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Abstract

Background. The present work focuses on the need to protect prenatal life, which is
intricately entwined with delineating the precise biological and legal juncture mark-
ing an embryo’s transition into personhood. Drawing upon bioethical insights from
domestic frameworks and international jurisprudence, we compare diverse per-
spectives on the moral and legal standing of the embryo, including its right to life,
and invoking legal principles in the context of cellular and regenerative medicine.
Aim. The goal of this article is to investigate the various biosafety policy approaches
governing embryonic stem cell research, ranging from outright prohibition to au-
thorization solely for therapeutic or scientific ends. Through our analysis, we focus
on the unique national context of Brazil to scrutinize the underlying rationale be-
hind a specific legal challenge questioning the constitutionality of the Biosafety
Law. This law, which permits the utilization of human embryonic cells for research
and therapeutic purposes, raises concerns about potential infringement upon
the inviolability of the right to life.

Methodology. The research is based on deductive reasoning alongside formal-legal
methodologies, including textual interpretation and comparative-legal analysis.
The research process involved documentary, bibliographic, and virtual analytical
inquiries utilizing a variety of resources such as legislative texts, monographs, aca-
demicarticles, databases, and online libraries.

Results. Through our examination in a distinct national context, we delineate
the theoretical-philosophical and normative-ethical foundations underpinning
the stances of Brazilian Supreme Courtjustices concerning the utilization of embry-
onic stem cells. Their arguments predominantly invoked significant constitution-
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al liberties such as freedom of family planning, scientific research, and academic
pursuits, intertwined with considerations of human dignity and the sanctity of life.
Additionally, some justices cautioned against the potential hazards inherent in ge-
netic manipulation.

Implications. The legal and ethical ramifications of Brazil's approach to biosafety
legislation concerning embryo rights invoke the necessity for conducting neutral,
unfettered scientific inquiry and regenerative therapies according to specific op-
erational parameters. These include safeguarding the integrity of genetic inheri-
tance, preemptive evaluation of potential risks and benefits (adherence to the pre-
cautionary principle), and ensuring informed consent for treatments. A significant
hurdle consists in the need to establish robust mechanisms for overseeing re-
search involving human embryos within the domains of biomedicine and regen-

erative cell therapy.
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AHHOTauusa

KoHmekcm. LleHTpanbHOe MecTo B Halllem MCCaefoBaHny 3aHUMaeT He0bX0AMMOCTb
YCUNEHHOW 3aLUNTbl MPeHaTaIbHOM XM3HWU, HEPA3PbIBHO CBA3aHHAs C onpeaeneHu-
EM TOYHOTO BMOAOTUUECKOrO U HOPUANYECKOTO MOMEHTA, OTMeYalolero nepexom
SMBpUOHa B IMUHOCTL. OMMpasch Ha HaKOMAEHHbIE BUOITUUYECKME 3HAHNS B OTEYe-
CTBEHHOWN NPaKTUKE U MEXAYHaPOAHOW IOPUCNPYAEHLUMW, Mbl HAXOAWM Pa3NnNyHble
TOUKM 3PEHMA HA MOPaNbHOE U opUANUECcKOe NONOXeHMe 3MBPIOHA, BKOYad ero
NpaBo Ha XM3Hb U COBAIOAEHNE NMPABOBbIX NPUHLMMIOB B ChEpe KNETOUHOR 1 pere-
HepaTUBHOM MeANLMHBI.

LleAbto 3TOW CTaTbl SABASETCS WCCAEA0BAHWE Pa3/MUHBIX MOAENel NOAUTUKM BUO-
6€30MacHOCTH, PerynMpyoLLMX MCCNef0BaHns SMOPUOHAIbHBIX CTBONOBbIX KJ1ETOK:
OT 3anperta A0 paspeweHnss UCKAKYNUTENbHO B TEPANEBTUYECKUX WAN HAayYHbIX Le-
Nnax. B xofe Halero aHaamn3a mbl KOHUEHTPUPYEMCS Ha YHWUKAIbHOM HallMOHaIbHOM
KOHTekcTe bpasnamm, uTobbl TLATENBHO U3YUMTh OCHOBHYIO MPUUMHY KOHKPETHO
Npo6aeMbl, CBA3aHHOM C KOHCTUTYLIMOHHOCTLIO 3akoHa o BuobesonacHocT. ITOT
3aKOH pa3spellaeT UCMoAb30BaHMe SIMOBPUOHANbHbBIX KNETOK YesoBeka B 1CCaeaoBa-
TENbCKMX U TepaneBTUYECKMX LeNSX, UTO Bbi3biBAET 06ECMOKOEHHOCTb MO MOBOAY MO-
TEHUMANIbHOMO HapyWeHNs HENMPUKOCHOBEHHOCTYM NPaBa Ha XW3Hb.

Memodoozug. [Ng AOCTUXKEHWA MOCTABAEHHLIX LENER B CTaTbe Hapasy ¢ dop-
Ma/IbHO-MPaBOBbIMM METOAONOTUAMN, BKIOYAS MHTEPNpEeTaumnio TekCTa U CpaBHU-
Te/IbHO-NPABOBON aHa/M3, MCMONb30BaHbI AeflyKTUBHbIE paccyxaenus. [lpouecc
NCCAeA0BaHNS BK/KOUAN JOKYMEHTaNbHbIE, BUBAMOTrpaduUeckmne u BUPTyaibHble aHa-
MTUYECKME 3aNPOChl C UCMOMb30BAHNEM PA3/INUYHBIX PECYPCOB, TAKMX Kak 3aKOHOAa-
Te/bHble TEKCTbI, MOHOTpaduu, HayuHble CTaTbi, 6a3bl JAHHbIX 1 OHAANH-OUOANOTEKN.
Pesyrbmampl. 13yqas pasinyHble HaLMOHaIbHbIE KOHTEKCTbI, Mbl OY4EpPTUIN TEOPETUKO-
dunocodpckme 1 HOpMaTUBHO-ITUYECKME OCHOBBI, IeXXallie B OCHOBE MO3NLMK Cyaen
BepxoBHOro cyga bpasuanm OTHOCWUTENbHO WCMOAb30BAHUS 3MOPUOHANBHbIX CTBO-
JIOBbIX KNETOK. B OCHOBHOM WX apryMeHTbl CCbINAIMCh Ha BaXKHbIE KOHCTUTYLMOHHbIE
CBOBO/bI, TakWe Kak cBOHOAA NAAHNPOBAHNA CEMbU, HayUHbIX UCCNEA0BAHNIA 1 akaje-
MUYECKON AesTeNbHOCTU, NEPENETAOWMECH C COOBPAKEHMAMI UENOBEUECKOTO A0CTO-
NHCTBA M HEMPUKOCHOBEHHOCTN XXM3HW. Kpome TOro, HekoTopble Cyabi NpeaocTeperam
OT NOTEHUMA/IbHBIX OMACHOCTEN, NPUCYLLX TEHETNYECKUM MAHUMYNSLUSAM.

Bvigodul. HOpuanueckme n sTuyeckmne NocaeacTsma noaxoaa bpasuammn k 3akoHoaa-
TeNbCTBY 0 6MOBE30MACHOCTY, KACAKOLLEMYCS MPaB Ha 3MOPUOHBI, MOAYEPKMBAIOT
HEOBXOAMMOCTb MPOBEAEHWUA HEMTPA/IbHbIX, HUUEM HE OrpaHUUEHHbIX HayUHbIX
NCCNe0BaHMI 1 pereHepaTuBHON Tepannn B pamkax KOHKPETHbIX OnepaumoHHbIX
napameTpoB. K HMM OTHOCATCS 3aWMTa LENOCTHOCTU FeHETUYECKOWM HACIEACTBEHHO-
CTU, ynpexaatollas oueHka noTeHUManbHbIX NpemmyLLecTs (cobaoaeHne npuHLN-
na npeaoCcTOPOXHOCTM) U obecneveHrne MHGOPMMPOBAHHOTO COTNACKS Ha eUeHme.
Cepbe3HbIM NpensgTcTBMEM OCTAeTCs CO3AaHNe HaAeXHbIX MEXAHM3MOB AN9 Ha30pa
3a UCCNeA0BaHMAMM C yYacTUEM YeNOBEYeCKUX IMBPUOHOB B 06nacTv BromeanLn-
Hbl 1 peEreHepaTVBHOM KNETOYHON Tepanuu.

Lex Genetica. 2024. Volume 3, No. 1. 68—81

| 70 |



Enexa E. lynsaesa, Enena H. Tpukos, [leitntoH Pubeinpo bpasun, Xopxe Ucaak Toppec MaHpuke
BanaHc mexay 6M03TUKOI 1 NPaBOBLIMU FPAHULLAMU: AaHA/IU3 peLUeHNS
BepxoBHoro peaepanbHoro cyaa bpasunum o6 uccnesoBaHUaX SMEPUOHABHbBIX CTBOMOBbIX KNETOK

KnoueBble cnoBa: 61103T1Kka, 6106E30MACHOCTb, 3M6PI/IOHaf|beI€ CTBONOBbIE KNETKU, KNOHUPOBaHWe
YENoBEKa, reHHad MHXeHepud, peleHne cyaa, TepaneBtnyeckmne JOCTVXXKEHW , KNETOYHaa Nan pereHe-

patBHad MeANLMHA

Ans umtuposanus: ynqesa, E.E, Tpukos, E.H., bpasun, 4.P, Toppec MaHpuke, X M. (2024). banaHc
mexay 61MO3TUKOM M MPaBOBbIMM TPAHULLAMMW: aHANN3 peleHns BepxoBHOTO deaepanbHoro cyaa
Bpasunun 06 nccnenoBaHnax sMOGpYOHanbHbIX CTBONOBLIX KneTok. Lex Genetica, 3(1), 68—81 (In Russ.).

https://doi.org/1017803/lexgen-2024-3-1-68-81

[ocmynuaa e pedakyuo: 16.02.2024

[MoayueHa nocae peyeH3suposarus u dopabomku: 13.03.2024

[punama k ny6aukayuu: 17.03.2024

Introduction.
Philosophical and ethical aspects

The philosophical perspective of Michael
Tooley asserts that the attribution of the sta-
tus of a “human being with the right to life”
to an organism necessitates the presence
of a defining characteristic, which he iden-
tifies as the concept of self. Within Tooley’s
framework, an organism qualifies asa human
beingifitmanifestsitselfasasubjectinastate
of continuous existence. (Tooley, 2012, p. 390)

Awareness of and engagement with vari-
ous mental states, coupled with the recog-
nition of its status as a “continuing entity”,
further contribute to the delineation of an or-
ganism as a human being. According to this
viewpoint, an unborn child, including an in vi-
troembryo, attains personhood and the right
to life when it recognises its existence and
experiences mental states in alignment with
its physical development. (Travieso, Ferraro,
Trikoz, Gulyaeva, 2021, pp. 85-98)

Despite the imperative to safeguard
a child’s life, even prenatally, the legal de-
termination of the precise moment at which
an embryo transforms into a human being
remains challenging. The 1989 Convention
on the Rights of the Child, in Article 1, defines

achild as “a human being below the age of 18
years”— unless national law stipulates an ear-
lier age of majority. This leaves an ambiguity
regarding the onset of human life. The Amer-
ican Convention on Human Rights, in Ar-
ticle 4, paragraph 1, articulates a definitive
standpoint, asserting that the right to life is
protected by law “from the moment of con-
ception, thus establishing the commence-
ment of human life”. (Antkowiak, Conza,
2017, p. 5) This legal determination assumes
significance in the context of abortion, cate-
gorising artificial termination of pregnancy
as a potential infringement upon the right
to life of an embryo or foetus. A lack of preci-
sion in international instruments for guiding
the determination of the starting point of life
contributes to the legal vacuum.

The moral status of the embryo is a pivot-
al consideration shaping perspectives on its
legal standing. Two primary viewpoints ex-
ist: the first denies the embryo recognition
as a human being, resulting in only relative
legal protection, while the second, in at-
tributing the same “moral status” to the hu-
man embryo as to a fully developed human
being, creates a basis for their equal legal
protection.
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In 1986, the Council of Europe released
Recommendations on the Use of Human
Embryos and Foetuses for Diagnostic, Thera-
peutic, Scientific, Industrial, and Commercial
Purposes. The document acknowledges that
“from the moment of fertilisation of the ovum,
human life develops in a continuous manner,
making it inherently challenging to distinct-
ly delineate the initial (embryonic) phases
of its development, necessitating a deter-
mination of the biological status of the em-
bryo." In light of these considerations, EU
Member States have advocated for specific
measures, including the prohibition of sus-
taining embryo life in vitro beyond 14 days
from fertilisation (point14.1.4), and restricting
the utilisation of human embryos, foetuses,
materials, and tissues whether in industri-
al applications or for therapeutic purposes
(point 141.2). Consequently, the prevailing
consensus among Member States implies
that if an in vitro embryo is spared from sale
and experimentation, it is construed as
a human being with the inherent right to life.
(Trikoz, Gulyaeva, 2023, pp. 24—26)

During the formulation and endorsement
of the Convention on Human Rights and Bio-
medicine, the Council of Europe encountered
difficulties in establishing a unanimous defi-
nition for the term “embryo”. The European
Court of Human Rights (ECtHR) determined
that the legislative evolution in this domain
was leftto the discretion of the States Parties,
except for the provision in paragraph 1 of Arti-
cle 18, which stipulates that “if the law autho-
rises research on embryos in vitro, it must also

provide for adequate protection of the em-
bryo”?

Under English law, embryos are devoid
of rights or interests, precluding an assertion
of their right to life under Article 2 of the 1950
Council of Europe Convention. Consequent-
ly, embryos involved in the case of Evans
vs. The United Kingdom were deemed not
to possess a right to life within the context
of that article. (Guide on Article 2, p. 17) This
legal dispute arose from the complainant’s
contention that UK law permitted his former
partner to revoke consent for the storage and
utilisation of jointly created embryos. Ge-
nome editing has been sanctioned in the UK
since 2016, allowing the use of embryos in sci-
entific stem cell research subject to approval
from the Human Fertilisation and Embryo
Authority (HFEA). The objectives of human
embryo research are clearly delineated
in the UK Human Embryology Acts of 1990
and 2001. (Knapton, 2016)

Germany and Italy uphold more conser-
vative bio-legal policies, strictly proscribing
the traffickingof human embryonicstem cells.
The editing of embryonic genome sparks in-
tense debate due to legal prohibitions against
interference with the human germline.

In countries such as the United States, in-
dividuals have widespread access to donor
sperm, surrogate recruitment, and subse-
quent fertilisation processes. Some nations
offer specific “IVF embryo donation” pro-
grams, while lax regulations in certain re-
gions have led to the proliferation of “repro-
ductive tourism’”.

'Parliamentary Assembly. (1986). Recommendation 1046. Use of human embryos and foetuses for diagnostic,
therapeutic, scientific, industrial and commercial purposes. Available at: http://assembly.coe.int/nw/xml/XRef/

Xref-XML2HTML-en.asp?fileid=15080&lang=en

Z European Court of Human Rights. (2004, July 07). Case of Vo. v. France. Judgment. (App. no. 53924/00).

Available at: https://hudoc.echr.coe.int/fre?i=001-61887
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The Russian Federation has established
the Fundamentals of State Regulation and
Basic Principles in the sphere of ensuring
biological safety, implementing measures
to shield the population and environment
from hazardous biological factors and prevent
biological threats. Federal Law No. 180-FL ‘On
Biomedical Cell Products’ dated 23 June 2016
encompasses products comprising cultured
living human cells. Such products find ap-
plications in diverse research endeavours
and medical contexts. It is noteworthy that
the stipulations of the law do not extend
totechnologiesassociated with reproduction
(e.g., artificial insemination) or transplantolo-
gy (e.g., transplantation of bone marrow, skin,
liver, kidneys, and other organs and tissues).
The law additionally excludes the use of cell
technologies for purely scientific and educa-
tional purposes.

The recently enacted Federal Law No. 466-
FL, dated 04/08/2023, abolishes the man-
datory requirement to register biomedical
cellular products intended for individual use
by clinics for specific patients with the admin-
istering medical organisation. Additionally,
this law specifically excludes high-tech me-
dicinal products and transplantation objects
from the purview of Federal Law No. 180,
aligning its provisions with the regulations
set forth by the Eurasian Economic Union
(EEV). Within the legal framework of Russia,
an embryo receives official recognition as
a human foetus at up to eight weeks of devel-
opment, as stipulated in paragraph 3 of Ar-
ticle 2 of the Federal Law titled ‘Temporary
Prohibition on Human Cloning’? The mo-

ment of birth is formally defined as the sep-
aration of the foetus from the mother’s body
during childbirth, as per clause 1, Article 53
of the Federal Law ‘On the Fundamentals
of Health Protection of Citizens in the Rus-
sian Federation’.

Legal positions and dissenting opinions
inaBrazilian case law

The scientificresearch with embryonicstem
cells aims to address and cure pathologies
and traumas that severely limit or degrade
the lives of a significant population, resulting
in torment, unhappiness, despair, including
but not limited to progressive spinal atro-
phies, muscular dystrophies, multiple scle-
rosis, amyotrophic lateral sclerosis, neuropa-
thies, and motor neuron diseases. This paper
refers to a direct claim of unconstitutionality
No. 3510 — Federal District (ADI) against Ar-
ticle 5 of Law No. 11105, March 24, 2005 (Bio-
safety Law) that permits, for the purposes
of research and therapeutic advancements,
the use of embryonic stem cells obtained
from human embryos produced through in vi-
tro fertilisation and not used in the proceed-
ing. The article is hereby drafted as follows*:

Article 5. The use, for research and therapeutic
purposes, of in vitro obtained embryonic stem cells
from human embryos produced but not used is al-
lowed, provided the following conditions are met:

Item | —they are non-viable embryos; or

Item Il — they are embryos frozen for 3 (three)
Years or more, as of the publication date of this
Law, or, if frozen on the date of this Law’s publica-
tion, have completed 3 (three) years, counted from
the freezing date.

3 Federal Law of 20.05.2002 N° 54-FZ ‘Temporary Prohibition on Human Cloning’. Available at: https://base garant.

ru/184467/. (In Russ.).

“ Brazil. Presidency of the Republic. (2005, March 24). Law No. 11.105. Available at: https://www.planalto.gov.br/cciv-

il_03/ ato2004-2006/2005/lei/[11105.htm. (In Portuguese).
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Paragraph 1. In any case, consent from the par-
ents is required, which must be obtained after
the date of the embryos’ freezing.

Paragraph 2. Research institutions and health
services conducting research or therapy with
embryonic stem cells must submit their projects
for evaluation and approval by the respective re-
search committees.

Paragraph 3. The commercialisation of the bio-
logical material referred to in this article is prohib-
ited; engaging in such practices constitutes a crime
defined in Article 15 of Law No. 9434, dated Feb-
ruary 4, 1997

Embryonic stem cells are those found
in a cluster within each human embryo
up to 14 days old (other scientists reduce
this time to the blastocyst stage, occurring
around 5 days after the fertilisation of a fe-
male ovum by a male sperm). These embryos
result from human manipulation in an extra-
corporeal environment, since they are pro-
duced in a laboratory or in vitro, rather than
spontaneously orin vivo.®

The plaintiff in this case argued that
the challenged provisions contravene the in-
violability of the right to life, since a human
embryo is human life, and thus undermine
a fundamental basis of law, which is based
in the preservation of human dignity. He
additionally argued that research based
on adult stem cells is more promising than
that conducted with embryonic stem cells.
The plaintiff further asserted that: (a) “hu-
man life occurs at, and from, fertilisation”,
developing continuously; (b) the zygote,
consisting of a single cell, is an “embryonic

human being” (¢) it is at the moment of fer-
tilisation that a woman becomes pregnant,
receiving the zygote and providing it with
a suitable environment for its development;
(d) research with adult stem cells is objec
tively and certainly more promising than re-
search with embryonic stem cells.®

The vote of the Justice-Rapporteur Carlos
Ayres Britto addressed various points relat-
ed to the constitutional validity of norms
regarding research in the field of cellular or
regenerative medicine, especially in the con-
text of embryonic stem cells. He highlighted
that the Biosafety Law establishes rigorous
conditions for conducting research, such as
the non-utilisation for reproductive purposes
of the frozen embryo, its reproductive nonvi-
ability, and the express consent of the donat-
ing couple. Additionally, the Justice empha-
sised that the law prohibits practices such
as human cloning and genetic engineering
in certain contexts.

Justice Ayres Britto also argued that
the dignity of the human person is a fun-
damental principle and that the law aims
to contribute to the recovery of the function
of organs and systems of the human body,
benefiting the health of patients with various
conditions, such as spinal atrophies, muscu-
lar dystrophies, multiple sclerosis, among
others. Furthermore, the Justice highlighted
the importance of academic freedom, scien-
tificresearch, and family planning, which are
all supported by the Constitution’

Justice Ellen Gracie argued that there is
no constitutional definition of the initial

S Brazil. Supreme Federal Court. (2008, May 29). Prosecutor General v. President of the Republic and National Congress.

(ADI No. 3510).
s 1bid.

7 Brazil. Supreme Federal Court. (2008, May 29). Prosecutor General v. President of the Republic and National Congress.

(ADI No. 3510).
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moment of human life, and it is not the role
of the Supreme Court to establish concepts
not explicitly or implicitly outlined in the Fed-
eral Constitution of 1988. She emphasised
that introducing any of the proposed scientif-
ic milestones into the legal system is an ex-
clusive legislative exercise, subject to scrutiny
for compliance with the Federal Constitution.
In this context, the Supreme Court’s task is
to examine the harmony of Article 5 of Law
No. 11.105/2005 with the current constitution-
al text.

According to Justice Ellen Cracie, the pa-
rameters for verification include the founda-
tion of human dignity, the guarantee of thein-
violability of the right to life, the right to free
expression of scientific activity, the right
to health, and the duty of the State to pro-
mote scientific development. Before debat-
ing the use of human embryos in stem cell
research, she highlighted the importance
of questioning the acceptance of surplus fer-
tilised ova as a necessary cost to overcome
infertility. In this respect, the reasonable
and cautious legislative treatment given
to the matter, finding no violation of human
dignity in using inviable pre-embryos or
those frozen for over three years in stem cell
research, was acknowledged.®

In his vote, Justice Menezes Direito
highlighted the undoubted significance
of the issue submitted to the judgment
of the Supreme Court, requiring that a pru-
dent reflection be undertaken by each judge
from the depths of his or her conscience.
On the other hand, the diversity of view-
points it invokes should not be diminished,
indicating solutions and paths that reveal

¢ Ibid.
?Ibid.

the essence of the plural society that must
be respected and encouraged. What the Su-
preme Court of Brazil is challenging is, there-
fore, not a religious, but a legal question,
which is placed in the realm of constitution-
al interpretation concerning the protection
of life and human dignity.

In her vote, Justice Carmen Llcia empha-
sised the judge’s commitment to adhere
to the current constitutional order and act
in such a way as to make it prevail. She stat-
ed that she sees the Constitution as her bible
and Brazil as her only religion. Ajudge, when
in the courtroom, worships the law. Giv-
en the secular state, plural society, neutral
science, and impartial law, she argued that
the core constitutional question in this case
is the freedom guaranteed by the challenged
law to undertake research and therapy with
embryonic stem cells according to Article
5 of Law No. 11105/2005.

In her vote, Justice Carmen Licia highlight-
ed that embryonic stem cells have human
characteristics, requiring an acknowledge-
ment of the importance of adhering to prin-
ciples such as necessity, integrity of the ge-
netic heritage, prior evaluation of potential
benefits, and informed consent in research
and treatment. Thus, she argued that, when
based on established scientific principles,
the use of embryonic stem cells for research
and subsequent treatment does not violate
human dignity, butinstead enhances it

Justice Ricardo Lewandowski contended
that the discussion should revolve around
the right to life perceived as a collective good,
which is owned by society or even humani-
ty. This perspective is particularly important
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considering the potential risks stemming
from the manipulation of the human genetic
code. When contemplating the preservation
of life on a broader scale, encompassing not
only the national, but even the planetary
level, the “precautionary principle” becomes
relevant. This principle currently guides
the actions of those operating in the realms
of environmental protection and public
health. Despite not being explicitly formu-
lated, it finds support in Articles 196 and
225 of the Federal Constitution of 1988°
Based on Comparative Law, he believes it is
not advisable to allow those directly involved
in research to make decisions in this import-
ant scientific area according to their own de-
signs, without the oversight of public author-
ities and representatives of the community."

In his vote, Justice Eros Grau affirmed
the constitutionality of Article 5 of the Bio-
safety Law. However, he stated three reser-
vations: the creation of a central committee
within the Ministry of Health to oversee re-
search, the fertilisation of only four ova per
cycle, and the acquisition of embryonic stem
cells from non-viable fertilised ova or without
causing harm to viable ones ™

For Justice Joaquim Barbosa, the analysis
of the legal text makes it clear that not ev-
ery embryo can be the subject of scientific
research. Likewise, there is no obligation for
parents to donate their embryos for research
purposes. Most importantly, the creation
of embryos intended for research is strictly

prohibited. The regulation of the use of em-
bryonicstem cells through a law that upholds
private autonomy within predefined objec
tive parameters does not invoke the alleged
constitutional flaw. On the contrary, con-
sidering the seriousness of utilising human
embryos in scientific research, or any form
of inquiry, it is imperative for the legislator
to establish suitable guidelines. By imple-
menting effective mechanisms for over-
seeing such research, these should ensure
the protection of private autonomy and
the responsible development of science
in the country™

In his vote, Justice Cézar Peluso observed
that there are several potential subjects
of the right to life to be considered in the con-
text of this case: the frozen embryo, the im-
planted embryo and the foetus, and finally,
the fully developed human being, whether
a child or an adult, who possesses attributes
that the constitutional order recognises as
conferring personhood. The most import-
ant question that the Court must address
is whether the constitutional protection
of life applies in its entirety to the category
of embryos — more specifically, to non-via-
ble embryos and those subjected to cryo-
preservation. He is convinced that the attri-
bute of humanity is already present in both
the embryo and in the subsequent stages
of its development

In his vote, Justice Marco Aurélio affirmed
that Article 5 of Law No. 11.105/2005 address-

° Brazil. Chamber of Deputies. (1988, October 5). Constitution of the Federative Republic of Brazil. Available at: https://
www.globalhealthrights.org/wp-content/uploads/2013/09/Brazil-constitution-English.pdf
" Brazil. Supreme Federal Court. (2008, May 29). Prosecutor General v. President of the Republic and National Congress.

(ADI No. 3510).
2 |bid.

" Brazil. Supreme Federal Court. (2008, May 29). Prosecutor General v. President of the Republic and National Congress.

(ADI No. 3510).
“ Ibid.
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es the use of human embryos produced
through in vitro fertilisation, excluding those
naturally conceived in the uterus. Addition-
ally, with its numerous precautionary and
prohibitive clauses, such as those pertaining
to cloning, the law limits research to embry-
os not usable in the insemination process. As
well as explicitly considers only non-viable
embryos and those frozen for three years, it
requires consent from ovum and sperm do-
nors, and prohibits commercialisation under
pain of various associated criminal offenses.
Viability, or a lack thereof, directly relates
to the ability to develop into a human be-
ing. From a biological perspective, the com-
mencement of life involves not only the fer-
tilisation of the ovum by the sperm, but also
the aforementioned viability, which s
non-existent without what is understood as
human pregnancy.”

Justice Celso de Mello highlighted that em-
bryonic stem cells have stable genes, which
are resistant to biochemical changes during
therapeutic processes. Due to their unlim-
ited potential, these cells can be applied
in the treatment of various serious condi-
tions. The constitutional dispute is unrelat-
ed to abortion. Considering the bioethics
of the beginning of life, the interpretation
depends on various theoretical formula-
tions. The interpreter who is detached from
religious considerations can choose a con-
ception that aligns with the public interest,
social requirements for scientific research,
and community well-being. This approach
aims to give real meaning to the principle
of human dignity and concretely uphold
constitutional proclamations recognising

* Ibid.
* |bid.

the right to life and health as fundamental
rights. (Korff, 2006)

Finally, according to Justice Gilmar Mendes,
Law No. 11105, March 24, 2005, establishes
safety standards and oversight mechanisms
for activities involving Genetically Modified
Organisms (GMOs) and their derivatives. Inits
preamble, the law sets forth guidelines that
form the basis of its regulations: promoting
scientific progress in biosafety and biotech-
nology, protecting human, animal, and plant
life and health, and adhering to the precau-
tionary principle forenvironmental protection.

Throughout the body of the law, Article 5 is
dedicated to regulating the use of embryon-
ic stem cells obtained from human embryos
produced by in vitro fertilisation for research
purposes. Itis evident that the law was careful
in its regulation of certain aspects, requiring
that research be conducted only with so-
called “non-viable” human embryos, as well
as subject to parental consent and project
approval by ethics committees. The commer-
cial use of such biological material is expressly
prohibited.

He concluded by underscoring that Article
5 of Law No. 11105/2005 should be interpret-
ed to mean that permission for research and
therapy with embryonic stem cells obtained
from human embryos produced by in vitro
fertilisation must be subject to prior approval
and authorisation by the Central Ethics and
Research Committee affiliated with the Min-
istry of Health®

As decided by the Supreme Federal Court
in ADI 3510, the Brazilian Federal Constitution
of 1988 does not provide for the beginning
of human life or recognise the precise mo-
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ment when it begins. It does not make every
stage of human life an autonomous legal
right, but considers life as inherent to a con-
crete person who is already born (natalist the-
ory, as opposed to conceptionist or condition-
al personality theories).

However, on the other hand, the Brazilian
Civil Code of 2002, in its Article 2, adopts
the natalist theory by stipulating that “the
civil personality of a person begins at birth
with life; but the law safeguards, from con-
ception, the rights of the unborn”"”

It was emphasised in the decision that
the best interpretation of the Federal Con-
stitution of 1988 was in the sense of refer-
ring to “rights of the human person” and
even ‘rights and individual guarantees” as
an entrenched clause; here, it is speaking
of the rights and guarantees of the individual
person, who becomes the recipient of funda-
mental rights such as “the right to life, liberty,
equality, security, and property”among other
rights and guarantees equally distinguished
with the mark of fundamentality (such as
the right to health and family planning).

The Brazilian Supreme Federal Court fur-
ther stated that research carried out with
embryonic stem cells, due to the pluripoten-
cy of such cells—in other words, they can gen-
erate any human tissue, as they can differen-
tiate into other cells — cannot be replaced by
other research programs, like those carried
out with adult stem cells, which have low de-
gree of differentiation. The Supreme Federal
Court also explained, in conclusion, that re-
search with stem cells is carried out in accor-
dance with the Federal Constitution, in which
itis established that the State must promote
and encourage scientific development and

technological research (article 218) as well as
ensure the right to health (article 196), and
that such research constitutes an instrument
to implement this right.

The stance taken by the Justice-Rapporteur
Ayres Britto appears to be grounded in a the-
oretical consideration: when faced with an
embryo strictly within the parameters of Ar-
ticle 5 of the Biosafety Law, what do we have?
According to him, the answer is a vegeta-
tive life that precedes the development
of the brain. The brain has not yet formed,
and neither has maternity; moreover, neither
will ever happen. However, something result-
ing from the fusion of material collected from
two human beings still exists within cylindri-
cal and frozen test tubes. While it continues
to exist, there is no possibility whatsoever for
itto evolve into a natural person.

Furthermore, if ordinary law is allowed
to equate brain death with the cessation
of the life of a specific human individual, and
if it is already established that brain death is
the precise endpoint of personalised human
existence, justifying the removal of organs,
tissues, and parts from the still physically
pulsating body for transplantation, research,
and treatment, then, in essence, the human
embryo referred to in Article 5 of the Biosafe-
ty Law is an entity entirely devoid of any sem-
blance of brain life. In this context, the asser-
tion of the legal statute’sincompatibility with
the Brazilian Federal Constitution of 1988 is
to be categorically and promptly dismissed.

Justice Cézar Peluso challenged this inter-
pretation, deeming the rhetorical analogy
attempting to establish a connection be-
tween the moments of so-called brain death
and, conversely, the onset of life, which is

7nternational Center for Not-for-Profit Law (ICNL). (2002). Excerpt from Law 10,406 — Civil Code. Available at: https://

www.icnl.org/research/library/brazil exlaw10406/
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suggested to occur during neurulation or
the embryonic stage of the nervous system,
as insufficient. Hermeneutical approaches
seeking to interpret the Federal Constitution
of 1988 in light of subordinate norms also
carry no weight in this context. The concepts
of life and personhood — in this case, com-
prising integral elements of the quaestio iuris —
must be constructed or reconstructed within
the highest material confines of the consti-
tutional framework. This is precisely why
a dogmatic stance that attempted to grade
the right to life under the pretext of the rel-
ativity of constitutional rights would be of no
avail. Such a position suggests that since, due
to positive law, the crime of homicide car-
ries a higher penalty than that prescribed for
abortion, intra-uterine life and, a fortiori, em-
bryonic cells would have lower legal-constitu-
tional dignity.

Both bioethics and biolaw are grounded
in the Brazilian Federal Constitution. Here, it
is the constitutionalisation of the right to life
and the emphasis on the foundational and
substantive principle of human dignity that
ensure the basis for the inviolability, sacred-
ness, and responsibility of human life. As con-
cluded by Justice Carmen Lucia, this founda-
tion should be taken into account by norms,
doctrines, jurisprudential decisions, and
practices of any nature (including private bio-
medical practices) that relate to human life.

Another interesting point is advocated
by Justice Ellen Gracie in her opinion, which
drew attention to the debate about the use
of human embryos in stem cell research. This
discussion must necessarily begin by ques-
tioning the acceptance of the surplus of fer-

tilised ova as a necessary cost for overcoming
infertility.

Inlieuof a conclusion

In Brazil, the ruling in case ADI 3,510-DF,
addressing the constitutionality of the sci-
entifictherapeutic use of embryonic stem
cells, grappled with the fundamental issue
of the separation of powers in a rule of law.
By imposing constraints on the provisions
of the Brazilian Biosafety Law in order to as-
sess its constitutionality, the Justices hinted
at the potential for the Supreme Federal
Court to indirectly shape legislation, thereby
manifesting a distinct form of judicial activ-
ism. Another salient point was the deliberate
exclusion of religious considerations from
the legal determination.

The rapid advancement of the biotechno-
logical revolution in laboratories outpaces
the development of corresponding nation-
al legislation. In the forthcoming decades,
a significant proportion of offspring is pre-
dicted to originate from laboratory-assisted
conception methods, enabling the prospect
of birth without the direct involvement
of awoman’s body.

However, the intricate matter of estab-
lishing a comprehensive legal framework
for the status of the embryo prior to its
implantation in a woman’s uterus remains
inadequately addressed by legal doctrine
and the expert community. This regulato-
ry void underscores the necessity of safe-
guarding the legal rights of the embryo and
pre-empting illicit practices, particularly
those associated with commercialisation
in this domain.
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