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Resumo

As vacinas sdo consideradas como uma das maiores conquistas da humanidade no controle e erradicagdo de
doencas infectocontagiosas e também uma das técnicas biomédicas mais polémicas e de maior controvérsia
considerando os riscos de efeitos adversos e a sua forma compulséria de utilizacdo em milhdes de criangas
saudaveis. O atual paradigma preventivo de vacinagdo em massa tem sido desafiado nas ultimas décadas por
mudangas nas relagéescomaimuniza¢do, melhoriadascondi¢dessanitariasdaspopula¢dese pelosurgi-mentod-
edeclaragdesuniversaisdeprotecaodoserhumano.Comisso,opresenteartigopretendeanalisar avacinagdoinfan-
tilemmassasobadticadabioéticanocontextoindividualecoletivoecriarumambiente dediscussdoparareflexao éti-
ca sobreosprogramasdevacinag¢do.Concluimosqueabioética emsuanova concepgaoconceitualpropdenovosref-
erenciaistedricosemetodoldgicosquepodemserutilizados parao debate éticodas atuais politicassanitarias
Palavras-chave: Bioética.Vacinacdo em massa. Efeitos adversos. Politicade saude. Brasil
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Resumen
Bioéticay la vacunacion infantilmasiva

Las vacunassonunodelosmayoreslogrosdelahumanidadenel controlyerradicaciéndelasenfermedades infeccio-
sasytambiénunadelastécnicasbiomédicasmasdiscutidas ydemayorcontroversiateniendoen cuenta los riesgos
de efectos adversos y su obligatoriedadde usoen millonesde nifiossanos.Elparadigma actualdelavacunacion-
masivapreventiva hasidocuestionadaenlasultimasdécadasporloscambiosenlas relaciones con la inmunizacién,
la mejora de la salud de la poblacién y la aparicion de las declaraciones uni- versalesdeproteccionhumana.
Porlotanto,estearticulotiene comoobjetivo analizarlavacunaciéninfantil masivadesdelaperspectivadelabioéti-
caenelcontextoindividualycolectivo ycrearunambientepropicio paraladiscusiondelareflexidn ética sobrelospro-
gramasdevacunacion.Llegamosalaconclusiondequela bioéticaen su nuevo concepto propone nuevos marcos
tedricos y metodoldgicos que se pueden utilizarpara el debate éticode las politicasde salud actuales.
Palabras-clave: Bioética.Vacunacién masiva. Efectos adversos. Politicasde salud. Brasil.

Abstract
Bioethics and mass childhood vaccination

Vaccinesare consideredoneofthegreatestachievementsofmankindinthe controlanderadicationofinfectiousdis-
easesandalsooneofthemostcontroversialbiomedicaltechniquesandgreatercontroversyconside- ringtherisksof-
sideeffectsandtheir compulsoryuseinmillionsofhealthychildren.Thecurrentparadigmofpreventivemassvacci-
nationhasbeenchallengedinrecentdecadesbychangesinrelationships withimmu- nization,improvementofsan-
itarycondition ofpopulationsandtheemergenceofuniversaldeclarationsfor humanprotection.Thus,thepresent
workaims toanalyzethemasschildhoodvaccinationfromtheperspectiveofbioethicsintheindividualandcollective
contextandcreateanenvironmentfordiscussionofethical reflectiononvaccinationprograms.Weconcludethatde-
newbioethics’approachproposesanewtheoretical and methodological framework that can be used for the
ethical debate of current health policies.
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Bioética e vacinagdo infantil em massa

Vaccines are considered one of the most effec-
tive and lower cost-effective medical technologies.
It is used worldwide in the control and prevention of
infectious diseases, revealing itself to be particular-
ly important in developing countries that have poor
sanitary conditions and lack of resources for public
health actions. Because it is clearly one of the most
universal and globalized medical safety policy and
technique, it seems difficult to eliminate the ethical
attraction exerted by the ideology of vaccination for
all ages, sexes, all races and all peoples.

It is undisputed that the policies of compulso-
ry childhood vaccination contributed substantially
to the success of vaccines, resulting in increased
immunizations and the consequent reduction in the
incidence of vaccine-preventable diseases. As these
diseases become extremely rare, and even unknown
by most of the world population, a paradox was es-
tablished in health achievement: the public's atten-
tion is no longer focused on vaccine-preventable
diseases, but in the safety and efficacy of vaccines .
Thus, the ethical question of vaccines has changed ?,
considering they are sometimes forcibly adminis-
tered to healthy children without proper perception
of epidemic risk or moral issues related, for exam-
ple, autonomy and vulnerability.

The success of a vaccination program is direct-
ly related not only to increased immunization cov-
erage rates, but also to the need for vaccines that
have high safety standards and full acceptance by
the population. In developed countries, the fears of
adverse effects of vaccines have become more evi-
dent with decreasing risk perception caused by pre-
ventable diseases 3.This fact led to falling immuniza-
tion coverage rates and the resurgence of diseases
that had been controlled in the past “°. However, the
poorest countries, whose populations still live in di-
rect contact with the problems related to infectious
diseases, are less reluctant to take risks to protect
themselves through vaccines.

The vaccine, and especially its form of univer-
sal use, seems to be the panacea for solving con-
temporary health problems of former and current
public health whether to face persistent epidemics
or emerging diseases that are only heard about in
encyclopedias of human health. The war against
germs, associated alarmism pandemic has caused
disturbing situations.

When checking the vaccine cards randomly for
children 1-5 years old, when comparing the number
of doses recommended by the manufacturer re-
garding the number of doses recorded on the card,
Nogueira © found the tendency to extrapolate doses
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considered sufficient to immunization. Although the
increased number of doses recorded refers only to
oral polio vaccine, which does not bring danger to
children who receive it, the fact illustrates the ten-
dency to extrapolate the prescribed dose.

However, this dominant health paradigm has
been challenged in recent decades by changes in
relationships with immunization 7, improvement of
health conditions of populations, the adverse effects
of vaccines and the emergence of universal decla-
rations of human protection, such as the Universal
Declaration on Bioethics and Human Rights ® - events
that create an environment for ethical discussion on
current health policies adopted by countries.

Thus, this article aims to analyze the current
model of mass childhood vaccination from the per-
spective of bioethics. To do so, considering the close
relationship physician/health professional versus
patient, the principialist current ° will be used, which
although not unanimous even in their country of or-
igin for the resolution of conflicts in these relation-
ships 1, it was created as a theoretical framework
to defend the weakest individuals in the relations
between health professionals and their patients. It
will also be used another theoretical approach of
bioethics more related to the social dimension of
health and considers their moral reflections the fra-
gility and vulnerability of groups or social segments
such as anti-hegemonic epistemological proposal,
enlarged and politicized .

Vaccines and ethics: uncertainty, controversy
and conflict

Anywhere in the world, it is extremely unlike-
ly, nowadays, to find someone who has never been
touched by the issue of vaccination, especially vacci-
nation promoted or imposed by the state. Thus, the
ethical conflicts of vaccines associated with its uni-
versal form and compulsory administration demon-
strate the difficulties of having an absolute judg-
ment on the rational foundations of vaccination and
the interrelationship between the human sciences
and biomedical.

The world has undergone profound tech-
no-scientific, cultural and ethical changes. It is in
this perspective that can be found several particular
factors to establish a moral analysis of vaccination,
for example, the unpredictability of its effect on the
human body in the long term, the emergence of uni-
versal declarations of human rights protection, the
modification of the relationship doctor-patient, con-



temporary moral pluralism and the individual and
collective conflict of interest.

The discovery of vaccines has crucial impor-
tance in the history of medical ethics. In the late
eighteenth century, in the midst of an epidemic of
smallpox, the English physician Edward Jennerin a
revolutionary experiment, inoculated lymph lesions
of a milkmaid in a boy, James Phillip. After some
time, Jenner inoculated him over the fluid extracted
from a smallpox lesion. The boy resisted and did not
have the disease, proving the effectiveness of his
thesis about the technique of immunization 2. This
experience from Jenner, although it seems unethi-
cal in current perspective, it did not raise any moral
dilemma at the time 2 as the terror smallpox was
widespread, being considered the most dreaded
disease of the eighteenth century, which decimated
entire populations.

These events occurred with the discovery of
vaccines lead us to questions about the context in
which they have been tested and accepted by the
population in the past and how they are considered
and used in the present. The bioethical analysis of
vaccination allows a magnified view of a complex
reality and, going beyond reduced and discipline
analysis, making it more interesting and also more
exciting. As stressed Moulin *, this approach is im-
portant not as a control mechanism, but it can also
serve as an answer to a medical procedure that can
be fallible or incompletely validated, applied un-
timely and often poorly explained and commented.

It is necessary to counterbalance the vaccina-
tion's triumphalist history as medical science and
technology with the careful and thorough examina-
tion of its impact and its future consequences in the
human subject as a moral being. Although this rec-
ognized and incontestable glory has been achieved
over time, vaccines are also considered as one of the
most controversial biomedical techniques, raising
heated scientific and ethical debates. The efficacy
and safety of vaccines, as well as immunization pro-
gramsimplemented by governments, and the injus-
tices of unequal access to the benefits and costs of
vaccination were intertwined throughout the histo-
ry of vaccines and remain controversial to this day »°.

The current global health condition achieves
success and credibility to vaccines. However, ac-
cording to Bazin ', eradication of diseases such as
smallpox, and probably soon, polio, was and will be
due to hygiene associated with vaccination in de-
veloped countries, but only by vaccination in poor
countries that do not have access to drinking water
and can not eliminate their waste properly. This the-
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sis seems to be true when we consider that some
diseases for which there are no vaccines, such as
cholera, dengue, Chagas disease, only exist in the
poorest countries that have poor sanitary condi-
tions. For Holland?’, the mass vaccination programs
are controversial because their justification depends
on which health direction is at stake.

One of the controversial issues and with re-
spect to vaccine safety refers to the presence of pre-
servatives and additives in their composition, which
are used to reduce the economic cost of the phar-
maceutical industry, since the adjuvant allows the
use of less antigen in each dose and preservatives
are used to prevent bacterial and fungal contami-
nation in multidose presentations since manufac-
turing vaccines in monodoses is more costly due to
the need of multiple packages, in addition to other
problems related to storage, preservation and deliv-
ery to the application sites .

Uncertainties and controversies about the
safety of vaccines had global repercussions after
publication of article of Wakefield® in the Lancet
magazine, postulating that vaccination against mea-
sles, mumps and rubella (MMR) could be casually
linked to autism because of the temporal associa-
tion between the age at which children are vacci-
nated and the age at which begins the emergence
of this disease. Wakefield’s article was discredited
(including by engaging scientific fraud) and removed
from the list of articles published by Lancet (retract-
ed).Despite this, it served to several researchers to
initiate studies to evaluate the effect of preserva-
tives and adjuvants in vaccines - which so far have
shown there is no scientific evidence for this asso-
ciation 192,

Another argument is that routine childhood
vaccination with thimerosal-containing vaccines
(TCV), which have mercury-based preservative and
are administered soon after birth, could expose in-
fants to unsafe levels of ethylmercury %%, Despite
the consensus between the World Health Organiza-
tion (WHO) and the American Academy of Pediatrics
as a negligible risk of thimerosal in vaccines on the
amount present, studies to evaluate the toxicity of
mercury in the form of thimerosal 23! do not con-
sider the relationship between iatrogenic mercury
exposure through vaccines to dietary exposure, as
in the breast milk or fish, which has been researched
by groups in Brazil and other countries. As a precau-
tion, some countries, like the United States of Amer-
ica (USA), no longer use thimerosal in their vaccines.
Chile has a bill in the Senate to remove it 32. The
most challenging dose of compulsory immunization
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programs is that due to the small body mass of ba-
bies, the impact of mercury administered by some
vaccines, such as hepatitis B in the first 12 hours of
life, is equivalent to twice the dose of DTP and hep-
atitis B added together, received at six months of
age. Thus, a substantial number of children world-
wide are getting through vaccines, doses of mercury
above the limit considered safe. But countries like
Hungary, Japan, Netherlands, Sweden, Switzerland
and England do not use hepatitis B vaccine in their
infant immunization schedules *.

As a result of these uncertainties, the fact is
that the monovalent or multivalent vaccines used
in the U.S. and Europe in their childhood vaccina-
tion programs are free of thimerosal since 2004 3.
However, most countries are still using VCT into
their childhood immunization programs by WHO
recommendation ¥, including Brazil. Thus, the pop-
ulations of the "peripheral countries" do not receive
the same vaccines used in countries with better en-
forcement or more refined private services .Where-
as the universal vaccination is a global practice and
infectious agents that affect the world population
are the same, why is there a difference between the
types of vaccines administered between rich and
poor countries?

There is no doubt that in a highly immunized
population the risk of getting a particular disease is
extremely low. However, for some diseases, such as
polio, the expected occurrence of paralysis associat-
ed with the vaccine virus has expected and assumed
risk by the global polio eradication program 3.
For the Advisory Committee on Poliomyelitis Eradi-
cation (ACPE) ¥, continuing the reintroduction of po-
liovirus attenuated through vaccines in a polio-free
world results in cases of poliomyelitis caused by
vaccination. This risk is not only disturbing as it re-
quires extensive discussion and knowledge on the
part of society and governments that adopt these
strategies. The presence of cases of paralysis caused
by the same vaccine policy that aims to eradicate
constitutes the main technical and ethical dilemma
of post-polio elimination *.Brazil has demonstrat-
ed progress in relation to vaccination against polio,
as included in the childhood vaccination schedule
in 2012 the injectable inactivated polio vaccine 3,
which will be replaced by the attenuated oral vac-
cine, used in the U.S. since 2000 “°.

Anotherissue that has a strong ethical dilemma
regarding the use of vaccines in the schedule of man-
datory vaccinations for certain diseases for a specif-
ic age group or a particular exposed risk group 43,
In the U.S., the introduction of compulsory vaccina-
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tion against human papilloma virus (HPV) in children
11-12 years has been the subject of many ethical de-
bates, since the vaccine's efficacy is greater in peo-
ple who are not yet sexually active **.Compel immu-
nization of whole populations that are not under the
same risk of acquiring or transmitting diseases is an
ethical nonsense. In this case, one of the main argu-
ments against this practice is that the risk of expo-
sure and/or to acquire certain types of disease are
different, as they are influenced by several factors,
and in the case of common diseases there is no rea-
son to assume any risk level of any adverse effects
of the vaccine .

It is a fact that the risks of vaccines are known
since the early days of its use in the health context
of that era whose epidemics still decimated popu-
lations. However, in developing countries, such as
Brazil, these issues have not had the same attention
given by developed countries, since the focus of
the government particularly focuses on maintain-
ing high levels of vaccination coverage or on issues
related to persistent social exclusion, distribution of
income and access to basic health services - which
are still part of the list of demands of the majority
population.

Vaccination and principialist bioethics

Recently, there has been great interest of
ethics for public health issues based on a social re-
sponsibility to protect and promote the health of
the population as a whole *¢.However, especially in
questions of health, public health and preventive
medicine have been neglected areas in bioethics,
which has more focus on the collective interests,
rights and obligations than in the individual val-
ues and interests .

In the field of so-called applied ethics, bioeth-
ics emerged to account for the moral conflicts and
ethical problems arising in the context of actions in
health and the biomedical sciences. Thus, it is un-
derstood that at first, bioethics can be regarded as
a legitimate and efficient tool for critical analysis of
the morality of contemporary vaccination practices
and as an aid to decision making, ethically justified,
by health actions that ensure equitable distribution
of both the benefits and possible risks of vaccination.

The principialist current that became classic,
focuses mainly on some moral principles whose ap-
plication supposedly leads to the solution of ethical
dilemmas in health care: autonomy, beneficence
and justice. These four principles work, roughly, as



prima facie obligation. As it is not uncommon that
they conflict, especially in the context of collective
actions, the moral analysis of an action that consid-
ers the different values and interests must be coun-
terbalanced so that moral agents eventually be able
to reach a conclusion on how they should act®.

Blurred boundaries between beneficence and non-
maleficence of mass vaccination

Several preventive actions of routine use,
such as vaccination, involve somedegree of risk to
patients. In the context of principialist bioethics, it
is necessary to respect the principle of non-malef-
icence, given that health workers have the ethical
principle of not causing harm to their patients (pri-
mum non nocere). In parallel, as preventive activ-
ities aimed in the first instance, to protect people
against infectious diseases, we assume that the
vaccination procedure also complies with the prin-
ciple of beneficence. In this case, considering that
it is morally undesirable to cause harm to people,
either by exposure to the risks of adverse effects of
vaccination or by exposure to diseases due to lack of
immunization, which moral principle should be con-
sidered when the risks and benefits of vaccination
are distributed unevenly among the population?

In many practical situations it makes no sense
the balance between very different principles be-
cause many principles or values are incomparable.
This occurs in cases where a particular action is the
best in some relevant context, while another is better
over another relevant context, but there is no obvious
truth about how they should be compared consider-
ing all relevant contexts - in this circumstance, the ac-
tions are "on par" or in parity “. As an example, the
vaccine against pandemic influenza, whose morals or
values related to its administration are disparate. In
this case, why should we believe that protecting chil-
dren from the risk of getting the flu is more important
than protecting them from the risk of being affected
with any adverse effects of the vaccine? *.

Since vaccines are not 100% effective *°, one
can not say with absolute certainty that an individ-
ual did not acquire certain disease due to acquired
immunity by vaccination or due to collective immu-
nity, since there are several factors that influence
the achievement of this immunity. Meanwhile,
when a healthy child is vaccinated the aim is to
initially protect him/her against a certain disease.
However, considering that vaccines are not 100%
safe, adverse eventsfollowing immunization(AEFI)
may occur. In this case, an initial action aimed at
fulfilling the principle of beneficence started not to
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meet the principle of non-maleficence. The exist-
ing moral dilemma would be that to not vaccinate
means, on the one hand, not subjecting children to
the risks of AEFI, but on the other, subjecting them
to the risk of acquiring vaccine-preventable diseas-
es. Thus, conflicts arise between principles because
a certain ethical principle is defined based on the
desired outcomes of an action, without considering
the possible effects resulting from it.

Individual freedom versus the collective responsi-
bility

The issue of patient autonomy is already part
of the internal discussion of medical ethics in vari-
ous countries. The principle of autonomy has been
accepted by doctors, because they are considered
essential to the free and informed consent, which,
in turn, isthebasis of the existing ethics codes and
resolutions pertaining to research on humans be-
ings 52.Unlike clinical practice, whose notion of au-
tonomy is invoked to express the freedom of the in-
dividual to consent or refuse a proposed treatment
by a physician in the field of public health, particu-
larly in cases of mass vaccination in epidemic situ-
ations, the autonomy of subject is in conflict with
the interest of collective protection, as the violation
of individual autonomy does not imply a real risk to
the community 3. In such circumstances, what is the
value of autonomy when the health of the commu-
nity is at risk?

In many situations, where a common good is
at stake, the collective interest shall have priority
over individual interest, as, for example, in cases of
epidemics, whose rigid restriction of individual free-
dom can be legitimate, using the principle of pro-
tection the 'social body' against threats of individ-
uals and groups that can harm it *.However, Fine >
counter-argues that collective protection through
compulsory vaccination has ethical and legal con-
sequences because it provides indirect protection
to people who were not vaccinated and exposure
to vaccine's risks, even if small, to a few individu-
als for the benefit of others. This may have several
implications, which differ in different cultural, ethi-
cal and legal issues regarding the accountability of
government to the circumstances facing the adverse
effects of vaccines. From this perspective, it appears
that the indirect protection, the basis of collective
immunity, raises important ethical issues about indi-
vidual and collective values.

The right to self-determination is correlative to
the obligation not to harm others. Respect for au-
tonomy has, therefore, prima facie validity and can
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be overridden by competing moral considerations.
The obligation to respect autonomy, although ex-
tensive, does not apply to non-autonomous people
because they are immature, ignorant, coerced or
exploited. As examples of children and patients with
mental disabilities, who have diminished compe-
tence. Thus, autonomy is not limited to the patient,
but extends to his family . In this case, the lexical
priority of autonomy of an individual or his parents
to refuse vaccination is not necessarily worth and
can give way to the principle of beneficence to the
individual and the collective.

According to Bradley %7, particularly for child-
hood vaccination there is no need to talk about au-
tonomy, but rights. The author questions whether
a rights-based approachwould solve the dilemma
of compulsory vaccination in childhood, since it
is not easy to prioritize the rights of children to
receive health care with the rights of parents to
educate their children according to their own con-
victions and the right of the population to be pro-
tected against infectious diseases preventable by
vaccines. Thus, if adequate levels of protection can
be acquired by other means, compulsory vaccina-
tion against thewishes of the parents may not be
justified if the benefit to the child is insignificant.

In the context of mass vaccination programs,
the right to autonomy is based on the social recog-
nition of respect for this principle. Considering that
vaccines are not foolproof, respect for autonomy
dictates that risks should not be imposed on indi-
viduals without their consent. In this case, there is
a critical reason to evaluate the arguments for and
against the right to consent or refuse, as this can
seriously affect the health of people 2.

Restrictions on individual rights within the
scopeof vaccination programs are justified for two
reasons: due to the benefit to oneself or in relation
to the benefit to the community. Many countries
have collective vaccination programs that have
beenimplemented on the grounds of protecting
the community against infectious diseases, consid-
ering the potential of people who have not been
vaccinated for any reason and those who have
been vaccinated, but were not properly protected.

The success of a mass vaccination program
depends on the number of individuals immunized.
Thus, the higher the coverage, the lower the prob-
ability of spread of the infectious agent, especial-
ly in vulnerable groups such as children and the
elderly. In this context, the individual non-vacci-
nation is undesirable because those individuals
whohavedecidednottovaccinate hold higher risk
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than those who opted for vaccination. In this case,
where there is an obvious tension between individ-
ual and collective interests, autonomy loses value
against the interests of the collective immunity. In
the principialist perspective, meeting the principle
of autonomy, which empowers the individual to
take the vaccine or not, opposes to the principle of
non-maleficence to endanger the community.

In the context of public health, vaccination
policies may consider reasonable to assumethat
the protection of populations has lexical priority
over the exercise of personal autonomy. Howev-
er, there is an ethical conflict between individual
autonomy and collective good, which makes the
moral individual responsibility argument fragile in
collective actions.

Principle of justice

What is the concept of justice in the context
of mass vaccination programs? For Duran *°, in
bioethics there is much talk of distributive justice,
which concerns the fair distribution of burdens
and benefits of social life.More so, means, on one
hand, the equitable distribution of both the costs
and the benefits on society and on the other, fair
access to these resources.

In the context of vaccination policies, dis-
tributive justice means access for all children to
safe andeffective vaccines. Paradoxically, although
there is equal access to vaccines, there is equita-
ble distribution of costs of vaccination, given that
in the collective vaccination is unlikely that a per-
son will benefit more than the other, since the dis-
tribution of benefits can not be allocated unfairly.
In parallel, there are situations in which groups of
individuals would bear the full burden of vaccina-
tion in favor of another group that was not vacci-
nated %1, Although, in the collective context, it is
considered that these small risks are balanced by
the benefits of immunization of the general pop-
ulation, an individual occasionally carries the bur-
den of occurrence of an AEFI for the benefit of the
general population.

Several countries have AEFI compensation
programs that are implementedirrespective of guilt
"No-fault compensation" 62 These programs are run
within an administrative government instance, in
order to ensure and promote equal treatment,
transparency and justice to children affected with
AEFI by vaccines used in collective vaccination pro-
grams 3. With this, it is removed the uncertainty of
lawsuits that are a restricted and extensive paths,



often inaccessible to the majority of low-income
individuals who take the vaccine ®.

Brazil, despite having one of the most suc-
cessful immunization programs in the world, has
no initiative to make or answerdifferently to the
children affected with AEFI, creating a "disadvan-
taged" group in the official system of public health
leaving only the "Via Crucis" of the judiciary as the
only alternative to the quest for justice ®>%.Even in
cases of post-polio vaccine it can be found with-
in the Brazilian jurisprudence, decisions that ex-
clude the liability of the State - like the Civil Appeal
639645-5 6/69, rejecting a claim for moral and ma-
terial damages against a child who had been vac-
cinated in the vaccination campaign against polio.
To the court, post-vaccination reactions configure
risking immunization itself, which is mandatory by
virtue of national law, accented by health factors .

With this, the current childhood immuniza-
tion policies do not fully comply with the princi-
ples of equity, universality and comprehensiveness
in health care, despite finding explicitly arranged
asdoctrinalprinciplesof Organic Health Law (LOS)
which regulates the Health System (SUS) in Brazil.
Thus, in our context of analysis, we are convinced
that the concept of distributive justice in principial-
ist bioethics is not sufficient or capable of ensuring
the equitable distribution of the burden of child-
hood vaccination policies.

Limitations of principialism and the new para-
digm of bioethics

The principialist theory, reviewed by its own
proponents in the fifth edition of the book Princi-
ples of biomedical ethics®, despite its recognized
practicality and usefulness for the analysis of vac-
cination in the individual context, it is demonstrat-
ed insufficient for analysis in the context of public
health actions. This limitation has been constant-
ly debated by bioethicists in Latin America in the
set of bioethical persistent large scale problems or
problems that are daily faced by much of the pop-
ulation of countries with significant levels of social
exclusion, such as Brazil and its Latin American
neighbors 7.

Given the specificities of public health actions,
guestions arise whether it is adequate enough to
adapt to the context of the collective model the four
principles of principialist bioethics as a tool to un-
derstand and discuss the moral conflicts that occur
in the collective actions 7. The inapplicability of the
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principialist model for the analysis of mass child-
hood vaccination was evidenced by the occurrence
of a tension between principles, as Schramm 72
points out.

With regard to issues related to the risks ver-
sus benefits of vaccines and their universal and
compulsory use for the entire population, thus re-
lated to public health, it is important to note that
the focus is onthe relationship between the State,
the individual and the collective. Consequently,
it is necessary to define which conceptual tools
could be used in theapproach of these problems to
provide positive impacts on the most vulnerable,
violated and excluded - and consequently in their
organizations and administrative policies.

Programs of mass immunization are ultimate-
lyaimed at the collective protection, the desirable
effects on the individual does not have the same
ethical value of the collective effects, leading to an
imbalance between the individual cost/benefit in
relation to the collective cost/benefit. Thus, con-
sidering the moral conflicts between the individu-
al and the collective, the imbalance between the
cost/benefit and the inability or failure of the prin-
cipialist bioethics strictly applied, it is necessary
to use other values and moral principles - as, for
example, responsibility, solidarity and social justice
- as a tool for reflection on ethical issues related to
childhood vaccination programs.

In recent years, bioethics met an important
development in the countries of South America
with the consolidation of a contextualized and po-
liticized perspective that could respond to the real-
ity of the peripheral countries in the global context,
setting up an effective tool to mediate emerging
conflicts, and especially, the persistent ones, which
continue marking so demeaning to the majority of
society in these nations 3.

Bioethics had great conceptual change when
the United Nations Educational, Scientific and Cul-
tural Organization(UNESCO) published in 2005,
the Universal Declaration on Bioethics and Human
Rights, incorporating and politicizing health , so-
cial and environmental issues in its context. Latin
America played a key role in the consolidation of
this document as a reference for international bio-
ethics, whose negotiations were marked by a dif-
ficult path of discussion and persuasion, despite
protests from more traditional and conservative
sectors of bioethics 74,

This new concept for bioethics emerged in
Latin America as an anti-hegemonic epistemologi-
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cal proposal to principialism that according to Bot-
tle and Porto "®proposes a concrete alliance with
the historically weaker side of society. This bio-
ethics current aims to legitimize the field of study
of moralities and the application of ethical values,
a broad perspective involving the social aspects of
disease production, contributing to building a crit-
ical bioethics that can be applied in the peripheral
countries and especially in Brazil.

The protection concept inserted in this new
approach to bioethics by LatinAmericanresearch-
ersconsider the moral problems involved by hu-
man vulnerability, i.e., the existential condition
of humans who are not only subjected to risks of
vulnerability, but the damage and concrete needs,
observable by any rational and impartial observer
.The moral principle of protection is implicit in gov-
ernment obligations, which should protect its citi-
zens against disasters, wars etc.., since all citizens
are unable to protect themselves against all odds,
may become susceptible and even violated in cer-
tain circumstances.

The child has a born condition of vulnerabil-
ity which is a natural condition of any living being
and therefore, a universal characteristic that can
not be fully protected. When affected by an ad-
verse reaction to the vaccine, it changed from vul-
nerable to vulnerably affected, i.e. directly affect-
ed. Therefore, as Schramm?’® highlights, it should
be distinguished the degrees of protection accord-
ing to the existential condition of vulnerability and
susceptibility, which could be considered in the
development and implementation of public com-
pensation policies.

References

Conclusions

It was demonstrated in this article that the
principialist bioethics is not sufficient or adequate
for the analysis of the ethical issues involved in indi-
vidual actions that have significant impact on public
health, such as childhood mass vaccination. The in-
dividual and collective conflict of interest, the un-
equal distribution of risk versus benefit and the vul-
nerable condition of the child open space for ethical
reflection of current vaccination programs used by
governments and creates an environment for reflec-
tion and reasoning for the improvement of public
health policies.

The social and politicized approach of bioeth-
ics idealized by Latin American countries meets this
theoretical reflection and practical need for action.
This amplified bioethics view allows analyses of
public and collective health actions, to also consid-
er the social, environmental, economic and political
issues. This will allow, for example, that the coun-
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