomization used in Spanish

as ‘tandomizacién’, translated into Spanish
The development of bioethics standard igxts as “aleatorizacion”. The risk increase
research with humans is not altogether tg; research subjects, who are, by definition
happy one, since it tends to favog clinical studies, ill people who require
researchers’ and patrons’ interests insteggdatment, relies in leaving in the control
of protecting subjects and communities inthoup and, therefore, in therapeutic
whom research is carried out. It i%rphanage If they keep any therapy, this
symptomatic the trend to tolerate resear‘fﬁerapeutic orphanage could still be
in medicine and anciliary disciplinesgnsidered, as relative, but it would be
(biomedicing),  which increases, oftengpgoute  if they only get inactive
stealthily, potentical unwanted complication§ubstances, if they are targeted to surgical
to the point where research with humans dgmylations or fulfill an initial period of

characterized ever more as a risk sciengharmacological bleaching. The resource to
This evolution is detectable in three vectorgpiectivity, to statistical analysis and

a) research programs increase potentghssive data collectioin means increase in
negative effects, both for studied subject apymper of people  submitted  to

for their social repercussions; b) semantighcertainties and possible undesirable
and cultural efforts are intensified tQsfects of research. The strategy of
reformulate and to mitigate risk elements Gfyticentric studies is an additional factor to
studies, both clinical and epidemiologicalycrement the number of people exposed to
€) incidence of new lines of research Withherent risks to genuine research whose
possible severe complications increasesypioitation is marked by the unknown.

Pharmaco-genetics, neuroscience and
nanotechnology are outstanding among the
latter.
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Biomedical research has undergone changdse ethics sheltering of epidemiological
and migrations that involve greater riskeesearch is newly coined. Anecdotal but
among growing difficulties to detect and tdllustrating is that the€Council for International
prevent them. Research, leaving universiti€sganizations ofMedical Science$¢Cioms)
and scientific centers, is carried out bgresented a regulatory document of animal
commercial agencies that are guided more bgsearch in 1984, inasmuch as its
profit than by ethical requiremefits At Internaional Guide for Epidemiological
same time, scientific activity moves tdtudies Ethical Revieivis only published in
countries with precarious development991. Reflections and codes on ethics in
where research ethics is less institpublic health and in regards to
tionalized, communities and individualepidemiological research and community
live impinged by preexisting inequalitiesrisks that may be presented, are shown very
malnutrition, insufficient medical coveragelate in ethical deliberatioh

lack of legal protection, factors that make

them more susceptible to risks and unwanted . . - .

consequences’, P E%ldemlology attempts to participate in the
scientific method in medical research, by

The growing interest for front line studiegoining the laboratory -  molecular

and critical topics, such as instrument&pidemiology — to adopt random control trial
control of reproduction, the neuroscience, tiaethod, or to give in to the rigor of internal
use of virus in genes transfer, thealidation, which is the application of

introduction of artificial or animal origin knowledge within populational scope. The
organs, are not only risky technically foeommunity studies have their own risks, such
individuals, as well as they have soci@s disclosure of scientific data that may
repercussions and, consequently, transmit testabilize local cultural beliefs, to interfere
threats of unwanted effects from individualith social peace, to unleash negative
toward the community. Neuroscience, fodiscrimination process and the

example, is set to investigate the control #fercantilization of information gotten in

reactions and behavior in soldigrs supposedly scientific studies.

inevitably entails social consequences -

programming of torturers, soldiers insensibleven when ethical presumptions of
to the action of killing — as biogerontology oepidemiological research differ from those
longevity will also have, and eventuallf clinical studies, the closeness between
transhuman cloning or the possibleoth scientific branches implies that they
transmission of animal diseases to the humenust abide similar ethics requirements and
being through xenotransplants.
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risks analysis. The risky feature of evertherapeutic ones that recruit patients for
research with human beings, as well as thesearches that have nothing to do with their
conditions that exacerbate these riskslinical status. The importance of this
increase its incidence in more compledistinction was confirmed by requirement of
researches, and charged with uncertaintiéBinkers such as H. Jonas, stating ttreg
debilitated population, have had thexperiment in patient could eventuallyonly take
paradoxical effect to mitigate the concerrngace if it relateswith his illness (originally in
with those risks and to reduce théalics).

protection of the threatened.

This quite reasonable prescription of not
Risks evaluation submitting ill people to additional risk of a

clinical study, except if in direct medical
Risk criteria most used in clinic and imyenefit or for a better knowledge of illness,
research with human beings have been Wy heen diluted by the statement that every
Generally, there is pondering betweefeatment has research elements as well as
benefits/risks ratio, accepting higher risk§e |ater always includes therapeutical
when benefits are more substantial, bgatyres, which is an inaccurate opinion that
respecting a second criterion that set limits Hotection to patients remains. The merely
the magnitude or probability of acceptablgsthoric feature of such observation becomes
negative effects, above all when benefits af3tent when these very same researchers
marginal or uncertain. With the advent ofsjst to separate clinical ethics from research
highly sophisticated medical treatment, anghics, moving the patient from the shelter of
researches that replace observation f@{agical treatment to misfortune of resedrch
invasive intervention in human body, it
became more complex and unpredictable {@nen research subjects are those who seem
evaluate the relation between possiblg get mixed up with the cognitive purposes
benefits — therapeutics or cognitiverd the of research with those of a better quality

collateral damages that may occur. medical care, they are accused of falling into
_ _ _ a therapeutic fallacy(therapeutic miscon-
The deterioration of benefits ception) for having unjustified therapeutic

expectations and forhaving misunderstood
Leaving aside what refers to compensatiofge jnformation about implied risk in their
and incentives to participate in researCheS'piérticipatioﬁz. It is forgotten, however, that
is worth remembering that the firEeclara- frequently it is the researcher who hints for
tion of Helsinki (1964)  explicitlly yncertain or non-existent medical benefits to

distinguished between clinicalherapeutic petter convince individuals to take part in a
studies — carried out for the medical benefly,qy.

of involved patients — and the non-
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To this regard, the concept of therapeut@gmgttorg’rgsgﬁ?g etr)1¥s aer?ciitcl)éi:[urecrosngress
fallacy —therapeutic misconception has been P ' g ’ '

described, and which is often induced by the .\ < \\ithout benefits — objectiveness
researcher’s informative speechrom the

moment that a patient enters in a NOI¥|inical studies undertaking has become ever

therapeutic trial, he wil undergg possiblgore frequent as well as molecular research
unwanted eﬁeCt_S even tht.)ug.h it does el people with illness where it is recognized
mean any medl.cal benefllt, !n such Wayat there will not be any medical benefit for
that the pondering benefit/risk becomer%cruited individuals, trying to reach

absurd and measurable when thc?‘ojectiveness in risks so they lose their

humerator is zero. unpredictable feature and to seem more

harmless. This trend is already noticed in the

The other argument to subtract the intenti%‘elmontReport which recommendthe idea
to benefit recruited patients for non;

_ to emulate as much as possible non-arbitrary
therapeutic researches supports  that Qlllstematic analysis of risks and benefigo the

knowledge is of s.o'0|al US? and base' Tor “Bﬁ)cedure leads to a more rigorous and accurate
progress of medicine. It is, then, citizen gvaluation  of researches, inasmuch as the

duty to contribute to these common goog,nication among members of Committees and
processesthe difference of clinic medicine, theresearchers be less susceptible to misinterpratatio

risks/benefit estimate of a clinic research impliegintormation and conflicting opiniofs  This

pondering net risks to individual subjects. proposal is useful to eliminate unacceptable

related to th.e social .benefl.ts that flow frorpiskS situations and to make transparent
the generation of biomedical kn()V\'Ieaegepredictable benefits and risks, but it is

The validity of this argument is refuted b¥1otorious that the issue seems to be solved

the huge redundancy a.nd nor.w productivity gfetween researchers and committees, without
the large mass of biomedical

_ Ires‘e"’“rChSSnsidering its presentation to people who
carried out, many OT thgm hoosted b_é(/ill provide the informed consent.
personal or corporative interests as it

happens  with redundapt Olrug_i?esearch Bioethics Committees have among
rese.arches that. O!O ot innovate e tasks that of detecting and clarifying as
relation to the existing ones e t00 objectively as eventually posible unwanted
drugs®.  Other factors should not eeffects of the trial, including the caution of

forgotten, such.as .the huge acadewgfuting procedures that include unacceptable
pressure that incentivates research fﬂEks due to their magnitude or

institutional prestige reasons, work stability
and academic careerpublishor perish-,
material stimuli and knowledge
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frequence, as well as to inspect material

incentives that test research subjects in-{-(g1e atiempts to be objective about possible

accepting higher risks. It is particularlynegatlve effects in intervened biological

difficult the task of objectively pondering the’OCESSes are very partial. It is necessary to

risks of a study that by definition are.c:onS|der that its perception is, at least, as

unknown, above all in clinical Or|mportant as the presumed objectiveness of a

experimental procedures that interfere WilJHSk' The individual perception of risk has

biological processes, being undispensab%rong influence on  people’s  behavior,

that the evaluating Committee acts prudentRyShmg them into getting  additional

. . insurance, to enter with particular caution in
and with live concern to protect researctq ’ P

subjects situations that seem dangerous to them or to
deny assuming unavoidable risks. Besides
gersonal attitude, there is the social

Some researchers cricticize Committee i f risk as it h Ilv with
_ o L rception of i i n Wi
caution as an oficial interference in issuds coPion OT TSk as it happens usually

that should be decided from the autonomy 8F0|Oglcal issues and in face of eminence of

competent individuals who, having beeﬁp'demlcs' Informed consent procedures

suitably informed, would decide based on tHBCIUded in all research protocol wrongly

liberal principle calledimited voluntarismif assume that people are behind an ignorance

presented risks, in their view, deserve to t\)/gll as if there is not biographic,

accepted and, consequently, assumiH&yChOIOQ'Cal’ or contex?ual- influence thgt
- surpasses the mere objective computation
responsibility for unwanted effect that ma

occur. To interfere in their, altruists,hat tev?rllu?t;as tr'SKS_' .M'edlcglkor SC'E”“T'C
monetary, selfish motives or of any othepdents that try 1o mm_'_m'ze ns ,S emphasize
. ; an the remote probability of their occurrence
type would be, from this perspective, an h hat th biective f ;
unacceptable paternalism, a reasoning thaeSUch manner that the subjective fears o

liberates unduly the researcher accoun'[abillltr)]{e recr%"ted are f:oncentrgted in the severity
of resulting effect in case risks become real.

for risks that cause damage in consequence
of the study, and suggests to Committee to " o
not evaluate risks that research subject WOLﬁzdS $ minimization

voluntarily accep. This disqualification of h | h d rhetori
Committees is very irresponsible when the ere are, at least, three proposed rhetoric

same researchers recognize difficulties aﬁHateg'ES’ E.referably kused n recrgltlngf
limitations to undertake informed conserfSEaTCN Subject to take away severity o

with people whose culture and language apgssmlg ”Sks_: ha).lr;adfequat(? mformgtpn; b)
different from their own. It is precisely ipcomparison with risks from alien activities to

these scenarios that Committees should gothg research, and c) typification as minimum

extremes in their protection roles.

risks.
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illustrates deficiencies on information abodf!@t every individual faces daily throughout
is activities or as the risk that patients

risks*. The unexpected outcome of gengfmdergo due to their routine medical
transfer trial in a 21 years old young maiteatment. Both criteria are vague and

asymptomatic carrier of a liver disease undiSensible to people’s individuality and to
contextual variables, in addition to hiding

study, he was not informed as a possible rigkcertainties and possible higher risks
despite existing precedence from previousherent to every biomedical resedté€h

studies that pointed towards that possibility.

Risks misinformation may be involuntarylh€ attempt to giver objectiveness to
due to deficient communication or tdninimum risks by comparing those to
insufficient previous studies; but it ma)pliverse situations to those of the research,
result from a deliberate minimization ofuch as for example the organs donation, is
possible negative effects in order not tfadequate because the analogy fails. The
frighten off possible research subject. TH&ING donor submits himself to a risk with
researcher has the duty to inform hithe certainty of the benefits that his donation
prospective subjects of the research in bgcomes possible as the sole alternative for
complete, impartial, and personal W(,jul,he receptor to survive or to be free from the
instead of reducing IC into a documeri€évere harshness of the dialysis machine.
signing procedure. This  aspect icomparatively, recruiting for a non-
important to stress how much Bioethictherapeutic study hardly can intend to justify
Committee may have been satisfied witfgelf with  presumed and hypothetic
risk protocol presentation but soon distortégndetermined social benefits presented since
by incomplete or biased submission of th large proportion of the biomedical research

information to facilitate obtaining voluntaryhave stakeholders who are alien to
consent from subjects. public good. None of these suggestions for

taking away the severity of possible risks
The miminum risks concept initiallydissipates  uncertainties and  eventual

introduced to apply in therapeutic clinicafieleterious consequences to be part in a study
studies carried out with children who werfat do not benefit the patient. In honor of
not yet in conditions to evaluate risk or tghedical protection that they are entitle to,
make decisions about their participatioﬁ‘.on‘therapeUtiC studies should not recruit ill
Although currently its use is proposed fdP€ople, a prohibition that achieves its
many other types of researches in whidRaximum  requirements when the banned
informed consent is not considered awbjects in research are not mentally
necessary or it is assumed to be unreachagfénpetent.

27

Jesse Gelsinger's  death dramaticalE:NO forms define minimum risks: as the risk
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The precautionary principle The less quantifiable are the effects of the

proposal, more susceptible is precaution to

_ influences of power, to productive forces

Another strategy to take risks to aminimizing risks and exaggerating benefits,
innocuous uncertainty is to apply thé¢he affected community insisting in
precautionary  principle,  mainly in€liminating residual effects, which ends up

being a conflict of power and ideology.
community studies that looks for impersonal g P 9

authorization  for  research.  Precautiof js worrisome that ethical standards and
consisting In proposing a  programycademic bioethics charged with the topic
implementation— introduction of a drug, afng to justify these several strategies to
agrochemical, an insufficiently St“die%itigate risks perception even when many
vaccine — even when possible risks agsearches are markedly prone in producing
neither well known nor have been evaluateneypected deleterious effects. The criterion
but that are presumably reasonable agf explaining what is ethically permissible in

justified by supposed benefits of the actiogyese jssues still is respectable, and that it
The precautionary approach in mMorg,s formulated 40 years ago as the Papworth
pragmatic and stakeholders tan SCientifi{S’finciple, consisting of appealing to common

terms shelters the danger of not questionignse and to the ethics traditional Golden
exhaustively potential unwanted effects angyje of questioning researcher if he would be

the under-notification of detected risks. Thﬁrone in applying these recruiting rhetorics to
haste to introduce a product in the markgls own childreft.

relies upon a supposed precaution, more
rhetorical tan real, to avoid risks. Thifﬁ?iskstovulerablepeople
explains the withdraw of drugs from the

market that resulted as toxic, the need to St®bms much inadequate definition describing
clinical studies in advance, the catastropr\i&"nerame people aghose absolutely or
appearance of massive deleterious effecigagyely incapable to protect their own interests
such as Thalidomide. reflects the assertion thalte US regulatory
system describes vulnerability as the absence
The suggestion to apply a harsB presumed reduced capacity to congent
precautionary version when potential risk@y denying mental competence in such
areparticularly bad and to be more t°|eramarbitrary way, doors are open for a

in face of less severe risks, just continugganipulative persuasion, coercive at times,
uncertainties and undefinition that affect thgy researchers toward those so-called

precautionary principke,
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vulnerables individuals and communities.

This actitude, more colonialist tharFinal considerations

paternalist, should be detected in studies

promoted by corporations and institutions _ _
that look into the convinience of movinglhe current text take a decided stand in
their trials to less developed countriegiefense of the research subjects, mainly if

Among the causes for vulnerability, itnoy are patients or impaired people, who are
mentions thosepolitically not empowered

members of communities without knowledge Hicreasingly recruited for reseaches moving
modern medical concepts ... thosermmically to countries with scarce socioeconomic

at disadvantagé. These descriptions argyeyelopment. It is evidentthat researchers see
applied to people and communities from less

developed nations, which in researchergfforts to protect research subjects as a

perspective will be catalogued as vulnerab®nstraint for the free development of
and non-autonomous according to Ciomgsiance  However, they, far from been
rationale, been submitted to risks and rigor 0 X }
a study without a suitable instrument thateplorable, are an ethical requirement to

mediates voluntary consent. maintain and to strengthen, mainly when it is

considered that the bulk of clinical studies
Al these arguments are powerful reasons Qaried out is redundant, and they abide to
reinforce the work of the Bioethics

Committees in Research in host countrieStrategies from the pharmaceutical industry
and to not trust in the ethical evaluations thastriving for market niches or to get/renew

come along with protocols prepared inpaients; developing drugs that will leave
sponsors’ country. These local Committee

should guard with all rigor that researchednteresting use. Corporate and academic
with human beings are cautious in reducingnterests prevail over dedication in solving

risks, and they should persist in protectingsgcial needs and therapeutical §aprhe
research subjects with information and

requirements even when rigor of procedure§€arch for therapeutical and preventive
bother researchers and sponsors, and maplutions for illnesses that epidemiologically

affect their interests The Hypocrites 5396 population whose insolvence does not
maxim of primum non nocere should be

recuperated and respected for invasiv@0int to  promising markets remain
procedures and potential risks that are part ainattended, an unbalance known as the gap

the contemporary biomedical practice andQO:lO, according to which the majority of
research. .
research funds are invested to study a scarce
number of medical problems that concern
more develop countries.
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Those researches that are novelties andisplaced to less developed nations where

creative should also be accuratelySUPPosedly ethical requirements are much
more lax. The hosting countries should

evaluated, as they are carried out insyrvey with special care the undue
molecular and sub molecular systems whiclapplication of research double ethical

afect multiple biological processes and in gtandards that provide a maximum or
Inspirational ethics in sponsoring nations,

way that may not be clarified possibly with which only grants a pragmatic, contextual, or
menopausal determinism approach busituational ethics to poor nations that host

require to resorting at the chaotic or compleMPorted studies It is necessary also to
control the work of many Institutional

determinism that shelters an immeasurabl®esearch Bioethics Committees, which are
amount of unpredictable effects. surpassed in their effort by the growing
guantity of studies to be evaluated. The topic

_ _ _ . of risks in clinical and research procedures
Bioethics National Commissions that argnhould keep its proeminence in biomedical

been established in many nations shoul@search, protecting utmost involved people.
include among their functions the careful

surveillance of recruited people integtity

taking into consideration that biomedical

research is undertaken increasingly by

commercial institutions, th@ontract Research

Organizations (CRO), that are evaluated by

private Committees which target profit and

Resumen

Bioéticade riesgos biomédicos

El consentimiento informaddCl) para procedimientos médicos o estudios clinicdsisgamenta

en ponderar beneficios versus riesgos. Procediosemerapéuticos e investigaciones biomédicas
de avanzada pueden albergar riesgos de enveesgadnientras los beneficios para participantes
se vuelven marginales o inexistentes, sobre tedoestudios no terapéuticos. Para facibtar
reclutamiento de participantes, se ha prsjpueenfatizar beneficios médicos inespecificos
apelar vagamente al bien comin que sesfeeritado, lo que estimula falsa expectativas
terapéuticas. Los 1iesgos son informadas en forma incompleta, mitigando magntud o
probabilidad de efectos negativog,recurriendo a la doctrina de riesgos minimos paeutar
tanto personas auténomas como a los de congietemental reducida. Las barreraslturales

y socioecondémicas entre investigadorgspoblacion de naciones pobres que hospedan lo
estudios, han creado la categoria wviénerablesdefinida como la incapacidad de cuidar los
propios intereses, indebidamente estableciendacioaees paternalistas que lindan en lo colonial.
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Los comités de ética deben extremar sus esiahes para proteger a las personas que son
incorporadas a procedimientos de beneficios iituse riesgos desconocidos o mayores de los
informados.

Palabras-clave: Consentimiento informado. Ensayos clinicos coasninto. Etica. Investigacion
biomédica. Riesgo.

Abstract

Bioethics of biomedical risks

Informed consent for medical procedures amdearch protocols is based on a benefit/risk
evaluation. Sophisticated therapies and frio@-linvestigations, especially if non therapeguti
often have only marginal or no benefits, apet may entail considerable risk& facilitate
recruitment of patients and research subjeatsherapeutic misconception is often creatgd b
vaguely promising non specific medical benefitsl aappealing to support of the common well.
Incomplete information of risks, and the tdme of minimal risks are employed to retrui
competent patients and those with impairegaciy of decision. Cultural and socioeconomic
barriers between researchers and the populatr@mfpoor host nations have promoted the idea
of vulnerability defined as the incapacity to look after one’s owrteriests, thus justifying
paternalistic attitudes reminiscent of colonialisEthics committees are called upon to protect
patients and research subjects by stringerghyaluating procedures that are of uslgert
benefit and insufficiently informed or unknownisks.

Key words: Informed consent. Clinicaltrials as topic. EthiBeomedical research. Risk.

References

Luhmann N. Soziologie des risikos. Berlin:@euyter; 1991.

Beck U. Risikogesellschafirankfurt: Suhrkamp; 1986.

Bauman Z. En busca de la politica. Méxkandode Cultura Econdmica; 2001.

Breilh J. Epidemiologia critica. Buenos Airesgar Editorial; 2003.

Sass H-M. Reichsrundschreiben 1931: Namemberg german regulations concerning
therapy and human experimentatiohMed Philos 1999;8: 99-111.

Dickenson D. Riskand luck in medical ethi€ambridge: Polity Press; 2003.

Miller FG, Joffe S. Limitsto research riskdded Ethics 2009;35: 447.

8. Kottow M. Participacion informada en clinica e investiga biomédica. Bogota: Universidad
Nacional de Colombia/Unesco; 2007.

AR A

N o

Revista Bioética 2010; 18 (1): 15 -30 28



10.
11.

12.

13.

14.

15.

16.
17.

18.

19.

20.

21.
22.

23.
24,

25.

26.

27.

28.

29

Angell M. The truth about the drug companibsw the big drug companies deceive Ni6R
Books 2004; 51(12):52-8.

IngelfingerFK. Informed (but uneducated) consent. N Endled 1972;287:465-6.

GarrafaV, Prado MM. Changes in the Declaration of Hedsieconomic fundamentalism,
ethical imperialism and social control. Cad Saudibliea 2001;17:1489-96.

Diniz D, Correa M. The Helsinki Declaratiorelativism and vulnerability. Cad Saudde Pdublica
2001;17:679-88.

Kimmelman J, Weijer C, Meslin EM. Helsinki disds: FDA, ethics, and international drug
trials. Lancet 2009;373:13-4.

Kottow M. El uso de placebos en estudios clinigg®munitarios: consideraciones éticas.
Cuad Med Soc (Chile) 2009;49:94-100.

Nuffield Council on Bioethics. The ethics okearch related to health care. London: NCOB;
2002.

Gilbert STrials and tribulations. Hastings Cent Rep 2008;38:14-8.

Grady CVulnerability in research: individuals with limitdihancial and/or social resources.
Law Med Ethics 2009;37:19-27.

Alpert S. Neuroethics and nanoethics: we risk ethical myopia? Neuroethics 2008;1:
55-68.

Emanuel EJ, Weijer Ch. Protecting communiti@s research. In: Childresls, Meslin EM,
ShapiroHT, editors. Belmont revisited. Washington D.C.: Gggown University Press; 2005:
165-83.

Jonas H. Philosophical reflections on expertingn with human subjects. In: Reiser SJ, Dyck
AJ, Curran WJ, editors. Ethics in medicine. Canfdpei The MIT Press; 1978. p. 313.

Miller FG, Brody H. A critique of clinical eqoise. Hastings Cent Rep 2003;33: 19-28
Appelbaum PS, Roth LH,LidzCW, Benson P, Wads W.False hopes and best data: consent
to research and the therapeutic misconceptionstiftgs Cent Rep 1987;7: 20-4.

Miller FG, Joffe S. Op. cit.: 445.

The Belmont Report. In: Childreds, Meslin EM, ShapiroHT, editors: Belmont revisited.
Washington/DC: Georgetown University Press; 2005.253-65.

Rajczi A., Making risk-benefit assessments @dival research protocolsl Law Med Ethics
2004;32: 338-48.

Gelsinger P, Shamoo AE. Eight years afteselesdeath, are human research subjects any
safer? Hastings Cent Rep 2008;38(2): 25-7.

Truog RD, Robinson W, Randolph A, Morris A. Is informednsent always necessary? N Engl
JMed 1999;340:804-6.

London AJ. Reasonable risks in clinical reseai critique and a proposal for the integrative
approach. Statistics in medicine 2006;25(17): 9286.

John ST. How to take deontological concerns sefipug risk-cost-benefit analysis: a

Revista Bioética 2010; 18 (1): 15 - 30 29




reinterpretation of the precautionary principldded Ethics 2007;33: 221-4.

30. Allhoff E Risk, precaution and emerging technologies.di8tuin Ethics, Law, andechnology
[online] 2009 [cited 15 Dec 2009]; 3(2): articke Disponivel: http://www.bepress.com/selt/
vol3iss2/art2.

31. Papworth MH. Human guinea pigs. Boston: Bead®67.

32. Levine CFadenR, Grady C, Hammerschimidt D, EckenwileiSugarman J. The limitations of
‘vulnerability’ as a protection for human resdanparticipants. And Bioeth 2004;4: 44-7.

33. Grady C. Op.cit. p. 20.

34. Katz J. Ethics and clinical research revisitddstings Cent Rep 1993;23: 31-9.

35. Angell M. The truth about the drug companidew York: Random House; 2005.

36. Kottow M. El rol de una comisién nacional de bioética. Emdri€F, coordinador. Libro de
Actas 82Jornada Nacional de Bioética 2007 Ago 24-25;ti8ga, Chile. Santiago: Sociedad
Chilena de Bioética; 2008.

37. Macklin R. Double standards in medicakeach in developing countries. Cambridge:
Cambridge University Press; 2004.

Received: 2.22.2010 Approved: 3.23.2010 Finarayed: 3.28.2010

Contact

Miguel Kottow — mkottow@gmail.com
Casilla16168. Correo 9. Santiago, Chile.

Revista Bioética 2010; 18 (1): 15 - 30 30



Revista Bioética 2010; 18 (1): 15 - 30 31



