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Abstract The scope of this study is the ethical analysiRkes$olution no 153004 of
Brazil's National Health Surveillance Agency, comieg human rights involving the
deferral for men who have sex with other men (MSMplood donation during one-
year period. The Mann & Gostin's model that utgizeiman rights as parameter for
evaluating health public policies was used foregthanalysis. The study showed that
the national blood policy purpose is clear and eateurelated to transfusional safety, as
well as there are effectiveness evidences of |aboah and epidemiological screening
measures. Still, it was found that there isn tcstréstriction of MSM’s human rights.
Considering that the current national blood polafyMSM temporary exclusion is
consistent with human rights norms and principlleis, study concluded that mentioned
resolution should remain unchanged.
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This article aims to ethically analyze the consifraif donating blood relative to men
who have sex with men (MSM), established by ResmuRDC 153, of June 14, 2004,
from the National Agency of Sanitary Surveillang@ayisa) !, through the use of the
referential of human rights, applicable to the aaibn of policies and programs on
public health, as developed by Mann and GoétirAiming to contextualize the
problematic, following are explained the events ttanditioned the adoption of such
measure.

History goes back to the beginning of the epidesniosimunodeficiency syndrome
(AIDS) at the end of the 70s, and its disseminatimainly through sexual and blood
routes®®. This fact prompted the adoption of a new trarisfupolicy worldwide, with
the introduction of various procedures in the hdra@pic services to ensure the safety
of blood transfusion, focusing mainly in preventingnsmission of infectious diseases
such as AIDS™.

The first cases of patients infected by the humamunodeficiency virus (HIV)
through blood transfusion were detected in therbegg of the epidemic, with a high
fatality rate®*° At that time, the rapid world expansion of AID@svassociated with
transfusions of blood products, as happened inderan the period from 1985 to 1993,
when the administration of blood products causeditifiection of 1927 recipients and
the death of 250 hemophilia€$. In Brazil, the situation was also quite complécht
since we were facing the problem of blood comméezition * However, despite these
difficulties and the fact that we had not the samunt of resources as those available
in developed countries, accidents of so seriousreatid not happen in the country.

These serious blood transfusion problems have dog@vernments and the global
scientific community to work apace with the aimimiproving the production of blood
products, with improved methods of viral inactieati The same did not happen with
the blood components, which do not usually go tghothat process, being necessary to
adopt other measures. New procedures were implechdat laboratory screening of
HIV and other infections, from which blood transsis was reduced but not
eliminated. This residual probability of transm@ssiis mainly due to the possibility of
the existence of donors in the so-calieudnunological window stage, the initial period
of the infection in which the diagnostic tests aegative'®. To reduce this residual risk
two other measures were included: the possibifityedf-exclusion and epidemiological
screening, with which there was a significant reidmcof transfusion transmissith
This strategy was implemented in most hemotherapyices in the worfd The DRC
153 1, currently prevailing, determines the exduosifor the period of one year, of
MSM donors and their sexual partners.

In recent years, in Brazif, as in other countrie several groups that advocate the gay
rights began discussions and questioned Anvisatlamdvinistry of Health about the
provision in the mentioned resolution as to thalepiiological screening, which makes
it impossible for MSM to donate blood temporariljhese groups advocated the repeal
of the norm on the justification that it would besaiminatory and based on
homophobic prejudice.

In parallel, since the end of the 80s the humbdawtuits against the state, regarding
transmission through transfusion of HIV infectiamdaother microorganisms, has been



increasing. Most of their decisions were in favbapplicants based on the principle of
the protection of the right to health of the hunpanson and accountability of the state.
As an example, there is the first lawsuit broughtthe family of cartoonist Henfil
against the Union and the State of Rio de Jarf&iro

Given this conflicting scenario around the regalatin question, this paper aims to
examine the current national policy of blood, speally with regard to the temporary

exclusion of MSM from blood donation. In order tother study the problem, the work
presents contribution so that the governmentalst@timaking within the framework

of the national blood policy be performed at tlgitiof the human rights applicable to
the field of public health.

Normative grounds about the screening of blood dortars and MSM

This topic aims at investigating the norms thaBnazil were targeted to regulate the
screening of blood donors, and also present amauthf the norms adopted in other
countries.

In the 80s, after the progress of the epidemic AHDE accidents in blood transfusion
and blood products, France, the United Statesroérca (USA) and other countries
adopted strict criteria as the exclusion of doridfs In September 1985, the Food and
Drug Administration (FDA) made the following recorandation:All men who have
had sex with men at any time since 1977, are permanently excluded as blood donors ®*4
England, USA, Canada, Australia and the EuropeavodlAlliance (network of
national blood organizations that provide importsgnvices in the member states of the
European Union) and also most developed countwék, minor exceptions, followed
the recommendation from FDA™'®- based on statistical information and scientific
evidence which showed that MSM have higher riskHdf infection than the general
population™*>17,

Brazil, unlike other countries, kept less striatesra, which could be noticed from the
national legislation that addressed the issue. 7649'® of January 25, 1988, regulated
by Decree 95724 of February 11, 1988 defined the requirement obfatory proof to
detect the following infections: hepatitis B, syhiChagas disease, malaria and AIDS.
Ordinance 72%° of the Ministry of Health, of August 9, 1989, deténed the exclusion
of the sexual partners of individuals exposed s& factors for AIDS. Ordinance 1376
21 of the Ministry of Health, of November 19, 1993 tadgished the exclusion of
individuals with definitive serology positive forl¥A and / or history of belonging or
having belonged to risk groups for AIDS and / owihg as sex partner individuals
which fall in that group.

From RDC 343 of Anvisa, of December 13, 2002, the Brazilian norroamee less
severe, disabling only for one year the MSM doramd their sexual partners. This
same determination is maintained by RDC 153owever, the norm is not restricted to
the donation by homosexual women, in addition ®qdalify the donation for other
causes - the elderly and minors of age, sufferimgnfanemia, infectious illness,
patients being treated with certain medicationad @ many other situations, as those
listed in item B.5.2.7.2, "d" in Annex |, calledtuations with increased risk (people
who have had sex for cash or drugs, victims of rapeates, sexual partners of patients
in a program of hemodialysis etc.).



Thus, due to serious accidents with the transmissib HIV and other infections
through blood transfusion, Brazil adopted seveesal measures to ensure safety
transfusions, but less stringent that most couwtribat followed strictly the
recommendation made by the FDA. It is noteworttat the national blood policy also
includes many other temporary or permanent exahssiin the donation of blood,
which shows the concern with the safety of donmd{ding the elderly, pregnant, sick
people etc.) and of blood receptors (infectionsgmaission and others) based on the
risks of transfusion and technology available.

The referential of human rights in the ethical evaliation of public health practices

The practice of blood transfusion involves a sewésethical issues involving the

analysis of moral accountability, both in relatitm donors and the recipients. The
government deliberations on the subject should ydwaonsider the ethical, notably
those arising from the comparison of the best pubdilicy for the donation of blood

with respect, protection and realization of humigihts . Ethical considerations of the
problematic, object of this study will be made fraive human rights framework,

applied to public health, as designed by Mann anstiG?. These authors propose an
analytical instrument that enables health profesd®o its systematic application to
assess the effects of policies on public healthwonan rights.

The referential adopted unfolds in seven diffeygmses and is intended to verify if the
policy / program is ethically acceptable and appeip to the perspective of humans
rights: 1) to clarify the purpose of the public ipgl; 2) to evaluate the effectiveness of
the policy; 3) to determine if the public healthlipp has clearly defined the target
populations; 4) to examine the impact of the polcy human rights; 5) to determine
whether the policy is the less restrictive optiorattain the goal proposed; 6) to verify if
the coercive measure of public health is the mdisiceve alternative and the less
restrictive alternative , based on the significesk pattern; 7) to verify whether the

restrictive measure is indeed necessary to prewgesignificant risk and warrant

reasonable procedures to affected people.

First, we shall analyze the purpose of the poli€ytemnporary restriction of blood
donation by MSM, which is the blood transfusionséy. It should be remembered
that despite the great technological advancesdenteyears, the transfusion therapy is
not free of risks, and the transmission of infagsialiseases is a major one among them.
Thus, the main objective of the sanitary norm, mgblto blood transfusions,
components and derivatives, is to reduce and isipteseliminate health risks to both
the donor and the receiver. The laboratory andespidlogical screenings, including
the temporary exclusion of MSM have been introdut@dthis purpose, especially
concerning the infections transmitted by blodd® *? In addition, several studies
demonstrate the greater risk of the MSM contrac&d® / AIDS ®****17 Therefore,
there is a precise and clear objective that leawva®om for speculations.

In the evaluation of the effectiveness of the mezsadopted by the blood policy at the
national and international level, like the laborgtand epidemiological screening and
new techniques of viral inactivation, it was obseha great impact in the reduction of
the risks of infection transmission through blogdnsfusions, especially after the



serious problems occurred in the inception of thideamics. Such reduction shows that
the measures as rather reasonable to the propbgedives.

In fact, in the world dimension, up to 1987, thevHlansmission through the blood
system was originated from full blood transfusiohemocomponents, plasma and
coagulation factors. For example, before the impliaon of the serological screening
and the treatment of blood viral inactivation, I®)(ersons in the USA were infected
by the HIV from blood transfusiorfS. Studies performed between 1985 and 1991, in
that country, show that the risk of HIV transmissisas of approximately one case per
60,000 transfused units After the adoption of preventive measures andtogress of
viral inactivation techniques, it was verified thstich residual risk was expressly
reduced: in the USA' it was of 1/450,000 to 1/660,000 in the period 892-1993, and
in Canadd®, 1,43/1,000,000, similar to most other developaehtries®?42°

In regions under development , like the Middle Eastl North of Africa, the HIV
soroprevalence in individuals of multiple blood nséusions was reduced from
270/10,000, in the period of 1987-1989, to 7/10,B0D995%".

The result of the measures adopted in Brazil as ft688%°, such as the obligatoriness
of blood tests to detect infections and the pobibbdf self-exclusion and the
epidemiological screening was successful, as shmthe drastic reduction in the rates
of HIV transmission via blood?®*° In 1984, the two sub-categories — transfusioms an
hemophiliac — corresponded to 26.66% and 66.67%efotal number of AIDS cases
via blood transmission in Brazil, and the remainth§7% were credited to the sharing
of needles and syringes (UDH). In 1992, percentages changed with the reduction o
transmission from transfusions (6.90%), particylaimong the hemophiliacs (2.22%)
% In the year of 2000, the sub-category UDI prei(99,33%), further reducing the
transfusion transmission (0.29%), as well as tlssathination among hemophiliacs
(0.38%)?3°

When analyzing the policy of blood donation exabmsias regards the target
populations, we verify that they are well defing@a;luding not only MSM but also
other populations with characteristics that raise transfusion risk to the donors
themselves, such as the elderly, bearers of aneht@ardiovascular, infectious diseases
and many other included in item B.5, calledteria for the selection of donators. The
restriction on the blood donation also applies ltccases typified in item Addedsk
situations (item B.5.2.7.2., sub item “d” of Annex | of RDG3/2004)}, since in any of
them the HIV transmission risk increases to thepears. Therefore, the resolutions is
not only limited to MSM, reaching a greater (anflestentiated) part of the population.

Examining the blood policy in relation to humanhtigyof MSM, it is observed that the
degree of intrusion does not cause significantatioh of their rights. Thus, there is no
severe restriction of freedom or privacy of the lannperson. It is only prohibited to
them to donate blood for a limited time. It is krothat the right to liberty or privacy is
not absolute, all societies impose certain restnst especially when there is
interference in the rights of others and / or pecspe of imminent harm to public
health. In this case, such constraint is justitigdthe high benefits to the population
through confirmation of the drastic reduction ie thansmission of infections by blood.
Thus, the collective benefits outweigh the limitedbtriction on the human rights of
some.



One must consider, moreover, that currently therea alternative to achieving the
objective proposed by the national blood policyncsi there are technical and
operational limitations and there are no laboratesgs capable to completely eliminate
the risk of transmission of infections via bloods Aew technologies are discovered, the
constraint of the donation by MSM and other popatagroups should be reassessed.
The countries that have more technological ressuise more sensitive laboratory tests
, that detect infections earlier than those heldblopd centers in Brazil. Despite such
advantages, developed countries continue adoptiegsunes for epidemiological
screening, which are even more strict than ounsngeently excluding the MSM since
19776,13,14,16.3

Recent studies indicate that the risk growth dukaitare to detect HIV infection in the
blood screening process, in case the standardiaiseeor excluded the question about
sexual orientation, would be 50% - 500% higher thahremained. Szwarcwald and
Barbosa in 1998, made an estimate on the risk n ditwations®.. In the first, the
question on MSM remains in the screening procesthd second, there is no screening.
In the first situation, each 100,000 donors, inrage, 1.4 would have a recent infection
and not detected by the routine process. In thenseone, at each 100,000 donors, in
average, 2.1 would have undetected infection - wmeans an increase of 50% in
biological risk.

Research carried out in the U.S.A., Canada andaBdgtiemonstrate that the risk of
HIV transmission would increase by 8% -60% is thmmm in force (permanent
exclusion of MSM donors since 1977) was changedHerexposure by MSM for one
year (like current Brazilian norm), and this riskwld increase by 500% if that selection
was excluded®®*® These studies also showed that a change in ttegi@n to the
period of one year would not bring any significaenefit as to the increase on donors.
In the U.S., Spencer estimated that the changénefbrm in that direction would
increase the number of blood donations in only @& monors / years, in a total of
200,000 donors per ye3t

It is important to emphasize that the risks assediavith the donation of contaminated
blood are great: the receiving patient will mog&ely be infected. As for AIDS, the
probability of infection of a blood receiver HIVfetted is of 70% - 90% of the cases
2327 and a single infected donor can transmit HIV arlep infections to various
receptors>,

Besides the high risk of infection by contaminat@idod, the health situation of
receptors should be considered. Potential recepi@s any person who needs to
undergo elective or emergency surgery, accideninvic patients under chronic use of
blood products - as those in hemodialysis programad patients with hematological
diseases, among others, are expected to have debeieright to health. It should be
registered that the infections that can be transthiby blood produce chronic, serious
and even lethal pictures, are difficult to mandgerdpeutically, cause serious changes
in the quality of life of patients, and will onlyossen the pre-existing picture . That is
the case of AIDS, hepatitis B and C, infection BN |/ 11 etc.

According to the studies presented, if in this motrtee norm becomes less stringent
residual risk would increase, indicating therefdhe, need to keep it unchanged, at least
for now. The measures adopted, both laboratoryegndemiological screening and the



possibility of self-exclusion, are necessary anlll @bnstitute the area less restrictive
and more effective norms for the attainment of dbgctive proposed by the national
blood policy. Through them we can enhance the #gcaf blood receivers, prevent

significant risks to their health associated wita acquisition of chronic and even lethal
diseases, which would greatly deteriorate the tualf life of patients and their

families.

If the State fails in the execution of their dutiefated to norms on human rights, by not
adopting the measures appropriate to ensure blbgdabity, irreversible damage may
occur to the health for transfused individuals.atidition, there are the indirect costs
that the State will have to pay for medical sersiemd hospital care of patients with
diseases transmitted through contaminated blooghduld be noted, however, that
other State liability resulting from these scregnmechanisms , is to ensure that
persons directly responsible for addressing theodaand particularly the interviewers
are properly trained to perform the work with despect to human dignity - thus
avoiding unnecessary constraints. That way we waitlithe same time maximizing
population's access to secure health procedurgbpwti harming individual human
rights.

Final considerations

According to current legislation, the blood donatimust be a voluntary, anonymous,
not paid and altruistic act. Last quality is reletyaas there is evidence of misuse of
purpose by candidates to the donation, which deckenizes their altruistic character,
thus increasing the risk of transfusion. Accordiagecent survey with MSM, they seek
for different medical services , among them theobl@enters, not with the adequate
purpose, to donate blood, but with the intent tdgeen tests to discard HIV infectiof.
This behavior increases the transfusion risk bexauany of these MSM may be
undergoing the immunologically window stage, withthe detection of the presence of
HIV by the laboratory tests applied. Consideringt tlaboratory tests only do not ensure
the elimination of the transfusion risk, the mor#iceent are the complementary
measures, such as epidemiological and clinicalesong and the possibility of self-
exclusion, the lower will be the residual transfusrisk . In such a circumstance it is
indispensable to underline the high possibilityrdéction of recipients of contaminated
blood (70% -90%).

It can be predicted that, according to the studescribed, any eventual change of the
norm, with the aim of making it less stringent, magd to the increase of cases of
transmission of infectious diseases, not just Alid8ich would lead to an increase of
risks. As a consequence, there will be a growtthennumber of lawsuits against the
state, elevation of the value of indemnities anchaled for high-cost medications for
treatment of HIV infection and other infectionsaaintaminated recipients, besides the
enormous social cost. It should be consideredtieatiseases transmitted by blood, for
example, AIDS, hepatitis B and C, have a great shpa public health, are difficult to
handle, display serious complications and its tneat, in most cases, does not lead to
healing and creates great costs, both for faméres for the public health system . In
eliminating the MSM screening, there is the podisjbof a requirement by blood
receptors to know the precedence of the bags,irmdjeédeir right to receive blood of
guality. The physicians, in turn, aware of the sisi blood transfusion, if the screening



was suspended, would be subject to the ethicaindile of deciding between the need
for transfusion and the risks of the transfusion.

In conclusion, the ethical analysis of the natigmalicy on blood donation, as refers to
the MSM, reveals that the same is ethically acd#ptand appropriate from the
perspective of human rights and the process ofeepimlogic screening of MSM for
blood donation should not become less rigorousceSthe situation is dynamic and
considering the accelerated development of the teelnologies and changes in the
epidemiological patterns, these issues should remaiontinuous evaluation, including
the previous careful analysis and studies welliedrout on the possible consequences
of risk transfusion.

Resumo

Andlise ética da triagem dos doadores de sangue Boasil e em homens que fazem
sexo com outros homens

Este trabalho tem como escopo a anadlise ética daliRé@o da Diretoria Colegiada
(RDC) 153/2004, da Agéncia Nacional de Vigilanceni&ria do Brasil, quanto aos
aspectos de direitos humanos que envolvem a vedaggitiomens que fazem sexo com
homens (HSH), de doacdo de sangue pelo prazo denanapods a ultima relagdo. Na
analise ética empregou-se 0 modelo proposto ponMaBostin, que utiliza os direitos
humanos como parametro de avaliacdo de politichéicpd em saude. O estudo
demonstrou que o propdsito da politica nacionasalegue € claro e preciso quanto a
garantir a seguranca transfusional, assim comohguevidéncias da efetividade das
medidas de triagem laboratorial e epidemiolégidada, verificou-se que nao ha severa
restricdo dos direitos humanos da populacdo de IiE8Hsiderando que a atual politica
nacional de sangue de exclusdo temporaria de H3lduoa-se com as normas e
principios dos direitos humanos, concluiu-se queferida resolucdo deve permanecer
inalterada.

Palavras-chave Sangue. Doacdes. Triagem. Homossexualidade nrascidireitos
humanos.

Resumen

El analisis ético delscreening de donadores de sangre en el Brasil y hombres que
hacen sexo con otros hombres

Este trabajo tiene por finalidad el analisis étilla Resolucion n. © 12804, de la
Agencia Nacional de Vigilancia Sanitaria del Brasdbre los aspectos de los derechos
humanos que envuelven la exclusion de los hombuesh@qcen sexo con hombres
(HSH) de la donacién de sangre, por el periodordefin. Para el analisis ético se us6
el modelo propuesto por Mann y Gostin, que utili@aa derechos humanos como
parametro de evaluacién de las politicas publicasatud. El estudio demostr6é que el
propésito de la politica nacional de sangre e®glgreciso en lo referente a garantizar
la seguridad en transfusiones, bien como que hmemsias de la efectividad de las
medidas descreening de laboratorio y epidemioldgica. También se vedifjue no hay
severa restriccion de los derechos humanos deblagoén de HSH. Considerando que
la actual politica nacional de sangre de exclutémporaria de HSH es consistente con
las normas y principios de los derechos humanasorseluye que la referida resoluciéon
debe permanecer inalterada.



Palabras-clave: Sangre. Donacion. Seleccion. Screening. Homoselagamasculina.
Derechos humanos.
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