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ABSTRACT: The significant progress made in biology research has revealed the key
role of human stem cells in the discovery of medical treatments. What has emerged,
in particular, is the revolutionary capability of human embryonic stem cells (hESCs)
to differentiate into any other specialised cell of the human body. The capability to
be pluripotent makes these cells as an essential and invaluable resource for both
the analysis of the embryos themselves and the discovery of new therapies for un-
treated diseases. However, because hESCs are derived from the inner mass of a blas-
tocyst —a very early embryo — some ethical concerns arise about the need to destroy
a human embryo to extract the cell lines. In some States, including Italy, such con-
cerns have led to legal restrictions at the national level, such as the absolute ban to
donate supernumerary embryos left over after fertility treatments and no more in-
tended for implantation, for research purpose.

Attention is dedicated to the relevant synergies and worrying gaps that exist be-
tween embryo research and the right to the enjoyment of the highest attainable
standard of health. The final goal is to identify potential opportunities to maximise
the benefits of scientific progress and ensure compliance between embryo research
and the right to health. It is worth noting that, although the right to the benefits of
science and its applications and the right to life are addressed throughout the re-
search, this work primarily focuses on the right to health.
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1. Introduction

istorically, scientific research has largely proved to be key for the extraordinary advan-

cement in the prevention, treatment and care of human diseases. One of the brightest

chapters in the history of science is the discovery of vaccines against illnesses that used
to be fatal for humans and that were defeated by humans, eventually. Thanks to the hard work of
some scientists, several diseases have been eradicated and some others, such as influenza, are now
far from representing a threat for people’s lifel.
However, a number of devastating illnesses, including cancer, diabetes, Parkinson’s Disease and
Alzheimer’s Disease are still untreated and continue to affect persons’ health and life, sometimes
leading to death?. The significant progress made in biology has revealed the key role of human stem
cells in the discovery of medical treatments. What has emerged, in particular, is the revolutionary
capability of human embryonic stem cells (hESCs) to differentiate into any other specialised cell of
the human body3. The capability to be pluripotent makes these cells as an essential and invaluable
resource for both the analysis of the embryos themselves and the discovery of new therapies for
untreated diseases.
What is at the centre of the debate, however, is the way in which such cell lines are obtained,
considering that hESCs might be extracted from either supernumerary embryos left unused after
an In Vitro Fertilization (IVF), embryos no more intended for implantation or embryos rendered
unsuitable for reproductive purpose because of arrested or abnormal growth. The fact that hESCs
are derived from the inner mass of a blastocyst — a very early embryo — gives rise to some ethical
issues about the need to destroy a human embryo to extract the cell lines®. In some States, including
Italy, similar concerns have led to legal restrictions on embryo research at the national level, inclu-
ding the absolute ban to donate any embryos left over after fertility treatments for research, even
when they are not intended to be implanted anymore.
In recent years, there has been a growing interest in the unique properties of human stem cells and
their potential for medical progress whereas less attention has been paid to the connections
between embryo research, human health and human rights.
The present article aims to examine some of these connections and to identify potential synergies,
gaps and opportunities in the analysis of embryo research from the right to health perspective. In
particular, the study elaborates on some potential understandings of articles 2(1) and 12 of the
International Covenant on Economic, Social and Cultural Rights (ICESCR)> and poses questions on

1S, PLOTKIN, History of vaccination, in Proc. Natl. Acad. Sci. U.S.A., 111, 34, 2014, pp. 12283-12287.

2 A.R. CHAPMAN, M.S. FRANKEL, M.S. GARFINKEL, Stem Cell Research and Applications: Monitoring the Frontiers of
Biomedical Research, in American Association for the Advancement of Science and Institute for Civil Society,
1999, Preface.

3 A. BONGSO, M. RICHARDS, C.Y. FONG, From Human Embryos to Clinically Compliant 14 Embryonic Stem Cells:
Blastocyst Culture, Xeno-free Derivation and Cryopreservation, Properties and Applications of Embryonic Stem
Cells, in A. BONGSO, E.H. LE, Stem Cells: From Bench to Bedside, Singapore, 2005, p. 23.

4 American College of Obstetricians and Gynecologists, Committee on Ethics, Opinion 347: Using Preimplan-
tation Embryos for Research, 2006.

5 UN General Assembly, International Covenant on Economic, Social and Cultural Rights, Treaty Series (TS),
vol. 993, 16 December 1966.
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what States are required to do or should refrain from doing to ensure compliance between internal
policies and the international human rights standards on health. Also, the research tackles the im-
portant issue of providing effective monitoring mechanisms to check progress in the implementa-
tion of the right to health and hold those responsible accountable for their actions. Finally, attention
is paid to the role played by the civil society in the development of national programmes and regu-
lation.

2. The absence of a legal definition for the embryo: regional instruments and different
perspectives

When James Thomson derived hESCs from an embryo in 1998, he introduced a technique which
involved the destruction or disaggregation of the embryo from which the cell lines were extracted®.
The need to destroy the embryo, however, continues to cause ethical concerns, arriving to be
banned by the national legislations of certain countries. Those who consider the embryo as a po-
tential human being, identify it as a human rights holder to be protected on the same level of a
person. In their view, the destruction of an embryo can be compared to the killing of a human
being’. However, it is argued that the exceptional capability of hESCs to differentiate into any other
type of human cell makes them as a primary resource for the treatment of diseases caused by the
loss of cells and tissues that are still cause of human mortality and that, because of their ability to
renew themselves, hESCs might represent an endless source of biological resources to be used by
scientists for medical progress®.

At the basis of the debate there is the difficulty to identify the legal status of the embryo. Interna-
tional human rights instruments do not define the moment when life begins and the absence of a
clear position in this regard has relevant consequences in determining whether or not an embryo
can be entitled with human rights. However, significant jurisprudence has been developed at the
regional level, especially in the Inter-American system and in Europe, where Courts have been ac-
cessed in a good number of cases to clarify whether or not the embryo is entitled with human rights.

6).A. THOMSON, M.A. WAKNITZ, J.J. SWIERGIEL, V.S. MARSHALL, Embryonic Stem Cell Lines Derived from Human Bla-
stocysts, in Science, 282, 1998, pp. 1145 -1147.

7 M. FARLEY, Roman Catholic Views on Research Involving Human Embryonic Stem Cells, in S. HOLLAND, K.
LEBACQZ, L. ZOLOTH, The Human Embryonic Stem Cell Debate: Science, Ethics, and Public Policy, Cambridge
(Massachusetts), 2001, pp. 115-117.

8 Although the present article mainly focuses on the legal issues, the moral status of the embryo has been
highly debated by scholars. Broadly on this topic, please consider reading: A.R. CHAPMAN, M.S. FRANKEL, M.S.
GARFINKEL, op. cit.; ETHICS COMMITTEE OF THE AMERICAN SOCIETY FOR REPRODUCTIVE MEDICINE, Donating embryos for
human embryonic stem cell (hESC) research: a committee opinion, in Int J Fertil Steril, 100, 4, 2013, pp. 935-
939; J. SAVULESCU, J.PUGH, T. DOUGLAS, C. GYNGELL, The moral imperative to continue gene editing research on
human embryos, in Protein & Cell, 6, 7, 2015, pp 476-479; S.D. PATTINSON, Some Comments on Developmental
Thresholds and their Moral and Policy Significance, in Human Embryo Culture, Nuffield Council on Bioethics,
2017, pp. 81-83.
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2.1. The Inter-American System

Article 4 of the American Convention on Human Rights recognises the right to life «in general, from
the moment of conception»®, where the word conception is defined by the Inter-American Court
of Human Rights (IACHR) as «the moment when the embryo becomes implanted in the uterus».
What seemed to identify the embryo as entitled with the right to life has therefore been excluded
by the Court which, in its judgment on the Artavia Murillo case, specifies: «Before this event, Article
4 of the Convention would not be applicable»!. Also, the words in general give rise to broader
interpretations where the protection of the right to life under Article 4 walks together with the
social conscience, in accordance with the political and legal developments on this issue. It follows
that the Inter-American Court has never recognized an absolute right to life of the embryo, living
space for exceptions to the general rule, instead?. A similar perspective had already been held by
the Inter-American Commission of Human Rights in the Baby Boy case in 19812, when the judges
pointed out that they could not recognise the right to life of the embryo since the drafters of the
American Declaration of Human Rights (Bogota, 1948) had chosen «not to adopt language which
would clearly have stated that principle»4.

2.2. The European Framework

The European Convention for the Protection of Human Rights and Fundamental Freedoms (ECHR)
states in its Article 2(1) that «Everyone’s right to life shall be protected by law»>. However, to
whom the word everyone refers specifically and who the subjects entitled with such right are, is
controversial. The question about the beginning of life has been addressed by the European Court
of Human Rights (ECtHR) in a good number of cases where the legal status of either the foetus or
the embryo was at stake. However, because of the acute sensitivity of the political, moral and eth-
ical issues raised, the Court has often preferred to act cautiously, leaving the legal definition of the
embryo to the margin of appreciation of each State.

Vo v. France'® and Tysiac v Poland®” represent two good examples of such approach. Arguably, alt-
hough they refer to the foetus and not to the embryo, the position of the Court is still applicable to
hESCs research as the embryo is biologically less developed than a foetus.

% Organization of American States (OAS), American Convention on Human Rights, “Pact of San Jose”, 22 No-
vember 1969, art. 4 (Right to Life).

10 Gretel Artavia Murillo y. Otros (“Fecundacion in Vitro”) v. Costa Rica, Inter-American Court of Human Rights
(IACHR), 28 November 2012, para. 264.

11 Gretel Artavia Murillo y. Otros (“Fecundacion in Vitro”) v. Costa Rica, cit., para. 264.

12 Gretel Artavia Murillo y. Otros (“Fecundacion in Vitro”) v. Costa Rica, cit., paras. 188, 221-222.

13 Gretel Artavia Murillo y. Otros (“Fecundacion in Vitro”) v. Costa Rica, cit., para. 264.

¥ White and Potter v. United States, IACHR, 6 March 1981, para. 14(a).

15 Council of Europe, European Convention for the Protection of Human Rights and Fundamental Freedoms,
as amended by Protocols Nos. 11 and 14, European Treaty Series (ETS) 5, 4 November 1950, art. 2.

16 Vo v. France, European Court of Human Rights (ECtHR), 26 November 2003.

17 Tysiac v. Poland, ECtHR, 21 September 2005.
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In Vo v. France, the applicant was forced to undergo a therapeutic abortion because of a fatal mis-
take committed by a medical doctor. Since the woman was almost 21 weeks pregnant and her foe-
tus was healthy before the abortion, she lodged a criminal complaint for homicide against her un-
born child. However, the ECtHR did not consider it necessary to answer the question on whether
the foetus has the right to life'® and ruled that, in absence of a European consensus about the legal
determination of the beginning of life, such issue had to be left to the margin of appreciation of
single States. Similar conclusions were reached by the ECtHR in the Tysiac v. Poland case, where
a pregnant woman was denied the right to abortion, even though she was at risk of blindness be-
cause of that pregnancy. She was forced to continue with her pregnancy and she became blind as
a result®
it did recognise the lack of clarity of Polish law about abortion. Also, the ECtHR did not ignore the
high pressure under which the applicant was and the impact of such pregnancy on her health;

. Again, the Court avoided to address the question about the beginning of life directly, but

hence, it recognised the violation of article 8 ECHR?.

Direct attention to the embryo was paid in Evans v. UK?, instead., where the Grand Chamber held
that, in the circumstances described, the embryo was not to be considered as entitled with the right
to life under Article 2 ECHR?3. Such conclusion was reached by the Chamber on the basis of what
the Grand Chamber had already established in Vo v. France: in absence of any European consensus
on the legal definition of the beginning of life, any decision about this issue comes with the margin
of appreciation of the single State. Under the legislation of the United Kingdom, the embryo does
not have any independent rights or interests recognised. Hence, it is not considered as entitled with
the right to life?*. Finally, the Parrillo v Italy?® case is of interest in this regard. Here, the applicant
claimed that a blanket ban imposed by the Italian Law No. 40/2004%° had prevented her from do-
nating embryos produced in vitro and no more intended for implantation to scientific research. The
case highlighted the urgent need for a legal definition of the embryo as to determine to what extent
a person is free to decide upon its destiny and scientists can conduct embryo research. However,
no indication was provided by the Court?’.

8 Vo v. France, cit, paras. 76-80.

¥ Vo v. France, cit, para 82.

20 Tysiac v. Poland, cit., para. 65.

21 European Convention for the Protection of Human Rights and Fundamental Freedoms, cit., art. 8. (Right to
respect for private life and family life).

22 Eygns v. the United Kingdom, ECtHR, 10 April 2007.

23 European Convention for the Protection of Human Rights and Fundamental Freedomes, cit., art. 2 (Right to
life).

24 Evans v. the United Kingdom, cit., paras 54-56.

2 parrillo v. Italy, ECtHR, 27 August 2015.

26 Act No. 40 of February 19, 2004, Rules on Medically Assisted Procreation, Official Gazette, No. 45 (Feb. 24,
2004).

27 parrillo v. Italy, cit.
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3. The right to the enjoyment of the highest attainable standard of health and its under-
lying determinants

From a human rights perspective, the definition of health goes far beyond the mere idea of building
hospitals and accessing health care?. Rather, health is to be considered as interdependent and
interrelated with the respect, protection and fulfilment of other human rights?, including the right
to enjoy the benefits of scientific progress and its applications. The impact of the indivisibility of
human rights against vulnerabilities or ill health has been clearly recognised by the Declaration of
Commitment on HIV/AIDS, adopted by the United Nations General Assembly in 2001, which states
that «the full realization of human rights and fundamental freedoms for all is an essential element
in a global response to the HIV/AIDS pandemic, including in the areas of prevention, care, support
and treatment, and that it reduces vulnerability to HIV/AIDS and prevents stigma and related dis-
crimination against people living with or at risk of HIV/AIDS»%°,

This universal and inclusive right is made up of freedoms and entitlements aimed at protecting the
inherent dignity and equity of every human being. Among its freedoms, there is the right to be free
from non-consensual medical treatment whereas the entitlements include, inter alia, the right to
prevention, treatment and control of diseases; the provision of health-related education and infor-
mation; the participation of the population in health-related decision-making at the national and
community levels®..

Also, underlying determinants of health and ill health are not purely connected with the biological
or medical field but comprehend a wide range of political, social, economic and cultural factors
which protect and promote the right to health beyond health services, goods and facilities32. The
Committee on Economic, Social and Cultural Rights lists, among others, health-related education
and information33. A rights perspective is therefore perfectly compatible with work in epidemiology
that has identified social determinants as key causes of disease3*.

28 | P. FREEDMAN, Achieving the MDGs: Health Systems as Core Social Institutions, in Development, 48, pp. 19,
20 2005; P. HUNT, G. BACKMAN, Health Systems and the Right to the Highest Attainable Standard of Health, in
Health & Human Rights, 10, 2008, pp. 81-92; A.E. YAMIN, Toward Transformative Accountability: A Proposal
for Rights-Based Approaches to Fulfilling Maternal Health Obligations, in SUR — Int’l J. On Hum Rts, 7, 12,
2010, p. 95.

2% UN General Assembly, Vienna Declaration and Programme of Action, A/CONF.157/23, 12 July 1993, para.
11.

30 UN General Assembly, Declaration of Commitment on HIV/AIDS, A/RES/S-26/2, 2 August 2001, para. 16.

31 Office of the United Nations High Commissioner for Human Rights United Nations Office (OHCHR), The
Right to Health, 2008, pp. 3-4.

32 AE. YAMIN, Transformative combinations: women’s health and human rights, in J Am Womens Assoc., 52,
1997, pp. 169-173.

33 UN Committee on Economic, Social and Cultural Rights (CESCR), General Comment No. 14: The Right to the
Highest Attainable Standard of Health (Art. 12 of the Covenant), E/C.12/2000/4, 11 August 2000, para. 11.

34 B.G. LINK, J. PHELAN, Social conditions as fundamental causes of disease, in J Health Soc Behav, Spec No, 1995,
pp. 80-94; M. MARMOT, R.G. WILKINSON, Social Determinants of Health, 1999; L. BERKMAN, |., KAWACHI, A histori-
cal framework for social epidemiology, in L. BERKMAN, |. KAWACHI, Social Epidemiology, New York, NY, 2000, pp.
3-12; S. MARKS, The new partnership of health and human rights, in Hum Rights Dialogue, 2, 2001, pp. 21-22.
A.E. YAMIN, The Right to Health Under International Law and Its Relevance to the United States, in Am J Public
Health, 95, 7, 2005, pp. 1156-1161.
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The first notion of a right to health under international law is enshrined in the Preamble of the WHO
Constitution, adopted in 1946 which states that the «enjoyment of the highest attainable standard
of health is one of the fundamental rights of every human being without distinction of race, religion,
political belief, economic or social condition»®>. Two years later, article 25(1) of the 1948 Universal
Declaration of Human Rights laid the foundations for the international legal framework for the right
to health and set forth the right to a «standard of living adequate for the health and well-being of
himself and his family, including (...) medical care and {(...) the right to security in the event of (...)
sickness, disability (...) or other lack of livelihood in circumstances beyond his control»3®.

Since then, a wide range of international, regional and domestic instruments have codified the right
to health.

Article 12 of ICESCR?* introduces legally binding provisions and provides a cornerstone protection
of the right to health for all individuals of the 166 ratifying States®. Additional protections for spe-
cific groups are provided by group-focused international treaties. Women'’s right to health is ad-
dressed by the Convention on the Elimination of All Forms of Discrimination Against Women
(CEDAW), in particular articles 11(1)f, 12 and 14(2)b%. The Convention on the Right of the Child
(CRC) provides extensive protection to the child’s right to health (article 25), including the most
vulnerable groups of children (articles 3(3), 17, 23, 25, 32 and 28)%. Article 5(e)(iv) of the Interna-
tional Convention on the Elimination of All Forms of Racial Discrimination (ICERD) protects «the
right to public health (and) medical care» of racial and ethnic groups*. Persons with disabilities find
several provisions on their right to health in the Convention on the Rights of Persons with Disabili-
ties (CRPD) which stresses the importance of protecting such right «without discrimination on the
basis of disability» (article 25)*. Interestingly, the treaty bodies that monitor the ICESCR, the
CEDAW and the CRC have adopted general comments on the right to health. They are not legally
binding instruments but provide an authoritative interpretation of the provisions enshrined in the
treaties®.

35 Constitution of the World Health Organization, adopted 22 July 1946 and entered into force 7 April 1948,
14 UNTS 185, preamble.

36 UN General Assembly, Universal Declaration of Human Rights, 217 A, 10 December 1948, art. 25(1).

37 UN General Assembly, International Covenant on Economic, Social and Cultural Rights, Treaty Series, vol.
993, p. 3, 16 December 1966, art. 15(1)(b).

38 Www.indicators.ohchr.org (last visited 09/01/2018).

39 UN General Assembly, Convention on the Elimination of All Forms of Discrimination Against Women, Treaty
Series, vol. 1249, 18 December 1979, p. 13.

40 UN General Assembly, Convention on the Rights of the Child, Treaty Series, vol. 1577, 20 November 1989,
p. 3.

41 UN General Assembly, International Convention on the Elimination of All Forms of Racial Discrimination,
Treaty Series, vol. 660, 21 December 1965, p. 195.

42 UN General Assembly, Convention on the Rights of Persons with Disabilities: resolution / adopted by the
General Assembly, 24 January 2007, A/RES/61/106.

4 Office of the United Nations High Commissioner for Human Rights United Nations Office, The Right to
Health, Geneva, Switzerland, 2008, p.10.
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At the regional level, the right to health is addressed by a wide range of instruments, including the
African Charter on Human and Peoples’ Rights (article 16)*; the American Convention on Human
Rights (paras 83-91)* and its Additional Protocol in the Area of Economic, Social and Cultural Rights,
“Protocol of San Salvador” (article 10)*; the European Social Charter (article 11)*’.

Finally, over eighty States have explicitly recognised the right to health or the right to health care
in their national constitutions?,

4. Towards the progressive realisation of the right to health: embryos unsuitable for im-
plantation and the maximum available resources of a State

The ICESCR represents a cornerstone treaty in the protection of ESC rights, including the right to
the enjoyment of the benefits of scientific progress and its applications and the right to the highest
attainable standard of health. In article 2(1), this legally binding instrument poses a duty on each
State party to «take steps (...) to the maximum of its available resources» towards the progressive
realisation of the rights recognised in the Covenant®. Similar provisions are also enshrined in article
4 of CRC and article 4(2) CRPD*°.

What these treaties do not clarify, however, is the definition of resources within the scope of their
articles. Scholars have thoroughly discussed on whether the concept of resources purely refers to
a financial commitment of the State or should be interpreted more broadly, instead®’. As Chapman
pointed out, the assessment of progressive realisation within the context of resource availability
«considerably complicates the methodological requirements for monitoring»>2. Two are the prac-
tical issues in evaluating State compliance with the full use of the maximum available resources.
First, the definition of what resources are available to a State®3, to identify the precise content of

4 QOrganization of African Unity (OAU), African Charter on Human and Peoples’ Rights (“Banjul Charter”),
CAB/LEG/67/3, 1981, rev. 5, 21 I.L.M. 58, 1982.

45 Organization of American States (OAS), American Convention on Human Rights, “Pact of San Jose”, Costa
Rica, 22 November 1969.

46 Organization of American States (OAS), Additional Protocol to the American Convention on Human Rights
in the Area of Economic, Social and Cultural Rights (“Protocol of San Salvador”), A-52, 16 November 1999.

47 Council of Europe, European Social Charter (Revised), ETS 163, 3 May 1996.

48 National Constitutions Database available at: www.globalhealthrights.org/constitutions/constitution-re-
gion/page/2/ (last visited 09/01/2018).

% UNGA, International Covenant on Economic, Social and Cultural Rights, cit., art. 2(1).

50 See UN Committee on Economic, Social and Cultural Rights (CESCR), General Comment No. 3: The Nature
of States Parties’ Obligations (Art. 2, Para. 1, of the Covenant), E/1991/23, 14 December 1990, para. 9; UN
Committee on Economic, Social and Cultural Rights (CESCR), General Comment No. 13: The Right to Education
(Art. 13 of the Covenant), E/C.12/1999/10, 8 December 1999, para. 44; UN Committee on Economic, Social
and Cultural Rights (CESCR), General Comment No. 14: The Right to the Highest Attainable Standard of Health
(Art. 12 of the Covenant), E/C.12/2000/4, 11 August 2000, para. 31.

51 M. SSENYONJO, Economic, Social and Cultural Rights in International Law, Portland, 2016, pp. 95-98.

52 A. CHAPMAN, S. RUSSELL, Introduction, in A. CHAPMAN, S. RUSSELL, Core Obligations: Building a Framework for
Economic, Social and Cultural Rights, 2002, p. 23.

53 See R. ROBERTSON, Measuring state Compliance with the Obligation to Devote the “Maximum Available Re-
sources” to Realising Economic, Social and Cultural Rights, in Human Rights Quaterly, 16, 1994, pp. 693-694.
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t>4. Second, the evaluation on whether the State has

the obligation and any potential breaches of i
concretely used its available resources to the maximum.

During the drafting process of the Covenant, the word resources was understood as including
«budgetary appropriations and also technical assistance, international cooperation and other ele-
ments»°>® available at the domestic and international level®. More recently, the Committee on the
Rights of the Child has suggested that «resources are also to be understood in qualitative terms and
not solely quantitative» and that they should be given a broader interpretation which includes «not
only financial resources, but also other types of resources relevant for the realization of economic,
social and cultural rights»®’. Therefore, the State has the progressive obligation to use all available
financial, natural, human, cultural and scientific/technological resources, as well as information re-
sources, to achieve ESC rights®8.

The capability of hESCs to specialise into any other cells of the human body makes them represent
an essential resource in the development of regenerative medicine. Because of their pluripotency,
the use of hESCs in biomedicine might be crucial for treating untreated diseases, including nervous

54 5. JosePH, M. CASTAN., The International Covenant on Civil and Political Rights: Cases, Materials and Com-
mentary, New York, NY, 2013, p. 7.

55 E/CN.4/SR/271, 14 MAY 1952, 5 (Mr Azkoul, Lebanese representative to the UN Human Rights Commis-
sion).

56 CESCR, Statement: An Evaluation of the Obligation to Take Steps to the ‘Maximum of Available Resources’
Under an Optional protocol to the Covenant, UN Doc E/C.12/2007/1, 10 May 2007, para 5.

57 Committee on the Rights of the Child (CRC Committee), Resources for the Rights of the Child - Responsibility
of States, Investments for the Implementation of Economic, Social and Cultural Rights of Children and Inter-
national Cooperation (CRC article 4), CRC/C/GC/19, 21 September 2007, para 24.

58 See S. SKOGLY, The requirement of Using the “Maximum of Available Resources” for Human Rights Realisa-
tion: A Question of Quality as Well as Quantity?, in Human Rights Law Review , 12, 3, 2012, p. 393.
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system diseases®®, cancer®, diabetes®, immunodeficiency diseases®?, retinal repair®® and bone dis-
eases®. Also, there is evidence that although the generation of iPSCs from adult stem cells can lead
to good medical progress®, this technology is limited by two factors: first, most mature tissues
usually contain small quantity of stem cells; second, because of their tendency to maintain their
molecular identity, the development of iPSCs into other cell types can be sometimes problematic®®.
It follows that hESCs — and therefore the supernumerary embryos from which they can be extracted
— represent the main and most suitable source of material for making progress in the discovery of
therapies for untreated diseases.

In the light of these considerations, it might be reasonable to consider those human embryos which
are no more suitable for implantation as part of the available resources that a State must use for
the realisation of the right to health.

59 A.R. CHAPMAN, M.S. FRANKEL, M.S. GARFINKEL, Stem Cell Research and Applications: Monitoring the Frontiers
of Biomedical Research, American Association for the Advancement of Science, 1999, p. 2; E.A. KIMBREL, R.
LANZA, Current status of pluripotent stem cells: moving the first therapies to the clinic, in Nature, 14, 2015, pp.
681-692; O. LINDVALL, Treatment of Parkinson’s disease using cell transplantation, in Phil. Trans. R. Soc., 370,
1680, 2015; W. LI, E. ENGLUND, H. WIDNER, B. MATTSSON, D. VAN WESTEN, J. LATT, S. REHNCRONA, P. BRUNDIN, A. BJOR-
KLUND, O. LINDVALL, J.Y. LI, Extensive graft-derived dopaminergic innervation is maintained 24 years after trans-
plantation in the degenerating parkinsonian brain, in PNAS, 113, 23, 2016, pp. 6544-6549; O. LINDVALL, Clinical
translation of stem cell transplantation in Parkinson’s disease, in Journal of Internal Medicine, 279, 2016, pp.
30-40.

60 A.R. CHAPMAN, M.S. FRANKEL, M.S. GARFINKEL Stem Cell Research and Applications: Monitoring the Frontiers of
Biomedical Research, cit., Preface; Y. RAPHAEL, Cochlear Pathology, Sensory Cell Death and Regeneration, in
British Medical Bulletin, 63, 2002, p. 25.

61 A.R. CHAPMAN, M.S. FRANKEL, M.S. GARFINKEL Stem Cell Research and Applications: Monitoring the Frontiers of
Biomedical Research, cit., Preface; F.K. GORuUS, B. KEYMEULEN, P.A. VELD, D.G. PIPELEERS, Predictors of progression
to Type 1 diabetes: preparing for immune interventions in the preclinical disease phase, in Expert Rev. Clin.
Immunol., 9,12, 2013, pp. 1173-1183. See also: G.C. WEIR, S. BONNER-WEIR, Scientific and Political Impediments
to Successful Islet Transplantation, in Diabetes, 1997, pp. 1247-1256; D. PIPELEERS, B. KEYMEULEN, L. CHATENOUD,
C. HENDRIECKX, Z. LING, C. MATHIEU, B. ROEP, D. YSEBAERT, A View on Beta Cell Transplantation, in Diabetes, Ann.
N.Y. Acad. Sci. 958, 2002, pp. 69-76.

62 A.R. CHAPMAN, M.S. FRANKEL, M.S. GARFINKEL Stem Cell Research and Applications: Monitoring the Frontiers of
Biomedical Research, cit., Preface.

83 L. CRUz, F.K. CHEN, A. AHMADO, J. GREENWOOD, P. COFFEY, RPE transplantation and its role in retinal disease, in
Prog. Retin Eye Res., 26, 6, 2007, pp. 598-635; A. LANE, R. PHILIP LISSA, L. RUBAN, K. FYNES, M. SMART, A. CARR, C.
MASON, P. CoFrFeY, Engineering Efficient Retinal Pigment Epithelium Differentiation From Human Pluripotent
Stem Cells, in Stem Cells Translational Medicine, 3, 11, 2014, pp. 1295-1304; M.J. RADEKE, C.M. RADEKE, Y.H.
SHIH, J. Hu, D. Bok, L.V. JOHNSON, P.J. COFFEY, Restoration of mesenchymal retinal pigmented epithelial cells by
TGFB pathway inhibitors: implications for age-related macular degeneration, in Genome Medicine, 7, 2015,
p. 58.

64 A.R. CHAPMAN, M.S. FRANKEL, M.S. GARFINKEL Stem Cell Research and Applications: Monitoring the Frontiers of
Biomedical Research, cit., Preface.

65 K. TAKAHASHI, S. YAMANAKA, Induction of pluripotent stem cells from mouse embryonic and adult fibroblast
cultures by defined factors, in Cell, 126, 2006, pp. 663—676; K. TAKAHASHI et al., Induction of pluripotent stem
cells from adult human fibroblasts by defined factors, in Cell, 131, 2007, pp. 861-872; J. YU et al., Induced
pluripotent stem cell lines derived from human somatic cells, in Science, 318, 2007, pp. 1917-1920.

56 United Nations Educational, Scientific and Cultural Organization (UNESCO), Human Cloning, Paris, France,
2005, pp. 973-974; S. REARDON, D. CYRANOSKI, Japan stem-cell trial stirs envy: researchers elsewhere can’t wait
to test iPS cells in humans, in Nature, 513, 2014, pp. 278-288.
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What is worth noting in the wording of article 2(1) ICESCR is the choice of the verb used to define
the responsibility of States. They are required to take steps to ensure the progressive realisation of
ESC rights to the maximum of their resources. This means that the Covenant «does not make the
absurd demand that a comprehensive, integrated health system be constructed overnight»®” but
that States have «a specific and continuing obligation to move as expeditiously and effectively as
possible»® towards the realisation of the rights recognised by the Covenant. In the case of the right
to health, this includes making cryopreserved embryos not suitable for implantation available for
properly regulated scientific research. In other words, because embryo research is a health-related
issue falling within both articles 2(1) and 12 ICESCR, the application to take steps to progressively
realise the right to health includes taking at least certain steps that would permit research on oth-
erwise unusable embryos. An absolute prohibition to donate human embryos to research would be
inconsistent with that®°.

5. The right to prevention, treatment and control of diseases. The duty to fulfil the right
to health

The definition of the right to health provided by the constitution of the World Health Organization
builds in a reasonableness standard. This means that the State is called on to create the political,
civil, social, economic and cultural conditions for ensuring the highest attainable standard of health
but that some factors are beyond the State’s control™.

General Comment 14 points out that the provision contained in article 12(1) ICESCR must be read
taking also into account that there is a number of factors, including unhealthy lifestyle or individual
susceptibility to ill health, that might play an impactful role in people’s health. «Good health cannot
be ensured by a State, nor can States provide protection against every possible cause of humaniill
health»’:. The obligation of the State does therefore not extend to ensuring the complete absence
of diseases but it consists in realising the right to enjoy of a wide range of facilities, goods and
services for the prevention, treatment and care of adverse health conditions’2.

Similarly, although the realisation of the right to the highest attainable standard of health is strongly
connected with medical progress, the outcomes of scientific research remain unpredictable and do
not fall within the obligations of the State, nor affects them in any way. The opportunity to being
open to new knowledge is at the heart of science itself. Where General Comment 14 mentions

57 P, HUNT, G. BACKMAN, Health Systems and the right to the highest attainable standard of health, in Health
and Human Rights, 10, 1, 2008, pp. 81-92.

58 UN CESCR General Comment No. 14: The Right to the Highest Attainable Standard of Health (Art. 12 of the
Covenant), cit., para. 31.

59 G. PERRONE, Interview with Professor Paul Hunt, 2002-2008 UN Special Rapporteur on the Right to the Enjoy-
ment of the Highest Attainable Standard of Health, 7 August 2017.

70 E. KINNEY, The international right to health: what does this mean for our nation and our world?, in Indiana
Law Rev., 34, 2001, 34, pp. 1457-1475; B. TOEBES, The Right to Health as a Right in International Law, Oxford,
England, 1999.

71 UN CESCR General Comment No. 14: The Right to the Highest Attainable Standard of Health (Art. 12 of the
Covenant), cit., para. 9.

72 United Nations Educational, Scientific and Cultural Organization (UNESCO), Human Cloning, cit.

BioLaw Journal — Rivista di BioDiritto, n. 1/2018



Giulia Perrone

human immunodeficiency virus, acquired immunodeficiency syndrome (HIV/AIDS) and cancer as
samples of diseases that, because of their increasing presence among the world population, should
be taken into account when interpreting article 12 ICESCR, it calls on States to include biomedical
research within their national health plan and use all the available resources to their maximum to
ensuring the highest attainable level of health services, goods and facilities for all. A broader inter-
pretation of article 2(1) ICESCR as to include left over embryos within the notion of available re-
sources would be crucial for the development of preventive measures against certain non-com-
municable diseases and for the discovery of new therapies in the field of regenerative medicine. It
follows that a denial of such interpretation would lead to the absurd circumstance in which those
biological resources that are available within a State cannot be used in properly regulated research
towards improvements in medical progress and the realisation of right to health. Although research
outcomes are still unpredictable, the right to health — with its related obligations — is not only con-
cerned with the provision of essential medicines for everyone but it encompasses the processes
underlying such provision, including the creation of a national health plan, transparency, participa-
tion and non-discrimination factors’>.

A very important distinction to make is between the inability and the unwillingness of a State to
comply with its duties under article 12 and 2(1) ICESCR. If a worrying scarcity of resources makes it
impossible for the State to take steps towards the realisation of ESC rights, the State has the burden
of justifying that all possible measures have nevertheless been taken to prioritise the satisfaction
of its obligations by using all resources at its disposal. By contrast, the unwillingness of a State to
allocate the maximum of its available resources for the realisation of the highest attainable stand-
ard of health represents a violation of the duties outlined in the two articles above’.

An absolute ban on the donation to research of existing embryos no more suitable or intended for
reproductive purpose, hinders the development of preventive measures and medical treatments
for fatal diseases that today still result in mortality. Arguably, this might be interpreted as the un-
willingness of a State to use all the resources at its disposal towards the realisation of the highest
attainable standard of health.

A duty to guarantee the right to «prevention, treatment and control of epidemic, endemic, occu-
pational and other diseases»” is placed on States party by article 12(2)(c) ICESCR.

According to General Comment 14, the control of diseases should be interpreted as including States’
efforts to «make available relevant technologies, using and improving epidemiological surveillance
and data collection on a disaggregated basis»’®. This means that States have an obligation to adopt
strategies aimed at gathering reliable information and analysing them properly on a systematic ba-
sis. The provision of evidence on embryo research is a fundamental step for the monitoring process
on how experimentations are conducted and what their impact on health might be. Also, it helps
strengthen accountability, which does not only refer to the identification of who is responsible for

73 P. HUNT, G. BACKMAN, op. cit.

74 UN CESCR General Comment No. 14: The Right to the Highest Attainable Standard of Health (Art. 12 of the
Covenant), cit., para. 47.

75 UNGA, International Covenant on Economic, Social and Cultural Rights, cit., art.12(2)(c).

76 UN CESCR General Comment No. 14: The Right to the Highest Attainable Standard of Health (Art. 12 of the
Covenant), cit., para. 16.
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what, but goes beyond and provides useful understanding of what worked and can be repeated
and what did not work and should thus be changed in the implementation of ESC rights”’.

The necessity to take positive steps for ensuring compliance with articles 12 and 2(1) emerges also
from the obligation of State parties to fulfil the right to health. This includes, inter alia, the «pro-
motion of medical research and health education» and the adoption of a «national health policy
with a detailed plan for realizing the right to health»’8. Each State party has a duty to provide evi-
dence on its progress in the field of medical research and health, wherein experimentation on em-
bryonic stem cells plays a fundamental role. This means that reliable and disaggregated data on
embryonic stem cells analysis should be provided by public institutions and made accessible for all.
Proper information about the quantity of available embryos in the State and the conduct of re-
search on hESCs would make every individual fully aware of how the State manages its resources,
for what purpose and with what results. Such health plan should be also revised and implemented
periodically to ensure up-to-date information and help people make informed choices about their
health.” The failure or omission to adopt a detailed national health policy including all information
on embryonic stem cells research might amount to a breach of the ICESCR.

Unfortunately, the collection of data represents a point of significant weakness in the realisation of
human rights, including the right to enjoy the benefits of scientific progress and its applications and
the right to health. Although embryo research is highly discussed at both national and international
level, States are often unwilling to provide clear information about its conduct within their territory.
This might happen, inter alia, when a government not monitored by any independent authority
tries to contrast the pressure coming from public campaigns against a legal ban to donate embryos
to research. Arguably, the presence of an external body with control functions would help the mon-
itoring of implementation of the right to health, also ensuring that authorities are accountable for
their actions.

However, because biomedical research is a fragmented, highly specialised, sectorial activity, prob-
lems with an effective communication and consultation between biologists and professionals fo-
cused on different disciplines — e.g. policy makers, health professionals, the public — might easily
occur. The creation of a public platform for effective communication among different players might
be an opportunity for providing a more integrated and coordinated, systems perspective®.

77 L.P. FREEDMAN, Human rights, constructive accountability and maternal mortality in the Dominican Republic:
a commentary, in Int ] Gynaecol Obstet, 82, 1, 2003, pp. 111-114.

78 UN CESCR General Comment No. 14: The Right to the Highest Attainable Standard of Health (Art. 12 of the
Covenant), cit, para. 36.

79 UN CESCR General Comment No. 14: The Right to the Highest Attainable Standard of Health (Art. 12 of the
Covenant), cit, para. 37.

8 T, PANG et al., Knowledge for better health - a conceptual framework and foundation for health research
systems, in Bulletin of the World Health Organization, 81, 11, 2003, pp. 815-820.
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6. Understanding the benefits of science for human health: monitoring, accountability
and a participative approach to embryo research and the right to health

The implications of introducing new drugs and medical technologies for human health are not easy
to estimate, nor the advancement of scientific progress is immediately accessible to persons with
low education in such field. However, to enjoy the benefits of such studies, we need to understand
what these benefits are.

The entire process of hESCs research — from the donation of embryos, to experimentations, to the
management of data and results — involves concluding agreements based on the provision of in-
formed consent®?, that is an act of will depending on the understanding of related legal and moral
issues. It follows that a complete knowledge of hESCs research involves awareness of the political,
social, economic, civil and cultural issues around human embryos and health.

What is therefore to be done by a State for ensuring that every person can enjoy the benefits of
scientific progress for human health? First, guarantee access for all to a clear and complete infor-
mation and make sure that no forms of discrimination occur®.

Transparency in scientific research is a prerequisite to maintain the trust of the public, especially
those who have to dispose of their embryos. There is evidence that people’s willingness to donate
their embryos for scientific purpose is largely influenced by their perception of science and scien-
tists®. Thus, it is essential to provide all individuals — including researchers and potential donors —
with proper tools to take reasonable decisions about the development of new technologies and
their application in health care.

A particular initiative by the Belgian Federal Commission for medical and scientific research on em-
bryos in vitro can be taken as an example in this regard. The Commission has in fact developed a
system of data collection where information concerning the conduct of embryo research are
properly disaggregated according to established criteria. By providing clarifications on the meaning
of basic terms — including embryo and research — and explaining the actual practice of handling

81 Broadly on informed consent and embryo research: COMMITTEE ON PEDIATRIC RESEARCH AND COMMITTEE ON BIOE-
THICS, Human Embryo Research, in Pediatrics, 108, 5, 2001, pp. 813-816; B. Lo, V. CHouU, M.I. CEDARS, E. GATES,
R.N. TAYLOR, R.M. WAGNER, L. WOLF, K.R. YAMAMOTO, Informed consent in human oocyte, embryo, and embryonic
stem cell research, in Fertility and Sterility, 82, 3, 2004, pp. 559-563; D. HiLL, A. JAEGER, Informed consent in
embryo research, in Reproductive Biomedicine Online, 10, Suppl. 2, 2005, p. 40; T. CAULFIELD, U. OGBOGU, R.M.
IsAsl, Informed consent in embryonic stem cell research: Are we following basic principles?, in CMAJ, 176, 12,
2007, pp. 1722-1725; E. NELSON, R. MYKITIUK, J. NISKER, J. CHRISTILAW, J.A. COREY, M. HEAMAN, A. LIPPMAN, S. ROD-
GERS, J. SHAPIRO, S. SHERWIN, Informed consent to donate embryos for research purposes, in J. Obstet. Gynaecol.
Can., 30, 9, 2008, pp. 824-836; THE ETHICS COMMITTEE OF THE AMERICAN SOCIETY FOR REPRODUCTIVE MEDICINE (Ame-
rican Society for Reproductive Medicine, Birmingham, Alabama), Informed consent and the use of gametes
and embryos for research: a committee opinion, in Fertility and Sterility, 101, 2, 2014, pp. 332-335.

82 UNGA, International Covenant on Economic, Social and Cultural Rights, cit., art. 2(2); UN CESCR General
Comment No. 14: The Right to the Highest Attainable Standard of Health (Art. 12 of the Covenant), cit, para.
12(b).

83V, PROVOOST, G. PENNINGS, P. DE SUTTER, J. GERRIS, A. VAN DE VELDE, M. DHONT, Patients’ reflections regarding the
option to donate leftover embryos for science, in Reprod Biomed Online, 20, 2010, pp. 880—891; C. SAMORINHA,
M. SEVERIO, H. MACHADO, B. FIGUEIREDO, C. DE FREITAS, S. SILVA, Couples’ willingness to donate embryos for re-
search: a longitudinal study, in Acta Obstet. Gynecol. Scand., 95, 2016, pp. 912-919.
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embryos in IVF clinics and laboratories, this data collection aims to answer the many questions
raised by the public and policy makers as to clarify which procedures are used for researching and
what benefits might derive from the experimentations®.

However, because in pluralistic societies it is difficult to reach large consensus on issues that involve
ethical considerations, States should be committed to ensure that, in circumstances innerved with
socio-ethical sensibility, persons can feel free to act in conformity with their own moral. Neverthe-
less, biomedical progress might be of benefit for public health and the respect for opposing views,
especially based on religious grounds, must be consistent with the protection and promotion of
public safety and health®.

Clear evidence of embryo research would also help with the monitoring of compliance between
national legislations and the 4A-scheme. The 4A-scheme is a quartet of elements — Availability, Ac-
cessibility, Acceptability and Adaptability — which sets the conditions under which ESC rights should
be enjoyed.® Such framework has been applied in several General Comments, including the one on
the right to health in which the word Adaptability has been changed into Quality®’.

The following considerations might help with the understanding of how medical research would
impact on the realisation of the right to health. In particular:

Availability refers to the fact that health facilities, goods and services must be available for everyone
in sufficient quantity. According to General Comment 14, this includes the underlying determinants
of health®, to which biological material for health treatments might belong®. It follows that States
should provide proper information in public registries about the quantity of embryos available
within their territory but no more destined for reproductive purpose. The goal is to (1) enable sci-
entists to better evaluate the opportunity of using such embryos for research and (2) make the
public aware of what resources can be accessed for the development of potential therapies for
untreated diseases. Also, a detailed information concerning the quantity of biological material
would help those who have to dispose of their embryos make their final decision.

Accessibility: health facilities, goods and services have to be accessible by everyone without dis-
crimination of any kind. This means that they have to be physically and economically accessible

84 G. PENNINGS, S. SEGERS, S. DEBROCK, B. HEINDRYCKX, V. KONTOZOVA-DEUTSCH, U. PUNJABI, H. VAN DE VELDE, A. VAN
STEIRTEGHEM, H. MERTES, Human embryo research in Belgium: an overview, in Fertility and Sterility, 108, 1, 2017,
pp. 96-107.

85 A.R. CHAPMAN, M.S. FRANKEL, M.S. GARFINKEL Stem Cell Research and Applications: Monitoring the Frontiers of
Biomedical Research, cit., Preface.

86 Y. DONDER, The right to enjoy the benefits of scientific progress: in search of state obligations in relation to
health, in Med Health Care Philos., 14, 4, 2011, pp. 371-381.

87 UN Committee on the Elimination of Discrimination Against Women, 1999.General Recommendation No.
24 on Article 12: Women and Health, paras 6-13; UN CESCR General Comment No. 14: The Right to the Hi-
ghest Attainable Standard of Health (Art. 12 of the Covenant), cit, para. 12; UN Sub-Commission on the Pro-
motion and Protection of Human Rights, Norms on the responsibilities of transnational corporations and other
business enterprises with regard to human rights, E/CN.4/Sub.2/2003/12/Rev.2, 2003, para. 12.

88 UN CESCR General Comment No. 14: The Right to the Highest Attainable Standard of Health (Art. 12 of the
Covenant), cit, para. 12(a).

8 Cf para. 1, above.
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(affordability) for all and that individuals should be properly educated and informed about what
alternative solutions involving human embryos and hESCs therapies might be at their disposal to
treat certain diseases. Good knowledge of the possible consequences of accessing hESCs therapies
is included. However, information accessibility does not affect the right to have personal health
data kept with maximum confidentiality®°.

Acceptability: all health treatments, goods and services must comply with the cultural context in
which they are used®. A proper collection of data about the procedures used to treat human em-
bryos would have triple advantage in this regard. First, it could demonstrate that embryos might be
treated in compliance with the ethical sensibility of the population. Second, the information pro-
vided by public registries might help scientists develop working methods more compatible with the
social, political and ethical issues of a particular context. Third, a clear and complete information
about research procedures might encourage governments to adopt proper regulations concerning
the conduct of experimentations, also providing funding for research that seek to identify mecha-
nisms to, for example, extract hESCs without necessarily destroying the human embryo®?.

Quality: health facilities, goods and services must be scientifically and medically appropriate and of
a good quality®. The donation of human embryos to research provides scientists with the oppor-
tunity to do clinical trials with human cells, not animal cells, to generate drugs and treatments thus
obtaining much more effective, safe and faster results®.

6.1. Monitoring and Accountability

Monitoring and accountability are crucial elements of the right to highest attainable standard of
health. Because right-holders are entitled to access information about the benefits of embryo re-
search on health and because governments have a duty to release all relevant material, the results
of monitoring should be released publicly. Meaningful evidence plays a dual role in relation to ac-
countability. On the one hand, it provides governments with essential information for the develop-
ment of a national health plan® and for the equal distribution of available resources. On the other
hand, it provides right-holders with the information they need to claim their right and hold the

%0 UN CESCR General Comment No. 14: The Right to the Highest Attainable Standard of Health (Art. 12 of the
Covenant), cit, para. 12(b).

91 UN CESCR General Comment No. 14: The Right to the Highest Attainable Standard of Health (Art. 12 of the
Covenant), cit, para. 12(c).

92 ). SHAND, J. BERG, C. BOGUE, Human Embryonic Stem Cell (hESC) and Human Embryo Research, Committee for
Pediatric research and Committee on Bioethics, in Pediatrics, 130, 5, 2012, p. 976.

93 UN CESCR General Comment No. 14: The Right to the Highest Attainable Standard of Health (Art. 12 of the
Covenant), cit, para. 12(d).

94S. SOLOMON, The promise of research with stem cells, Ted Talk, available at: www.ted.com/talks/susan sol-
omon the promise of research with stem cells/details (last visited 09/01/2018).

9 UN CESCR General Comment No. 14: The Right to the Highest Attainable Standard of Health (Art. 12 of the
Covenant), cit, para. 55.
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government to account when obligations are not satisfactorily fulfilled®®. There are multiple ways
available to governments for the release of relevant information. For example, many countries have
established independent institutions responsible for reporting on the health status of the popula-
tion with regard to embryo research. These include the Human Fertilisation and Embryology Au-
thority in the United Kingdom and the above mentioned Belgian Federal Commission for medical
and scientific research on embryos in vitro. The data gathered from monitoring activities may also
be released in the annual report to Parliament on the implementation of national health plans with
the information made available at the regional and international levels.

However, there is a significant number of cases in which the same body is responsible for regulating
health-related services and for holding those responsible to account at the same time. From the
right to health perspective, States have an obligation to ensure equal access for all to integrated,
responsive, effective health systems which are of good quality. Hence, the overlap of functions is
problematic®’.

While in the past the notion of accountability was primarily linked to judicial courts and remedies,
new techniques have been developed in recent years. Accountability is now interpreted in broader
sense as a «constructive accountability» which is no more to be intended as a naming and blaming
system but as a way to find out what worked and can be repeated and what did not work and
should be revised in the implementation of the right®,

This includes an increasing number of forms such as national human rights institutions, public en-
quiries, local health councils, regional health conferences with grassroots participation, public au-
dits or reviews® and the use of indicators, benchmarks, impact assessments, budgetary analysis
and so forth'®, There is a large number of indicators that health policy makers can use to evaluate
progress in implementation of the right to health!. Also, and because accountability establishes a
link between duty-bearers and right-holders, participation of individuals and groups in the devel-
opment, implementation and review of health policy of the right to health is present throughout
the process of accountability'®2. Paragraph 42 of General Comment 14 specifies that «While only
States are parties to the Covenant and thus ultimately accountable for compliance with it, all mem-

% H. POTTS, Accountability and the right to the highest attainable standard of health, Human Rights Centre,
University of Essex, Colchester, England, 2008; UN CESCR General Comment No. 14: The Right to the Highest
Attainable Standard of Health (Art. 12 of the Covenant), cit, para. 59.

97 G. BACKMAN, P. HUNT, R. KHOSLA, C. JARAMILLO-STROUSS, B.M. FIKRE, C. RUMBLE et al., Health systems and the right
to health: an assessment of 194 countries., in Lancet, 13, 372, 9655, 2008, pp. 2047-2085.

%8 P, HUNT, Missed opportunities: human rights and the Commission on Social Determinants of Health, in Glo-
bal Health Promotion, 16, 36, 2009; L. FREEDMAN, Achieving the MDGs: health systems as a core social institu-
tion, in Development, 48, 2005, pp. 19-24.

9 H. PoTTs, Accountability and the right to the highest attainable standard of health, cit.; UN CESCR General
Comment No. 14: The Right to the Highest Attainable Standard of Health (Art. 12 of the Covenant), cit, para.
59.

100 G, BACKMAN, P. HUNT, R. KHOSLA, C. JARAMILLO-STROUSS, B.M. FIKRE, C. RUMBLE et al., op. cit.

1015, HARMAN, F. Lisk, Governance of HIV/AIDS: Making Participation and Accountability Count, New York, NY,
2009, p. 70.

102 A SCHEDLER, Conceptualizing Accountability, in A. SCHEDLER, L. DIAMOND, AND M. PLATTNER (eds.) The Self- Re-
straining State, Boulder, Colorado, 1999, p. 15.
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bers of society — individuals, including health professionals, families, local communities, intergov-
ernmental and non-governmental organizations, civil society organizations, as well as the private
business sector — have responsibilities regarding the realization of the right to health»%, It follows
that indicators might help a proper evaluation of such participation, together with the protection
of the right to seek, receive and impart information on the right to health®.

Taking steps from the section of General Comment 14 where accountability is linked to judicial
remedies for those victims of abuses'®, and in light of the above-mentioned considerations, a
broader interpretation of the concept of accountability should be taken into account in the analysis
of the obligations placed by the ICESCR on States parties. Human rights accountability, including
the right to health, must be integrated into all stages of the domestic policy-making, from planning,
to budgeting, implementing, monitoring and assessing, taking also into account the role played by
regional and international accountability systems®®.

Arguably, this might lead to the reasonable assumption according to which the establishment of
independent bodies aimed to effectively monitor progress and hold duty-bearers accountable in
relation to the right to health is required by General Comment 14 and thus by the ICESCR. Because
the ICESCR applies to all health issues falling within article 12 and because there are reasonable
arguments for which embryo research may be located within article 12, it might be advanced that
such legally binding requirement may be extended to embryo research when analysed in relation
to the right to health. Certainly, governments should be left discretion to decide which body would
better suit the needs of the State, whether a court, an ombudsman or other types of institution.

Nevertheless, an independent mechanism should be put in place'®.

7. Concluding observations

The present research aimed to analyse embryo research from the right to health perspective with
the goal to demonstrate that certain restrictions to such biomedical studies may need a thorough
review to comply with international human rights standards. Particular attention was dedicated to
the relevant synergies and worrying gaps existing between the mentioned fields with the view to
identify the potential opportunities of approaching embryo research from the right to health per-
spective.

103 UN CESCR General Comment No. 14: The Right to the Highest Attainable Standard of Health (Art. 12 of the
Covenant), cit, para. 42.

104 Broadly on how to address deficiency in health indicators: P. HUNT, Report of the Special Rapporteur on the
right of everyone to the enjoyment of the highest attainable standard of physical and mental health,
E/CN.4/2006/48, 2006.

105 UN CESCR General Comment No. 14: The Right to the Highest Attainable Standard of Health (Art. 12 of the
Covenant), cit, paras. 59-62.

106 v/, GAURI, D.M. BRINKS, Courting Social Justice: Judicial Enforcement of Social and Economic Rights in the
Developing World, Cambridge, England, 2008.

107 G. PERRONE, Interview with Professor Paul Hunt, cit.
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A Right to Health Perspective on Embryo Research: Synergies, Gaps and Opportunities

It is worth noting that, although the right to enjoy the benefits of science and its applications and
the right to life were addressed in this article, the research primarily focused on the right to health.
Concluding observations are as follows:

Synergies: biomedical progress in the field of embryo research has revealed the enormous potential
of hESCs for new possible developments in regenerative medicine. Because of their capability to
differentiate into any type cell of the human body, hESCs represent an essential resource for the
introduction of new therapies for diseases that are still cause of mortality or morbidity. Examples
of diseases for which hESCs treatments might be relevant include those resulting from loss or dam-
age of human cells, such as Parkinson’s Disease, Alzheimer’s Disease, spinal cord injuries, diabetes,
retinal diseases and cancer.

Gaps: at the basis of the open debate concerning embryo research there is the absence of consen-
sus over the legal status of the embryo. Because of the ethical sensibility of the issue, international
human rights treaties and bodies prefer to leave the definition of the embryo to the margin of
appreciation of single States, thus leading to confusion on whether the embryo can be entitled with
human rights. Although significant jurisprudence has been developed in this regard, the lack of a
clear regulation adversely affects the development of scientific research on hESCs with negative
implications for the right to health. A second relevant gap lies in the fact that States are sometimes
unwilling to provide clear information about the quantity of supernumerary embryos no more in-
tended for implantation and potentially suitable for research purpose. This might happen, inter alia,
when a government not monitored by any independent authority tries to contrast the pressure
coming from public campaigns against a legal ban to donate human embryos to research. However,
the lack of a proper collection of data hinders the effectiveness of any monitoring mechanisms and
makes it difficult to hold authorities accountable when violations of human rights occur.

Opportunities: article 2(1) ICESCR poses a duty on each State party to «take steps (...) to the maxi-
mum of its available resources» towards the progressive realisation of the rights recognised by the
Covenant, including the right to the enjoyment of the benefits of scientific progress and its applica-
tions and the right to the highest attainable standard of health. Building on (a) the studies of excel-
lent scholars, (b) the understanding of available resources during the drafting process of the Cove-
nant and (c) the suggestions provided by Committee on the Rights of the Child, it seems reasonable
and advantageous to include supernumerary embryos no more suitable for reproductive purpose
within the available resources of a State for the realisation of the right to health.

In addition, because health research is a fragmented, highly specialised, sectorial activity, problems
with an effective communication and consultation between biologists and professionals focused on
different disciplines — e.g. policy makers, health professionals, the public — might easily occur. The
creation of a public platform for effective communication among different players would represent
an opportunity to provide a more integrated and coordinated, systems perspectivel®,

108 pANG T et al., Knowledge for better health - a conceptual framework and foundation for health research
systems, op. cit., pp. 815-820.
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With this view, governments may take the following steps:

Create a platform for researchers to exchange country experiences on embryo research and
ensure that proper information is available and accessible for all, including policy makers and
the public.

Elaborate proper guidelines to regulate scientific research on embryos in compliance with hu-
man dignity and rights. In particular, ensure that persons feel free to act in conformity with
their own moral and that the respect for opposite views is consistent with the protection of
public safety and health.

Identify available resources and set priorities on new research.

Establish an effective monitoring and accountability mechanism, also introducing an inde-
pendent body responsible for checking progress and holding duty-bearers accountable if vio-
lations of human rights occur.

Ensure that the population is well educated about embryo research and the right to health and
that everyone is allowed and encouraged to participate in the relating decision-making process
concerning policies, programmes, practises and legislation.

Biomedical research has largely proved to be impactful for the extraordinary advancement in the

prevention, treatment and care of human diseases. By approaching embryo research from the right

to health perspective, enormous opportunities might arise for treating major diseases that are still

cause of human mortality.
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