ISSN:0041-9060

VACCINES, INFORMED CONSENT,
EFFECTIVE REMEDY AND INTEGRAL
REPARATION: AN INTERNATIONAL
HUMAN RIGHTS PERSPECTIVE*

VACUNAS, CONSENTIMIENTO INFORMADO,
RECURSO EFECTIVO Y REPARACION
INTEGRAL: UNA PERSPECTIVA DEL
DERECHO INTERNACIONAL DE
LOS DERECHOS HUMANOS

Juana I. Acosta™*

Reception date: January 30 th, 2015
Acceptance date: September 18 th, 2015
Available online: November 30th, 2015

To cite this article/Para citar este articulo

k%

Acosta, Juana L., Vaccines, Informed Consent, Effective Remedy and
Integral Reparation: an International Human Rights Perspective, 131
Vniversitas, 19-64 (2015). http://dx.doi.org/10.11144/Javeriana.vjl31.vier

doi:10.11144/Javeriana.vjl31.vier

Articulo de investigacion. I would like to thank Professor Mary Holland for her extraordinary
useful guidance and support in developing this project. She has shed light on a vital topic that
I truly neglected as a human rights issue. My admiration for her passionate work on this issue
and her compassionate closeness with the affected families cannot be described in words. I
would also like to thank my husband, whose patience; encouragement, help and advice were
indispensable to the completion of this article and my wonderful assistants, Paola Patarroyo
and Cindy Espitia, for their hard work.

LLM in International Legal Studies (Hauser Global Scholar), New York University. Master in
Human Rights and Democratization, Universidad Externado de Colombia. Lawyer, Pontificia
Universidad Javeriana. Head of the Law Program, Universidad de La Sabana. President of
the Colombian Academy of International Law. External advisor to the National Agency of
the State’s Defense. Contact: juanacl@unisabana.edu.co

Vniversitas. Bogota (Colombia) N° 131: 19-64, julio-diciembre de 2015


mailto:juanacl@unisabana.edu

ABSTRACT

This paper critically addresses the public debate about vaccines’ safety
and vaccination choice, from a human rights perspective. It proposes
a healthy balance between the legitimate goal of public health and the
protection of individual rights, and suggests that this balance should
be informed by the principles of international human rights law. Part
I explains the default premise that informed consent is the general rule
for any medical intervention and choice. Considering that compulsory
medical interventions violate the right to privacy and the right to physical
integrity, their limitation will be legitimate only if the State’s compul-
sory vaccination policy is provided by law, and if strictly necessary and
proportional. Part II sets the international standards of an effective
remedy that must be provided if a State decides to adopt a compulsory
vaccination policy and people are injured as a result of vaccination, even
if injuries might be attributable to private conduct. Part III develops
the international standards of integral reparation and explains why, if a
compulsory vaccination policy is enacted without fulfilling the adequate
criteria for the limitation of human rights, the State commits an interna-
tionally wrongful act and it has the duty to provide integral reparation.

Keywords: vaccines; informed consent; public health and human rights;
Inter-American System of Human Rights; freedom of choice
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RESUMEN

Este articulo evalta criticamente el debate sobre la seguridad de las
vacunas y la libertad de eleccion desde una perspectiva de derechos hu-
manos. Propone un balance entre la salud publica como interés legitimo
y la proteccidn de los derechos individuales, y sugiere que este debate
debe ser informado por los principios del derecho internacional de los
derechos humanos. La seccion I explica la premisa basica de que el con-
sentimiento informado es la regla general para cualquier intervencion
médica y que la libertad de eleccion frente a la vacunacion es un derecho
humano. Partiendo de la base de que las intervenciones médicas violan
el derecho a la privacidad y la integridad fisica, la limitacion a estos
derechos es legitima solo si la politica de vacunacion del Estado esta
provista por ley, y es estrictamente necesaria y proporcional. La seccion
II describe las obligaciones internacionales en relacion con los recursos
efectivos que un Estado que decide adoptar una politica de vacunacion
debe ofrecer en relacion con posibles dafios, aun cuando estos sean
atribuibles a conductas de particulares. La parte III desarrolla el concep-
to de reparacion integral y explica por qué si una politica de vacunacion
obligatoria es promulgada sin cumplir los criterios para la limitacion de
derechos humanos, se produce un hecho ilicito internacional y surge un
deber de reparar.

Palabras clave: vacunas; consentimiento informado; Salud Publica y
Derechos Humanos; Sistema Interamericano de Derechos Humanos;
libertad de eleccion
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INTRODUCTION

Public debate about vaccines’ safety and vaccination choice has
been increasing lately in several countries. Human rights activ-
ists, scientists, doctors and parents have warned about several
unanswered questions regarding vaccine injuries, including the
real necessity of compulsory vaccination programs, and the lack
of sufficient liability of the pharmaceutical industry.! At the same
time, legitimate reasons have driven the international community
and several actors to be concerned about expanding vaccination
policies to prevent disease,’ especially in children and not to cre-
ate an unreasonable fear regarding vaccines risks.’ Ultimately the
concern is the same: the well-being of children.* However, no one
would disagree that a healthy and lawful balance must exist between
the legitimate goal of public health and the protection of individual
rights. Good guidance for protecting that balance i1s provided by

1 Louisk Kuo HaBakus & MarY HOLLAND, eds., Vaccine Epidemic: How Corporate Greed, Biased
Science, and Coercive Government Threaten Our Human Rights, Our Health, and Our Children
(Skyhorse Publishing, Inc., New York, 2011). ARTHUR ALLEN, Vaccine: the Controversial Story
of Medicine’s Greatest Lifesaver (WW Norton & Company, New York, 2007). STEPHANIE CAVE
& DEBORAH MITCHELL, What Your Doctor May Not Tell You about™ Children’s Vaccinations
(Warner Books, New York, 2001). RoBERT W. SEARS, The Vaccine Book: Making the Right De-
cision for Your Child (Little, Brown and Company, New York, 2007). RANDALL NEUSTAEDTER,
The Vaccine Guide: Risks and Benefits for Children and Adults (2" ed., North Atlantic Books,
Berkeley, 2002). ANDREAS MORITZ, Vaccine-Nation: Poisoning the Population, One Shot at a
Time (Ener-Chi Wellness Center, Morris, Illinois, 2011).

2 The Committee of Economic, Social and Cultural Rights has affirmed for example that “the
control of diseases refers to States’ individual and joint efforts to, inter alia, make available
relevant technologies, using and improving epidemiological surveillance and data collection
onadisaggregated basis, the implementation or enhancement of immunization programs and
other strategies of infectious disease control.” United Nations, Committee of Economic, Social
and Cultural Rights, CESCR, Comment 14: The Right to the Highest Attainable Standard
of Health, 16, E/C.12/2000/4 (Nov. 8, 2000). Available at: http:/www.ohchr.org/EN/Issues/
Education/Training/Compilation/Pages/e)GeneralCommentNol4Therighttothehighestat-
tainablestandardofhealth(articlel12)(2000).aspx

3 RicHARD A. EpstEIN, It Did Happen Here: Fear and Loathing on the Vaccine Trail, 24 Health
Affairs, 3, 740-743 (2005). Available at: http://content.healthaffairs.org/content/24/3/740.
full.pdf+html. SETH MNOOKIN, The Panic Virus: A True Story of Medicine, Science, and Fear
(Simon & Schuster, New York, 2011). PAuL A. OfFIT, Deadly Choices: How the Anti-Vaccine
Movement Threatens Us All (Basic Books, New York, 2011). PAuL A. OFFIT & CHARLOTTE A.
MOosER, Vaccines & Your Child: Separating Fact from Fiction (Columbia University Press, New
York, 2011).

4 Louist Kuo HaBakus & MarYy HoLLAND, eds., Vaccine Epidemic: How Corporate Greed, Biased
Science, and Coercive Government Threaten Our Human Rights, Our Health, and Our Children
(Skyhorse Publishing, Inc., New York, 2011). Review by Bernadine Healy, M.D., former Di-
rector (April 9, 1991-June 30, 1993), National Institute of Health and Current Health Director.
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international human rights law, as recognized by the Universal
Declaration on Bioethics and Human Rights.’

Despite the fact that vaccination is a widespread preventive
medical intervention, there is scientific consensus that a number
of vaccines might produce serious injuries® to some people, and
that these two facts create evident competing interests for any
Government between public health, individual rights and even the
economic interest of some actors; a comprehensive study of the
human rights framework for public policies regarding vaccinations
has not been done, and it seems that it has been given low priority
for the human rights scholarly agenda.

This paper aims precisely to provide a useful international hu-
man rights framework to be applied in a case-by-case analysis of
compulsory vaccination policies, in order to initiate a responsible
scholarly dialogue regarding this important topic. Part I explains
the default premise which is that informed consent is the general
rule for any medical intervention and that therefore vaccination
choice is a human right. Considering that compulsory medical
interventions also violates the right to privacy and the right to
physical integrity, limitation of these rights will be legitimate only
if the State’s compulsory vaccination policy is provided by law, and
if it 1s strictly necessary and proportional.

Part II sets forth the international standards of an effective rem-
edy that must be provided if a State decides to adopt a compulsory
vaccination policy and people are injured as a result of vaccination.
States must be in compliance with all of these standards, even if
injuries might be attributable to private conduct. Part III develops
the international standards of integral reparation and explains why,

5 United Nations Educational, Scientific and Cultural Organization, UNESCO, Universal
Declaration on Bioethics and Human Rights or UNESCO Declaration, General Conference
of UNESCO, 33t session, § 27 (October 19, 2005). Available at: http://portal.unesco.org/en/
ev.phpURL_ID=31058&URL_DO=DO_TOPIC&URL_SECTION=201.html. “If the appli-
cation of the principles of this Declaration is to be limited, it should be by law, including laws
in the interests of public safety, for the investigation, detection and prosecution of criminal
offences, for the protection of public health or for the protection of the rights and freedoms
of others. Any such law needs to be consistent with international human rights law.”

6 Inthe United States, for example, the National Childhood Vaccine Injury Act recognizes that
some vaccines might generate serious injuries such as anaphylaxis, encephalopathy, chronic
arthritis and paralytic polio. United States, National Childhood Vaccine Injury Act of 1986,
42 U.S.C. §§ 300aa-1-34. Available at: https://www.govtrack.us/congress/bills/99/hr5546. See
U.S. Government Vaccine Injury Compensation Table in Appendix 4, available at www.hrsa.
gov/vaccinecompensation/
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if a compulsory vaccination policy is enacted without fulfilling the
adequate criteria for the limitation of human rights, the State com-
mits an internationally wrongful act’ and it has the duty to provide
integral reparation for the victims. It also presents a proposal for
adequate reparation measures regarding vaccine injuries.
Beforehand I would like to clarify that my approach by no means
suggests that I am against vaccines. [ am not. On the contrary, I
believe that vaccines have brought great benefits, and that enhanced
immunization programs and plans to control infectious diseases
are vital, particularly in developing countries. Nor do I pretend to
define the health risks of vaccines, as [ am limited by my capacity as
a lawyer, and this medical task would be irresponsible. This article
intends to give only an initial insight of the international human
rights framework that can eventually be applied to the vaccination
choice debate. However, I must admit that if there are no sufficient
grounds for restricting human rights and especially the right to
informed consent, I am a faithful defender of vaccination choice. I
am also a faithful defender of vaccination accessibility, particularly
for vulnerable populations. However, the question of accessibility of
vaccination does not exclude the possibilities of freedom of choice.
Also, in the analysis [ will use different human rights standards,
some binding and others non-binding. In particular, some of the
international instruments and jurisprudence may be binding for
some particular States and not for others. Although several ar-
guments could be made to prove that many of the international
standards referred to are a part of customary international law,
this is not the objective of this piece and I do not argue that every
norm or standard is mandatory for every State. However, I do argue
that almost every principle stated in the article could be a useful
guidance for any State in designing and implementing vaccination
public policies. That is my final purpose: to provide useful guid-
ance to address a very difficult debate. Thus, my hope is to start a

7 According to Article 2 of the Articles on State Responsibility for Internationally Wrongful
Acts, there is an internationally wrongful act of a State when: “a) Conduct consisting of an
action or omission is attributable to the State under international law; and (b) That conduct
constitutes a breach of an international obligation of the State.” United Nations, General
Assembly, State Responsibility for Internationally Wrongful Acts, G.A. Res. 56/83, U.N.
GAOR, 56™ Session, Supp. No. 10, at 2, UN Doc. A/56/10, in Report of the International Law
Commission, 53" Session, 59-365 (United Nations, New York, 2001). Available at: http://www.
un.org/documents/ga/docs/56/a5610.pdf
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more serious discussion about how human rights can guide public
policies regarding this preventive medical intervention.

I. INFORMED CONSENT: VACCINATION
CHOICE AS A HUMAN RIGHT

A. Informed consent to vaccination as
a preventive medical treatment

Promoting health involves three levels of prevention: primary
prevention or pure prevention (preventing the health problem from
occurring at all), secondary prevention (management of the treat-
ment to avoid actual damages to the person’s health) and tertiary
prevention (to limit the impairment, increase the quality of life and
prolong life).® One clear example of pure prevention treatment is
vaccination.” All medical treatments, including preventive medical
treatment, can only be carried out with informed consent, except
under very extraordinary circumstances. This rule is developed in
international bioethics declarations, human rights instruments and
human rights jurisprudence and doctrine.

After World War II, in 1947, the world embraced the Nuremberg
Code."” The first principle of this Code states that the voluntary
consent of the human subject in a medical procedure is absolutely es-
sential. The goal was to prohibit experimentation on human subjects
without free and informed consent. Since then, several international
instruments have protected directly and indirectly the right to free
and informed consent for medical and scientific experimentation.!!

8 International Federation of Red Cross and Red Crescent Societies & FRANCOIS-XAVIER Ba-
GNouD, Center for Health and Human Rights, Public Health: An Introduction, in Health and
Human Rights: A Reader, 29-34, 30 (JONATHAN M. MANN, SoriA GRUSKIN, MICHAEL A GRODIN
& GEORGE J. ANNAs, eds., Routledge, Taylor and Francis Group, New York, London, 1999).

9 International Federation of Red Cross and Red Crescent Societies & FRANGOIS-XAVIER Ba-
GNouD, Center for Health and Human Rights, Public Health: An Introduction, in Health and
Human Rights: A Reader, 29-34, 30 (JONATHAN M. MANN, SoriA GRUSKIN, MICHAEL A GRODIN
& GEORGE J. ANNAs, eds., Routledge, Taylor and Francis Group, New York, London, 1999).

10 Nuremberg Code, 1947. Available at: http://www.hhs.gov/ohrp/archive/nurcode.html

11 United Nations, General Assembly, Universal Declaration of Human Rights, G.A. Res.
217 (IIT) A, U.N. Doc. A/Res/217(I1I), art. 7 (10 December 1948). Available at: http://www.
un-documents.net/a3r217a.htm. United Nations International Covenant on Civil and Political
Rights, adopted and opened for signature, ratification and accession by General Assembly
resolution 2200A (XXI) of 16 December 1966, entry into force 23 March 1976, in accordance
with Article 49,999 U.N.T.S. 171. Available at: http://www.ohchr.org/EN/Professionallnterest/
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Particularly important are the Universal Declaration on Bioethics
and Human Rights or UNESCO Declaration of 2005 and the
Oviedo Declaration of 1997,"* instruments that explicitly develop
the right to informed consent in medical interventions.

1. The UNESCO Declaration of 2005

In 2005, the United Nations Education, Scientific, and Cultural
Organization (UNESCO), adopted the Universal Declaration on
Bioethics and Human Rights (UNESCO Declaration). Article 6 of
the Declaration provides that:

(...) Any preventive, diagnostic and therapeutic medical intervention is only to
be carried out with the prior, free and informed consent of the person concer-
ned, based on adequate information. The consent should, where appropriate,
be express and may be withdrawn by the person concerned at any time and for
any reason without disadvantage or prejudice (...) (emphasis added).

The provision means that “no interference in the human body
must be undertaken without the permission of the person con-
cerned.”™ The legislative history of the UNESCO Declaration does
not explain the inclusion of the word preventive in article 6. In fact,
articles 6 and 7 were the result of the division and addition of article
10, a provision that initially did not include the word preventive.
Thus, this key word was added in the last Declaration discussion
in June 2005, without a particular explanation.’® Although some

Pages/CCPR.aspx. The Covenant entered into force in 23 March, 1976, but the provisions of
article 41 entered into force 28 March, 1979.

12 Universal Declaration on Bioethics and Human Rights, General Conference of UNESCO,
331 session (October 19, 2005). Available at: http://portal.unesco.org/en/ev.phpURL _
ID=31058&URL_DO=DO_TOPIC&URL_SECTION=201.html

13 Council of Europe, Convention for the Protection of Human Rights and Dignity of the Human
Being with Regard to the Application of Biology and Medicine: Convention on Human Rights
and Biomedicine, Oviedo Convention, CETS 164, Oviedo, Apr. 4, 1997. Available at: http:/
www.coe.int/en/web/conventions/full-list/-/conventions/rms/090000168007cf98

14 REeGINE KoLLEK, Consent, in The UNESCO Universal Declaration on Bioethics and Human
Rights: Background, Principles and Application, Article 6, 123-138 (HENK A. M. J. TEN HAVE
& MicHELE S. JEAN, eds., UNESCO, Paris, 2009). Available at: http://unesdoc.unesco.org/
images/0017/001798/179844e.pdf

15 Iwant to thank Doctor Edmund D. Pellegrino, M.D. (member of the International Bioethics
Committee at the time the Explanatory Report was drafted), for his guidance on this point. In
a generous e-mail he stated that “to my knowledge there was no extensive discussion regarding
the inclusion of the word preventive in the UNESCO Committee on Bioethics Declaration.
There was especially no specific reference to the word preventive. (...) Nor was there any specific
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governments'® were of the opinion that informed consent should
only be a requisite for particularly invasive treatments, this proposal
was not accepted in the final draft.

The Declaration entrusts UNESCO to seek the assistance of
the International Bioethics Committee (IBC), as well as the In-
tergovernmental Bioethics Committee (IGBC), to promote and
disseminate the principles set out in the Declaration. In 2008, the
IBC issued the Report on Consent (which interprets article 6 and
7 of the Declaration). This Report is perhaps the best document
available to analyze and interpret the Declaration’s provisions. The
Report on length affirms that:

[--.] Public health measures, aiming at preventing, eradicating, or alleviating
a problem of importance for the whole population or groups within it, might
interfere with the self-determination of individuals. Such restrictions on the
freedom of people to choose for themselves should be strictly regulated and
be in accordance with Article 27 of the Declaration on ‘Limitations on the
application of principles’. For example, the threat of an epidemic legitimates
the public hand to order compulsory measures, a well-known example is the
quarantine (...). Today, such threats may lead to ordering the immunization
of an entire population or categories within it (e.g. persons employed in the
health field). Furthermore, even without epidemic danger, it might be justified
to declare immunizations compulsory in order to ensure a sufficient coverage
in the population” (emphasis added).

It seems that the Report considers the possibilities of compulsory
vaccination, even without epidemic danger, but always under the
limitation principles of article 27 of the UNESCO Declaration.'

mention of “preventive” in relationship to vaccines. In the Declaration I believe “preventive”
was included as a general requirement for informing patients of potential side effects of both
therapeutic and preventive measures. This knowledge is necessary in order to obtain valid
consent for administering any preventive measure. Preventive as well as therapeutic measures
can have harmful as well as beneficial effects.” E-mail from Doctor Edmund D. Pellegrino,
M.D. member of the International Bioethics Committee at the time the Explanatory Report
was drafted, to Juana Inés Acosta, Hauser Scholar at NYU, now Professor at La Sabana
University (Apr. 05, 2011 19:34:40 — 0400, received by the NYU server) (on file with author).

16 For instance, Saudi Arabia and India. See Intergovernmental Meeting of Experts Aimed
at Finalizing a Draft Declaration on Universal Norms on Bioethics, Second Session,
Compilation of Proposed Amendments Submitted by Member States, 33-34, UNESCO, SHS/
EST/05/CONF.204/5 (Paris, June 6, 2005). Available at: http://unesdoc.unesco.org/imag-
es/0013/001397/139788e.pdf

17 International Bioethics Committee, IBC, Report on Consent, SHS/EST/CIB08-09/2008/1
(Paris, 2008). Available at: http://unesdoc.unesco.org/images/0017/001781/178124E.pdf

18 For further explanation of these principles, see United Nations Educational, Scientific and
Cultural Organization, UNESCO, Universal Declaration on Bioethics and Human Rights or
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These principles, as I will show below, are complemented by the
development of the additional principles governing the limitation
of rights under international human rights law.

Although the UNESCO Declaration is not a binding document,
it is worth mentioning that it was adopted by the acclamation' of
all Member States. It was the United States who urged that accla-
mation vote:

The United States is pleased to be able to join consensus on the Universal
Declaration on Bioethics and Human Rights and urges that it be adopted by
acclamation and without amendment. This document helps to provide a basic
[framework of ethical principles to guide Member States in the development of
their domestic legislation and policies’® (emphasis added).

Thus, the principles embodied in the Declaration are undoubt-
edly very important to the design and implementation of public
policies in the field of public health.

2. The Oviedo Convention of 1997

The Council of Europe approved the Convention on Human Rights
and Biomedicine (Oviedo Convention) in 1997. Although this
Convention is only enforceable for European countries which have
signed it, it provides useful guidance for the correct interpretation
and application of the principle of informed consent, considering
that it is not only a binding international treaty, but also that it
sets forth established rules of interpretation in the field. Regarding
consent, article 5 of the Convention affirms:

An intervention in the health field may only be carried out after the person
concerned has given free and informed consent to it. This person shall befo-

UNESCO Declaration, General Conference of UNESCO, 33 session (October 19, 2005).
Available at: http://portal.unesco.org/en/ev.phpURL_ID=31058&URL_DO=DO_TOP-
IC&URL_SECTION=201.html

19 This means that it was accepted “by general applause or absence of protest instead of by
conducting a vote. The terms is used in the UN alongside ‘without a vote’ or ‘by consensusK”.
EpmunD JaN OsmARczYK & ANTHONY MANGo, Encyclopedia of the United Nations and Inter-
national Agreements: T to Z, Vol. 4 (3"ed., Taylor & Francis, London, New York, 2003).

20 United Nations Educational, Scientific and Cultural Organization, UNESCO, Records of
the General Conference, 33 Session, Annex II: Statements on the Interpretation of Specific
Provisions of the Universal Declaration on Bioethics and Human Rights, U.S., 209 (UNESCO,
Paris, 2005). Available at http://unesdoc.unesco.org/images/0014/001428/142825¢.pdf

Vniversitas. Bogota (Colombia) N° 131: 19-64, julio-diciembre de 2015


http://unesdoc.unesco.org/images/0014/001428/142825e.pdf

rehand be given appropriate information as to the purpose and nature of the
intervention as well as on its consequences and risks. The person concerned
may freely withdraw consent at any time.?!

The legislative history of the Oviedo Convention is summarized
in the Explanatory Report (ER) to the Convention, drawn up under
the responsibility of the Secretary General of the Council of Europe,
at the request of the Steering Committee on Bioethics (CDBI). This
ER takes into account the discussions held in the CDBI and its
Working Group entrusted with the drafting of the Convention, as
well as the remarks and proposals made by the States’ delegations.
Although the ER is not an authoritative interpretation of the Con-
vention, it covers the main issues discussed in the preparatory work
and provides information to clarify the object and purpose of the
Convention and to better understand the scope of its provisions.*?
Regarding consent, the ER affirms, among other things, that:

Article 5... deals with consent and affirms at the international level an already
well-established rule that is that no one may in principle be forced to undergo an
intervention without his or her consent. Human beings must therefore be able
freely to give or refuse their consent to any intervention involving their person.
This rule makes clear patients’ autonomy in their relationship with health care
professionals and restrains the paternalist approaches which might ignore the
wish of the patient. The word “intervention” is understood in its widest sense,
as in Article 4 — that is to say, it covers all medical acts, in particular inter-
ventions performed for the purpose of preventive care, diagnosis, treatment,
rehabilitation or research” (emphasis added,).

The ER also explains that the patient’s consent is considered
to be free and informed if it is given on the basis of objective in-
formation from the responsible health care professional “as to the

21 Council of Europe, Convention for the Protection of Human Rights and Dignity of the Human
Being with Regard to the Application of Biology and Medicine: Convention on Human Rights
and Biomedicine, Oviedo Convention, CETS 164, Oviedo, Apr. 4, 1997, art. 5. Available at:
http://www.coe.int/en/web/conventions/full-list/-/conventions/rms/090000168007cf98

22 Council of Europe, Explanatory Report to the Convention for the Protection of Human Rights
and Dignity of the Human Being with Regard to the Application of Biology and Medicine,
Dir/Jur(97)5, 2 (May, 1997). Available at: https://rm.coe.int/COERMPublicCommonSearch-
Services/DisplayDCTMContent?documentId=09000016800ccdeS

23 Council of Europe, Explanatory Report to the Convention for the Protection of Human Rights
and Dignity of the Human Being with Regard to the Application of Biology and Medicine,
Dir/Jur(97)5, par. 34 (May, 1997). Available at: https://rm.coe.int/COERMPublicCommon-
SearchServices/DisplayDCTMContent?documentId=09000016800ccdeS
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nature and the potential consequences of the planned intervention
or of its alternatives, in the absence of any pressure from anyone”**
(emphasis added). According to the ER, information must include
(1) the purpose of the treatment, (ii) the nature and consequences
of the intervention and (iii) the risks involved (not only the inher-
ent risks but also risks related to the individual characteristics of
each patient). Finally, requests for additional information made by
patients must be adequately answered.

The European Court of Human Rights has reaffirmed that
informed consent is required for any medical intervention under
the Oviedo Convention. In M. A.K. and R.K. v. United Kingdom,
a case involving, among other things, a blood test of a 9 years old
girl without her parent’s permission, the Court stated that:

Domestic law and practice clearly requires the consent of either the patient
or, if they are incapable of giving consent, a person with appropriate authori-
zation before any medical intervention can take place. Where the patient is a
minor, the person with appropriate authorization is the person with parental
responsibility. This fully accords with the Council of Europe’s Convention on
Human Rights and Biomedicine® (emphasis added).

Thus, the European Court concluded that “the decision to take
a blood test and photograph the girl against her parents’ express
instructions gave rise to an interference with her right to respect
for her private life and, in particular, her right to physical integri-
ty.”?¢ The principle of informed consent in medical interventions
has also been considered as an important human rights standard
by the Inter-American Human Rights System.?

24 Council of Europe, Explanatory Report to the Convention for the Protection of Human Rights
and Dignity of the Human Being with Regard to the Application of Biology and Medicine,
Dir/Jur(97)5, par. 35 (May, 1997). Available at: https://rm.coe.int/CoERMPublicCommon-
SearchServices/DisplayDCTMContent?documentId=09000016800ccde5

25 European Court of Human Rights, ECHR, M.A4.K. and R.K. v. United Kingdom, App.
No. 45901/05 and 40146/06, 4 77 (23 March 2010). Available at: http://hudoc.echr.coe.int/
eng?i=001-97880

26 European Court of Human Rights, ECHR, M.A.K. and R.K. v. United Kingdom, App.
No. 45901/05 and 40146/06, 4 77 (23 March 2010). Available at: http://hudoc.echr.coe.int/
eng?i=001-97880

27 Inter-American Commission of Human Rights, IACHR, Maria Mamérita Mestanza- Chavez
v. Peru, Case 12.191, Report No. 71/2003, OEA/Ser.L/V/11.118 Doc. 70 rev. 2 at 668 (October
22, 2003). Available at: http://www.cidh.org/annualrep/2003eng/Peru.12191.htm. Ms. Maria
Mamérita Mestanza-Chavez suffered from a forced sterilization that ultimately caused her
death. In the friendly settlement and according to the Inter-American Commission recom-
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Thus, current international standards require that any medical
intervention, including preventive medical treatment, must be
accompanied by informed consent. Therefore, vaccination, as a
preventive treatment, requires the previous informed consent of
any patient. Informed consent includes not only information about
the general inherent risks of vaccines, but also information of risks
related to the individual characteristics of each patient. This does
not mean that compulsory vaccination programs are completely
prohibited. However, it means that if a compulsory vaccination
program is established, the legislature must determine that the cri-
teria for the limitation of individual rights are fulfilled, considering
that by its face, a compulsory vaccination policy limits the right
to informed consent, the right to privacy and the right to physical
integrity.

B. Public health and human rights restrictions:
criteria for the limitation of individual rights

Considering that potential benefits and burdens on human rights
may occur in the pursuit of the major purposes of public health,?® a
human rights framework provides a useful approach for analyzing
and responding to public health challenges.?” Under this framework,
some authors have even considered that “health policies and pro-
grams should be considered discriminatory and burdensome on
human rights until proven otherwise.”*

As we have seen, medical interventions might particularly re-
strict human rights such as the right to a private life and the right

mendations, the State made a commitment to “adopt the necessary administrative measures
so that that rules established for ensuring respect for the right of informed consent are scru-
pulously followed by health personnel.”)

28 JoNATHAN M. MANN, LAWRENCE GOSTIN, SOF1A GRUSKIN, TROYEN BRENNAN, ZITA LAZZARINI &
HARRY FINEBERG, Health and Human Rights, in Health and Human Rights, 7-20, 12 (JONATHAN
M. MANN, Soria GRUSKIN, MICHAEL A GRODIN & GEORGE J. ANNas, eds., Routledge, Taylor
and Francis Group, New York, London, 1999).

29 RoOBERTO ANDORNO, Global Bioethics at UNESCO: In Defence of the Universal Declaration
on Bioethics and Human Rights, 33 Journal of Medical Ethics, 3, 150-154. Available at: http://
www.ncbi.nlm.nih.gov/pmc/articles/PMC2598251/?tool=pubmed

30 JONATHAN M. MANN, LAWRENCE GOSTIN, SOFIA GRUSKIN, TROYEN BRENNAN, ZITA LAZZARINI &
HARRY FINEBERG, Health and Human Rights, in Health and Human Rights, 7-20, 13 (JONATHAN
M. MANN, Soria GRUSKIN, MICHAEL A GRODIN & GEORGE J. ANNas, eds., Routledge, Taylor
and Francis Group, New York, London, 1999).
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to physical integrity.”' In addition to the limitation of these rights,
the lack of information and the absence of choice of the subject to
any medical intervention constitutes a restriction of the right to in-
formed consent. Finally, if injuries result from compulsory medical
interventions and redress and compensation are not available, then
there might also be a restriction of the right to an effective remedy
and the right to integral reparation.*

Public health is of course a legitimate goal of any State. The
question is under what circumstances compulsory medical inter-
vention is the proper means to achieve that legitimate aim. Article
27 of the UNESCO Declaration affirms that:

If the application of the principles of this Declaration is to be limited, it should
be by law, including laws in the interests of public safety, for the investigation,
detection and prosecution of criminal offences, for the protection of public
health or for the protection of the rights and freedoms of others. Any such law
needs to be consistent with international human rights law (emphasis added).

Thus, to answer the question of legitimate limitations to the
Declaration, review of international human rights law must be
taken. International human rights courts have developed a test to
analyze if measures restricting the rights of human beings are legit-
imate and lawful. This test studies whether the measure is provided
by law, and whether it was strictly necessary and proportional.®
In principle, the State that is adopting or supporting the measure
bears the burden of proof.*

31 European Court of Human Rights, ECHR, Glass v. United Kingdom, App. No. 61827/00, 4 70
(9 March 2004). Available at: http://hudoc.echr.coe.int/eng?i=001-61663. This case regarding
an imposed treatment on a mentally ill patient without the consent of his parents.

32 For a deeper analysis on these rights, see Sections II and III.

33 European Court of Human Rights, ECHR, Glass v. United Kingdom, App. No. 61827/00, §
73 (9 March 2004). Available at: http:/hudoc.echr.coe.int/eng?i=001-61663. These are the
minimal criteria that should be met but some authors have included other additional criteria.
See Louise Kuo HAaBakUs &, MARY HOLLAND, eds., Vaccine Epidemic: How Corporate Greed,
Biased Science, and Coercive Government Threaten Our Human Rights, Our Health, and Our
Children, 20 (Skyhorse Publishing, Inc., New York, 2011). However, I think these additional
criteria could be included as part of these general criteria. For example, the limitation of the
least intrusive measure is already embraced in the strict necessity requirement, according to
human rights jurisprudence.

34 This principle can be inferred from ECHR jurisprudence. European Court of Human Rights,
ECHR, Glass v. United Kingdom, App. No. 61827/00, 4 82 (9 March 2004). Available at: http://
hudoc.echr.coe.int/eng?i=001-61663. The Government contended that consent had been given
by the applicant, but the Court did not find a persuasive evidence of consent in the Govern-
ment’s response. Thus, the Court found a violation of the Government due to the lack of a
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Legitimate goal. As affirmed above, public health is a legitimate
goal. However, as Lawrence Gostin and Jonathan M. Mann affirm,
the Government has the responsibility to articulate the public health
purpose as clearly as possible.* Only clearly articulated goals would
help to “identify the true purpose of intervention, facilitate public
understanding and debate around legitimate health purposes, and
reveal prejudice, stereotypical attitudes, or irrational fear.”* For
instance, a compulsory vaccination policy, which restricts informed
consent, personal integrity and the right to privacy, would have
to be articulated under a clear purpose, such as the eradication
of a specific epidemic, and not just generally for the prevention of
disease. Also, a clearly articulated goal assists with the analysis of
the legitimacy of the purpose of the policy.

Provided by law. As the Inter-American Court of Human Rights
has affirmed, the word /aw for the legitimate restriction of rights
“means a general legal norm tied to the general welfare, passed by
democratically elected legislative bodies established by the Con-
stitution, and formulated according to the procedures set forth by
the constitutions of the States Parties for that purpose.”¥ In a very
eloquent way the Court explains that:

“certainty that any consent given was free, expressed and informed.” It was easy to infer by
the opinion that the burden of proof for that certainty was on the Government. European
Court of Human Rights, ECHR, M. A.K. and R.K. v. United Kingdom, App. No. 45901/05 and
40146/06, § 77 (23 March 2010). Available at: http://hudoc.echr.coe.int/eng?i=001-97880. The
Court found no justification for the decision to take a blood test and intimate photographs
to a nine year old girl against the express wishes of both parents. The Court presumed that
the State had to present such justification.

35 LAWRENCE GOSTIN & JONATHAN M. MaNN, Toward the Development of a Human Rights Impact
Assessment for the Formulation and Evaluation of Public Health Policies, in Health and Human
Rights: A Reader, 54-72, 55 (JONATHAN M. MANN, SoF1A GRUSKIN, MICHAEL A GRODIN & GEORGE
J. ANNas, eds., Routledge, Taylor and Francis Group, New York, London, 1999).

36 LAWRENCE GOSTIN & JONATHAN M. MaNN, Toward the Development of a Human Rights Impact
Assessment for the Formulation and Evaluation of Public Health Policies, in Health and Human
Rights: A Reader, 54-72, 55 (JONATHAN M. MANN, SoF1A GRUSKIN, MICHAEL A GRODIN & GEORGE
J. ANNas, eds., Routledge, Taylor and Francis Group, New York, London, 1999).

37 The Government of Uruguay, by means of communication of August 14, 1985, submitted to the
Inter-American Court of Human Rights a request for an advisory opinion on the scope of the
word “laws” used in Article 30 (scope of restrictions) of the American Convention on Human
Rights. Inter-American Court of Human Rights, IACtHR, Advisory Opinion OC-6/86, The
Word “Laws” in Article 30 of the American Convention of Human Rights, Requested by the
Government of Uruguay (May 9, 1986). Available at: http://www.corteidh.or.cr/docs/opiniones/
serica_06_ing.pdf. All the English translations of the jurisprudence of the Inter-American
Court of Human Rights provided in this paper, are the official translations of the Court.
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In order to guarantee human rights, it is therefore essential that state actions
affecting basic rights not be left to the discretion of the government but, rather,
that they be surrounded by a set of guarantees designed to ensure that the invio-
lable attributes of the individual not be impaired. Perhaps the most important
of these guarantees is that restrictions to basic rights only be established by
a law passed by the Legislature in accordance with the Constitution. Such a
procedure not only clothes these acts with the assent of the people through its
representatives, but also allows minority groups to express their disagreement,
propose different initiatives, participate in the shaping of the political will, or
influence public opinion so as to prevent the majority from acting arbitrarily.
Although it is true that this procedure does not always prevent a law passed
by the Legislature from being in violation of human rights —a possibility that
underlines the need for some system of subsequent control— there can be
no doubt that it is an important obstacle to the arbitrary exercise of power’®
(emphasis added).

Also, the meaning of the word /aws “must be sought as a term

used in an international treaty. It is not, consequently, a question
of determining the meaning of the word /aws within the context of
the domestic law of a State Party.”* Thus, an executive decree, for
instance, would not be in compliance with this requirement.

Strict necessity. When a State invokes reasons of general inter-

est or public welfare to limit human rights, those reasons “will be
subjected to an interpretation strictly limited to ‘just demands’
of a ‘democratic society’ that takes into account the balance be-
tween the different interests at stake* and the existence of a truly
compelling public interest.”* According to the European Court of

38

39

40

41

Inter-American Court of Human Rights, IACtHR, Advisory Opinion OC-6/86, The Word
“Laws” in Article 30 of the American Convention of Human Rights, Requested by the
Government of Uruguay, § 22 (May 9, 1986). Available at: http://www.corteidh.or.cr/docs/
opiniones/seriea_06_ing.pdf

Inter-American Court of Human Rights, IACtHR, Advisory Opinion OC-6/86, The Word
“Laws” in Article 30 of the American Convention of Human Rights, Requested by the
Government of Uruguay, | 19 (May 9, 1986). Available at: http://www.corteidh.or.cr/docs/
opiniones/seriea_06_ing.pdf

Inter-American Court of Human Rights, IACtHR, Salvador Chiriboga v. Ecuador, Preliminary
Objections and Merits, Judgment, Serie C No. 179. Manuel Ventura-Robles, Concurring Opin-
ion (May 6, 2008). Available at: http:/www.corteidh.or.cr/docs/casos/articulos/seriec_179_ing.
pdf. The case concerned and illegitimate restriction to private property in Ecuador.
LAWRENCE GOSTIN & JONATHAN M. MANN, Toward the Development of a Human Rights Impact
Assessment for the Formulation and Evaluation of Public Health Policies,in Health and Human
Rights: A Reader, 54-72, 63 (JONATHAN M. MANN, SorFia GRUSKIN, MICHAEL A GRODIN & GEORGE
J. ANNas, eds., Routledge, Taylor and Francis Group, New York, London, 1999).
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Human Rights, this test requires that States prove the existence of
a “pressing social need.”™

The strict necessity element must also be analyzed according to
available alternatives.” In other words, the measures must be the
least restrictive alternative to achieve the public health objective.*
Non-coercive approaches should always be considered first.* Thus,
there is a need to show that a less restrictive alternative is not fea-
sible. In an epidemic, for instance, an alternative to compulsory
vaccination could be quarantine. Both measures restrict human
rights in different degrees, but informed consent could be protected
by the opportunity to choose between the alternatives, with full
information about the possible risks.

Proportionality. The measure must be proportional to the le-
gitimate aim.* In evaluating proportionality, the legislature must
consider the individual risk posed by each individual case. In order
to restrict human rights, a coercive approach might be sustained
only when there is an “individual determination that the person
poses a significant risk to the public.”’ The risk to the public must

42 European Court of Human Rights, ECHR, Flux v. Moldova, App. No. 22824/04, 9 35 (29
July 2008). Available at: http://hudoc.echr.coe.int/eng?i=001-88063. The applicant newspaper
alleged, in particular, that its right to freedom of expression had been violated as a result of
judicial decisions in defamation proceedings brought against it.

43 LAWRENCE GOSTIN & JONATHAN M. MANN, Toward the Development of a Human Rights Impact
Assessment for the Formulation and Evaluation of Public Health Policies, in Health and Human
Rights: A Reader, 54-72, 57 (JONATHAN M. MANN, SoF1a GRUSKIN, MICHAEL A GRODIN & GEORGE
J. ANNas, eds., Routledge, Taylor and Francis Group, New York, London, 1999).

44 LAWRENCE GOSTIN & JONATHAN M. MANN, Toward the Development of a Human Rights Impact
Assessment for the Formulation and Evaluation of Public Health Policies, in Health and Human
Rights: A Reader, 54-72, 65 (JONATHAN M. MANN, SoF1a GRUSKIN, MICHAEL A GRODIN & GEORGE
J. ANNas, eds., Routledge, Taylor and Francis Group, New York, London, 1999).

45 LAWRENCE GOSTIN & JONATHAN M. MANN, Toward the Development of a Human Rights Impact
Assessment for the Formulation and Evaluation of Public Health Policies, in Health and Human
Rights: A Reader, 54-72, 65 (JONATHAN M. MANN, SoF1a GRUSKIN, MICHAEL A GRODIN & GEORGE
J. ANNas, eds., Routledge, Taylor and Francis Group, New York, London, 1999).

46 European Court of Human Rights, ECHR, M.A.K. and R.K. v. United Kingdom, App.
No. 45901/05 and 40146/06, 4 73 (23 March 2010). Available at: http://hudoc.echr.coe.int/
eng?i=001-97880

47 LAWRENCE GOSTIN & JONATHAN M. MANN, Toward the Development of a Human Rights Impact
Assessment for the Formulation and Evaluation of Public Health Policies, in Health and Human
Rights: A Reader, 54-72, 66 (JONATHAN M. MANN, SoF1A GRUSKIN, MICHAEL A GRODIN & GEORGE
J. ANNas, eds., Routledge, Taylor and Francis Group, New York, London, 1999).
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be probable and not merely speculative or remote.* The possible
harm must also be substantial.*’

The European Court of Human Rights has affirmed that all lim-
itations must entail a reasonable relation of proportionality between
the means employed and the aim sought.” Also, proportionality
implies the balance between the interests of the community and
the protection of individual rights.>! Moreover, the Inter-American
Court has affirmed that “there is a need to look behind the mere
appearances, in order to ascertain the real situation behind the re-
ported situation.” For instance, the legislature should investigate
the existence of a real risk for the population behind the compulsory
vaccination policy, and not a private economic interest or other
illegitimate interest.>

48 LAWRENCE GOSTIN & JONATHAN M. MANN, Toward the Development of a Human Rights Impact
Assessment for the Formulation and Evaluation of Public Health Policies,in Health and Human
Rights: A Reader, 54-72, 67 (JONATHAN M. MANN, SoFia GRUSKIN, MICHAEL A GRODIN & GEORGE
J. ANNas, eds., Routledge, Taylor and Francis Group, New York, London, 1999).

49 LAWRENCE GOSTIN & JONATHAN M. MANN, Toward the Development of a Human Rights Impact
Assessment for the Formulation and Evaluation of Public Health Policies,in Health and Human
Rights: A Reader, 54-72, 67 (JONATHAN M. MANN, SoFia GRUSKIN, MICHAEL A GRODIN & GEORGE
J. ANNas, eds., Routledge, Taylor and Francis Group, New York, London, 1999).

50 European Court of Human Rights, ECHR, Hutten-Czapska v. Poland, App. No. 35014/97, §
167 (19 June 2006). Available at: http://hudoc.echr.coe.int/eng?i=001-75882

51 European Court of Human Rights, ECHR, Hutten-Czapska v. Poland, App. No. 35014/97, §
167 (19 June 2006). Available at: http://hudoc.echr.coe.int/eng?i=001-75882. European Court
of Human Rights, ECHR, Matos e Silva, Ltda. and others v. Portugal, App. No. 15777/89,
86 (16 September 1996). Available at: http:/hudoc.echr.coe.int/eng?i=001-58063. European
Court of Human Rights, Sporrong and Lonnroth v. Sweden, App. No. 7151/75 and 7152/75, 9
69 (23 September 1982). Available at: http://hudoc.echr.coe.int/eng?i=001-57580

52 Inter-American Court of Human Rights, IACtHR, Ivcher-Bronstein v. Peru, Merits, Repara-
tions and Costs, Judgment, Serie C No. 74, 4 124 (February 6, 2001). Available at: http://www.
corteidh.or.cr/docs/casos/articulos/seriec_74_ing.pdf. Considering that there was no evidence
or argument to confirm that the precautionary measure ordered by Judge Percy Escobar of
Peru was based on reasons of public utility or social interest; to the contrary, the proven facts
in this case showed the State’s determination to deprive Mr. Baruch Ivcher-Bronstein of the
control of Channel 2, by suspending his rights as a shareholder of the Company that owned
it. European Court of Human Rights, ECHR, Papamichalopoulos and others v. Greece, App.
No. 14556/89, § 42 (24 June 1993). Available at: http://hudoc.echr.coe.int/eng?i=001-57836

53 Several authors have affirmed that behind some compulsory vaccination programs the real
interest is an economic private interest of the pharmaceutical industry. See generally, Lisa
REAGAN, A Dragon by the Tail, The Corrupt World of Global Vaccine Politics (Byron Publi-
cations, eds., Mullumbimby, Australia, 2005). Available at: http://whale.to/vaccines/reagan.
html. Committee on Government Reform, U.S. House of Representatives, Conflicts of Interest
in Vaccine Policy Making, Majority Staff Report (2000). Available at National Vaccine Infor-
mation Center, NVIC: http://www.nvic.org/nvic-archives/conflicts-of-interest.aspx. Although
I am not saying these allegations are true, at least these allegations must be analyzed and
researched by the legislature before establishing compulsory vaccination policies.
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Thus, before establishing a compulsory vaccination policy, any
State must first test every measure adopted under the above criteria.
This is a necessary process in order to protect an adequate balance
between public health and individual rights.

II. THE RIGHT TO AN EFFECTIVE REMEDY
FOR VACCINATION INJURIES

If a State decides to adopt a compulsory vaccination policy and
people are injured as a result of vaccination, the State has a duty to
provide an effective remedy>* for victims. Moreover, if the criteria
for a lawful limitation of rights were not fulfilled and information
was not available, the remedy must be provided not only for the
injury, but also for a violation of the right to privacy, the right to
physical integrity and the right to informed consent. The guarantee
of an effective remedy “constitutes one of the basic pillars(...) of the
rule of law in a democratic society.”> The indisputable universality
of this right is evidenced by its recognition by the most important
universal and regional international human rights instruments, as
follows.

Article 8 of the Universal Declaration of Human Rights provides
that “Everyone has the right to an effective remedy by the competent
national tribunals for acts violating the fundamental rights granted
him by the Constitution or by law.”

Article 2 of the International Covenant on Civil and Political
Rights provides that:

every State must ensure: (a) that any person whose rights or freedoms as herein
recognized are violated shall have an effective remedy, notwithstanding that
the violation has been committed by persons acting in an official capacity, (b)

54 Theexpression “effective remedy” is embodied in the Universal Declaration of Human Rights
(article 8). The American Convention on Human Rights embodies this same rights as the right
to an “effective recourse” (article 25).

55 Inter-American Court of Human Rights, IACtHR, Tibi v. Ecuador, Preliminary objections,
Merits, Reparations and Costs, Judgment, Serie C No. 114,9 131 (September 7, 2004). Available
at: http://www.corteidh.or.cr/docs/casos/articulos/seriec_114_ing.pdf. Inter-American Court of
Human Rights, IACtHR, 19 Merchantsv. Colombia, Merits, Reparations and Costs, Judgment,
Serie C No. 109, 9193 (July 5, 2004). Available at: http://www.corteidh.or.cr/docs/casos/artic-
ulos/seriec_109_ing.pdf. Inter-American Court of Human Rights, IACtHR, Maritza Urrutia
v. Guatemala, Merits, Reparations and Costs, Judgment, Serie C No. 103, § 117 (November
27,2003). Available at: http://www.corteidh.or.cr/docs/casos/articulos/seriec_103_ing.pdf
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that any person claiming such a remedy shall have his right thereto determined
by competent judicial, administrative or legislative authorities, or by any other
competent authority provided for by the legal system of the State, and to develop
the possibilities of judicial remedy, and (c) that the competent authorities shall
enforce such remedies when granted.

The three most important regional human rights systems also
recognize the protection of an effective remedy. Article 13 of the
European Convention for the Protection of Human Rights and
Fundamental Freedoms provides that “Everyone whose rights and
freedoms as set forth in this Convention are violated shall have an
effective remedy before a national authority notwithstanding that
the violation has been committed by persons acting in an official ca-
pacity.” Article X VIII of the American Declaration on the Rights
and Duties of Man provides that “Every person may resort to the
courts to ensure respect for his legal rights. There should likewise
be available to him a simple, brief procedure whereby the courts
will protect him from acts of authority that, to his prejudice, violate
any fundamental constitutional rights.””’

Article 25 of the American Convention on Human Rights pro-
vides that:

1. Everyone has the right to simple and prompt recourse, or any other effective
recourse, to a competent court or tribunal for protection against acts that vio-
late his fundamental rights recognized by the constitution or laws of the State
concerned or by this Convention, even though such violation may have been
committed by persons acting in the course of their official duties. 2. The States
Parties undertake: a. to ensure that any person claiming such remedy shall
have his rights determined by the competent authority provided for by the legal
system of the state; b. to develop the possibilities of judicial remedy; and c. to
ensure that the competent authorities shall enforce such remedies when granted.

Finally, article 7 of the African Charter of Human and People’s
Rights® provides that:

56 European Court of Human Rights & Council of Europe, European Convention on Human Rights or
European Convention for the Protection of Human Rights and Fundamental Freedoms, as amended by
Protocols Nos. 11 and 14, supplemented by Protocols Nos. 1,4, 6,7, 12 and 13, Rome, 4 November
1950. Available at: http://www.echr.coe.int/Documents/Convention_ENG.pdf

57 Organization of American States, OAS, American Declaration on the Rights and Duties of Man,
adopted by the Ninth International Conference of American States, Bogota, Colombia, 1948.
Available at: http://cidh.oas.org/Basicos/English/Basic2. American%?20Declaration.htm

58 Organization of African Unity, African Charter of Human and People’s Rights or Banjul Char-
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1. Every individual shall have the right to have his cause heard. This compri-
ses.: (a) the right to an appeal to competent national organs against acts of
violating his fundamental rights as recognized and guaranteed by conventions,
laws, regulations and customs in force; (b) the right to be presumed innocent
until proved guilty by a competent court or tribunal; (c) the right to defense,
including the right to be defended by counsel of his choice; (d) the right to be
tried within a reasonable time by an impartial court or tribunal (...)

Human Rights tribunals and organs have developed a detailed

jurisprudence and doctrine that sets forth the international stan-
dards for the guarantee of the right to an effective remedy. This
right implies the obligation of States to provide simple, prompt, and
effective remedies against violations of human rights. Amongst the
most important international human rights standards for guaran-
teeing an effective remedy we find that:

A. States must have a simple and prompt

59

60

recourse “in particular of a judicial
nature, although other recourses are
admissible provided they are effective for
the protection of fundamental rights.”>°

1. The recourse must be effective.®® The effectiveness of a rem-
edy has two aspects: one normative (formal requirements of
the remedy), and one empirical (how the remedy works in
practice).

a. Normative aspect — Recourse must be suitable: this aspect is
evaluated by the recourse potential “to determine whether

ter, adopted 27 June 1981, OAU Doc. CAB/LEG/67/3 rev. 5, 21 1.L.M. 58 (1982), entered into
force 21 October 1986, Banjul, Gambia, 1987. Available at: http://www.achpr.org/instruments/
achpr/

Inter-American Commission of Human Rights, Access to Justice as a Guarantee of Economic,
Social, and Cultural Rights. A Review of the Standards Adopted by the Inter-American System
of Human Rights, Special Report OEA/Ser.L/V/11.129, 9 241 (7 September, 2007) (hereinafter,
Access to Justice Special Report). Available at: http://www.cidh.org/pdf%20filess ACCESS%20
TO%20JUSTICE%20DESC.pdf

European Court of Human Rights, ECHR, McFarlane v. Ireland, App. No. 31333/06,9 107 (10
September 2010). Available at: http://hudoc.echr.coe.int/eng?i=001-100413. European Court of
Human Rights, ECHR, 4, Band Cv. Ireland, App. No. 25579/05 (16 December 2010). Available
at: http://hudoc.echr.coe.int/eng?i=001-102332. European Court of Human Rights, ECHR,
Stoichkov v. Bulgaria, App. No. 9808/02, 9 66 (24 March 2005). Available at: http:/hudoc.echr.
coe.int/eng?i=001-68625. European Court of Human Rights, ECHR, Vachev v. Bulgaria, App.
No. 42987/98, 4 71 (8 July 2004). Available at: http://hudoc.echr.coe.int/eng?i=001-61877
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a violation of human rights had been committed and do
whatever it takes to solve it,” and its capacity to “yield
positive results or responses to human rights violations.”!
Also, it is not enough that the recourse exists formally, the
remedy should also offer the possibility to address human
rights violations and to provide adequate redress for such
violations.®”? This last standard includes:®
1. The possibility of verifying the existence of such vio-
lation (analysis must get to the merits and the decision
must be supported in sufficient legal grounds).
ii. The possibility of remedying human rights violations,*
and
iii. The possibility of making reparation for the damage
done and of punishing those responsible.

b. Empirical aspect — strict effectiveness: in practice, to fulfill
the standard, the recourse must “produce the result for
which it was designed.”® A remedy is not effective when:

1. It is illusory, when practice has shown its ineffective-
ness, when judiciary lacks independency, or when the
victim is denied access to a judicial remedy.

i1. It 1s excessively onerous for the victim

iii. The State has not ensured its enforcement by the
judicial authorities.

iv. Thereis an “inability of victims to obtain compensa-
tion.”®® On this same issue the European Court of Hu-

Inter-American Court of Human Rights, IACtHR, Velasquez-Rodriguez v. Honduras, Merits,
Judgment, Serie C No. 4, 966 (July 29, 1988). Available at: http://www.corteidh.or.cr/docs/
casos/articulos/seriec_04_ing.pdf. Inter-American Court of Human Rights, IACtHR, Juan
Humberto Sanchez v. Honduras, Preliminary Objections, Merits, Reparations and Costs,
Judgment, Serie C No. 99, 9 67 (June 7, 2003). Available at: http://www.corteidh.or.cr/docs/
casos/articulos/seriec_99_ing.pdf

Inter-American Court of Human Rights, IACtHR, Velasquez-Rodriguez v. Honduras, Merits,
Judgment, Serie C No. 4, § 66 (July 29, 1988). Available at: http://www.corteidh.or.cr/docs/
casos/articulos/seriec_04_ing.pdf

Inter-American Commission of Human Rights, IACHR, Loren Laroye Riebe Star v. Mexico,
Case 11.610, Report No. 34/98, OEA/Ser.L/V/11.102 (5 May 1998). Available at: http:/www.
cidh.org/annualrep/98eng/admissibility/mexico%2011610.htm

European Court of Human Rights, ECHR, Soldatenko v. Ukraine, App. No. 2440/07 (23
October 2008). Available at: http://hudoc.echr.coe.int/eng?i=001-89161

Inter-American Court of Human Rights, IACtHR, Veldsquez-Rodriguez v. Honduras, Merits,
Judgment, Serie C No. 4, § 66 (July 29, 1988). Available at: http:/www.corteidh.or.cr/docs/
casos/articulos/seriec_04_ing.pdf

Inter-American Commission of Human Rights, IACHR, Maria da Penha v. Brazil, Case
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man Rights has affirmed that there is a human rights
violation where victims do not have access to redress
to obtain compensation for any damage caused.?’
2. The victim of the violation must be able to invoke it.*
The State must ensure that the recourse will be heard.®
4. Such recourse must be available not only against violations
committed by public officials, but also by violations com-
mitted by private persons.”
The State must develop the possibilities of judicial remedy.”
6. State authorities must enforce the remedy when granted.”

w

“

12.051, Report No. 54/01, OEA/Ser.L/V/11.111 Doc. 20 rev. at 704, § 57 (2000). Available at:
http://wwwl.umn.edu/humanrts/cases/54-01.html

European Court of Human Rights, ECHR, M.A.K. and R.K. v. United Kingdom, App.
No. 45901/05 and 40146/06, 4 88 (23 March 2010). Available at: http://hudoc.echr.coe.int/
eng?i=001-97880

Inter-American Commission of Human Rights, Access to Justice as a Guarantee of Economic,
Social, and Cultural Rights. A Review of the Standards Adopted by the Inter-American System
of Human Rights, Special Report OEA/Ser.L/V/11.129, § 241 (7 September, 2007). Available
at: http://'www.cidh.org/pdf%20filess ACCESS%:20TO%20JUSTICE%20DESC.pdf
Inter-American Commission of Human Rights, Access to Justice as a Guarantee of Economic,
Social, and Cultural Rights. A Review of the Standards Adopted by the Inter-American System
of Human Rights, Special Report OEA/Ser.L/V/11.129, § 241 (7 September, 2007). Available
at: http://www.cidh.org/pdf%20filess ACCESS%:20TO%20JUSTICE%20DESC.pdf
Inter-American Court of Human Rights, IACtHR, A/bdn-Cornejo et al. v. Ecuador, Merits,
Reparations and Costs, Judgment, Serie C No. 171, § 119 (November 22, 2007). Available
at: http://www.corteidh.or.cr/docs/casos/articulos/seriec_171_ing.pdf, referring to the due
diligence of the State regarding health care private services. Inter-American Court of Hu-
man Rights, ITACtHR, 19 Merchants v. Colombia, Merits, Reparations and Costs, Judgment,
Serie C No. 109 (July 5, 2004). Available at: http://www.corteidh.or.cr/docs/casos/articulos/
seriec_109_ing.pdf. Inter-American Court of Human Rights, IACtHR, Pueblo Bello Massacre
v. Colombia, Merits, Reparations and Costs, Judgment, Serie C No. 140 (January 31, 2006).
Available at: http://www.corteidh.or.cr/docs/casos/articulos/seriec_140_ing.pdf, both cases
related to violations by private paramilitary groups. Inter-American Commission of Human
Rights, Access to Justice as a Guarantee of Economic, Social, and Cultural Rights. A Review of
the Standards Adopted by the Inter-American System of Human Rights, Special Report OEA/
Ser.L/V/11.129, q 241 (7 September, 2007). Available at: http://www.cidh.org/pdf%20files/
ACCESS%20T0%20JUSTICE%20DESC.pdf

Inter-American Commission of Human Rights, Access to Justice as a Guarantee of Economic,
Social, and Cultural Rights. A Review of the Standards Adopted by the Inter-American System
of Human Rights, Special Report OEA/Ser.L/V/11.129, 9§ 241 (7 September, 2007). Available
at: http://'www.cidh.org/pdf%20filess ACCESS%20TO%20JUSTICE%20DESC.pdf
Inter-American Commission of Human Rights, Access to Justice as a Guarantee of Economic,
Social, and Cultural Rights. A Review of the Standards Adopted by the Inter-American System
of Human Rights, Special Report OEA/Ser.L/V/11.129, 4241 (7 September, 2007). Available at:
http://'www.cidh.org/pdf%20filess/ ACCESS%20TO0%20JUSTICE%20DESC.pdf. Inter-Ameri-
can Court of Human Rights, IACtHR, Five Pensioners v. Peru, Merits, Reparations and Costs,
Judgment, Serie C No. 98 (February 28, 2003). Available at: http:/www.corteidh.or.cr/docs/
casos/articulos/seriec_98_ing.pdf. This case related to social security rights protected by the
judiciary in Peru. The State did not comply with the judicial labor decisions.
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One very important aspect of the standards of judicial protection
for the Inter-American System is that judicial recourses to remedy
human rights violations must also comply with the minimum due
process guarantees set forth in article 8 of the American Conven-
tion.”” The Inter-American Commission and Court have stated
that due process elements apply not only to criminal procedures,
but also to any judicial procedure, and even administrative pro-
cedures,” and in any other procedure whose decisions may affect
the rights of persons.”

Also, article XVIII of the American Declaration of the Rights
and Duties of Man is not confined to criminal procedures.” Ac-
cording to the Inter-American Commission this right is not confined

73 Article 8 (Right to a Fair Trial) of the American Convention on Human Rights, provides that:
“1. Every person has the right to a hearing, with due guarantees and within a reasonable time,
by a competent, independent, and impartial tribunal, previously established by law, in the
substantiation of any accusation of a criminal nature made against him or for the determi-
nation of his rights and obligations of a civil, labor, fiscal, or any other nature.

2. Every person accused of a criminal offense has the right to be presumed innocent so long
as his guilt has not been proven according to law. During the proceedings, every person is
entitled, with full equality, to the following minimum guarantees:

a. the right of the accused to be assisted without charge by a translator or interpreter, if he
does not understand or does not speak the language of the tribunal or court;

b. prior notification in detail to the accused of the charges against him;

c. adequate time and means for the preparation of his defense;

d. the right of the accused to defend himself personally or to be assisted by legal counsel of
his own choosing, and to communicate freely and privately with his counsel;

e. the inalienable right to be assisted by counsel provided by the state, paid or not as the
domestic law provides, if the accused does not defend himself personally or engage his own
counsel within the time period established by law;

f. the right of the defense to examine witnesses present in the court and to obtain the appea-
rance, as witnesses, of experts or other persons who may throw light on the facts;

g. the right not to be compelled to be a witness against himself or to plead guilty; and

h. the right to appeal the judgment to a higher court.

3. A confession of guilt by the accused shall be valid only if it is made without coercion of any
kind.

4. An accused person acquitted by a nonappealable judgment shall not be subjected to a new
trial for the same cause.

5. Criminal proceedings shall be public, except insofar as may be necessary to protect the
interests of justice.” Organization of American States, OAS, American Convention on Human
Rights, Pact of San José, Costa Rica, art. 8 (November 22, 1969). Available at: http://www.
oas.org/dil/treaties_B-32_American_Convention_on_Human_Rights.htm

74 Inter-American Court of Human Rights, IACtHR, Baena-Ricardo v. Panama, Merits, Repa-
rations and Costs, Judgment, Serie C No. 72,9 124-127 (February 2, 2001). Available at: http:/
wwwl.umn.edu/humanrts/iachr/C/72-ing.html

75 Inter-American Court of Human Rights, IACtHR, Baena-Ricardo v. Panama, Merits, Repa-
rations and Costs, Judgment, Serie C No. 72,9 124-127 (February 2, 2001). Available at: http:/
wwwl.umn.edu/humanrts/iachr/C/72-ing.html

76 Organization of American States, OAS, American Declaration on the Rights and Duties of Man,
adopted by the Ninth International Conference of American States, Bogota, Colombia, 1948.
Available at: http://cidh.oas.org/Basicos/English/Basic2. American%?20Declaration.htm
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to persons accused of crimes, and is applicable to administrative
procedures.”

Thus, any judicial or administrative procedure must respect the
minimum guarantees of due process. These minimum guarantees
include, amongst others, that the review allowed with remedies
must always be “thorough and comprehensive;”’”® that cases must be
decided in a reasonable time;” and that judges must be competent,
independent® and impartial.®!

Also, every administrative decision must be subject to some
form of judicial control that allows the State to determine whether
it respects the minimum human rights guarantees.®? This control
1s more essential when domestic administrative bodies “have broad

77 Inter-American Commission of Human Rights, IACHR, The Haitian Centre for Human Rights
et al. v. United States, Case 10.675 IACHR, Report No. 51/96, Inter-American Commission
of Human Rights, TACHR, OEA/Ser.L/V/11.95 Doc. 7 rev. at 550, 9 180 (1997). Available at:
http://www.refworld.org/docid/3ae6b71b8.html

78 Inter-American Court of Human Rights, IACtHR, Herrera-Ulloa v. Costa Rica, Preliminary
Objections, Merits, Reparations and Costs, Judgment, Serie C No. 107, 9 107 (July 2, 2004).
Available at: http://www.corteidh.or.cr/docs/casos/articulos/seriec_107_ing.pdf

79 Inter-American Court of Human Rights, IACtHR, Tibi v. Ecuador, Preliminary objections,
Merits, Reparations and Costs, Judgment, Serie C No. 114,9 175 (September 7, 2004). Available
at: http://www.corteidh.or.cr/docs/casos/articulos/seriec_114_ing.pdf. Inter-American Court
of Human Rights, IACtHR, Ricardo Canese v. Paraguay, Merits, Reparations and Costs,
Judgment, Serie C No. 111, § 141 (August 31, 2004). Available at: http://www.corteidh.or.cr/
docs/casos/articulos/seriec_111_ing.pdf. Inter-American Court of Human Rights, TACtHR,
19 Merchants v. Colombia, Merits, Reparations and Costs, Judgment, Serie C No. 109, 9 190
(July 5,2004). Available at: http:/www.corteidh.or.cr/docs/casos/articulos/seriec_109_ing.pdf.
European Court of Human Rights, ECHR, Wimmer v. Germany, App. No. 60534/00, § 23 (24
February 2005). Available at: http://hudoc.echr.coe.int/eng?i=001-68398. European Court of
Human Rights, ECHR, Panchenko v. Russia, App. No. 45100/98, 9 129 (8 February 2005).
Available at: http://hudoc.echr.coe.int/eng?i=001-68148. European Court of Human Rights,
ECHR, Todorov v. Bulgaria, App. No. 39832/98, q 45 (18 January 2005). Available at: http://
hudoc.echr.coe.int/eng?i=001-67992

80 The ECHR has affirmed with regard to medical interventions that States must have an “effec-
tive independent judicial system to be set up so that the cause of death of patients in the care
of the medical profession, whether in the public or the private sector, can be determined and
those responsible made accountable.” European Court of Human Rights, ECHR, Vo v. France,
App. No. 53924/00, 9 89 (8 July 2004). Available at: http://hudoc.echr.coe.int/eng?i=001-61887

81 Inter-American Court of Human Rights, IACtHR, Constitutional Court v. Peru, Merits,
Reparations and Costs, Judgment, Serie C No. 71 (January 31, 2001). Available at: http://www.
corteidh.or.cr/docs/casos/articulos/seriec_71_ing.pdf. Inter-American Court of Human Rights,
IACtHR, Myrna Mack-Chang v. Guatemala, Merits, Reparations and Costs, Judgment, Serie
C No. 101 (November 25, 2003). Available at: http://www.corteidh.or.cr/docs/casos/articulos/
seriec_101_ing.pdf

82 Inter-American Court of Human Rights, IACtHR, Yatama v. Nicaragua, Preliminary Ob-
jections, Merits, Reparations and Costs, Judgment, Serie C No. 127, § 175 (June 23, 2005).
Available at: http://www.corteidh.or.cr/docs/casos/articulos/seriec_127_ing.pdf
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powers” that could be used, without adequate control, to favor
particular or partisan objectives.®

Regarding accountability of medical professionals, the European
Court has affirmed that in public health issues States have a posi-
tive obligation to make regulations that compel hospitals, whether
private or public, to adopt appropriate measures for the protection
of patients’ lives.* To enforce positive obligations in public health,
recourse to criminal law provisions could be required. However
the Court has affirmed that:

The obligation may for instance also be satisfied if the legal system affords
victims a remedy in the civil courts, either alone or in conjunction with a re-
medy in the criminal courts, enabling any liability of the doctors concerned to
be established and any appropriate civil redress, such as an order for damages
and for the publication of the decision, to be obtained. Disciplinary measures
may also be envisaged.®

Hence, higher and stricter international human rights standards
have been developed regarding the right to an effective remedy.
States must be in compliance with all of these standards, even if
conduct might be attributable to a private actor, because the State
has to provide an effective remedy, even if it is the private entity
that is called to provide for an integral reparation.

III. COMPULSORY VACCINATION, INJURIES
AND INTEGRAL REPARATION

It is a recognized norm of customary international law® that “all
violations of human rights entail the right to redress and repara-
tion.”¥” Although the European Human Rights System has been

83 Inter-American Court of Human Rights, IACtHR, Yatama v. Nicaragua, Preliminary Ob-
jections, Merits, Reparations and Costs, Judgment, Serie C No. 127, § 175 (June 23, 2005).
Available at: http://www.corteidh.or.cr/docs/casos/articulos/seriec_127_ing.pdf

84 European Court of Human Rights, ECHR, Vo v. France, App. No. 53924/00, 9 89 (8 July 2004).
Available at: http://hudoc.echr.coe.int/eng?i=001-61887

85 European Court of Human Rights, ECHR, Vo v. France, App. No. 53924/00, 990 (8 July 2004).
Available at: http://hudoc.echr.coe.int/eng?i=001-61887. The case regarded a death of a child
in utero as the consequence of the conduct of a doctor.

86 Inter-American Court of Human Rights, ITACtHR, Moiwana Community v. Suriname, Series C
No. 124, para. 169 (June 15, 2005). Available at: http:/www.corteidh.or.cr/docs/casos/articulos/
seriec_124_ing.pdf

87 THEO vAN BoVEN, Basic Principles and Guidelines on the Right to a Remedy and Reparation
for Victims of Gross Violations of International Human Rights Law and Serious Violations of
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important in the development of the concept of integral reparation,
the Inter-American Human Rights System has built a true doctrine
on reparations,®® which goes far beyond the simple reiteration of the
traditional compensation measures.

A. General criteria

For the establishment of reparations, the Inter-American Human
Rights System has developed the following general criteria:¥

88

89

90

91

1. The reparation of harm caused by a violation requires,
whenever possible, full restitution (restitutio in integrum),
which consists of restoring the situation that existed before
the violation occurred.”

2. When restitution in integrum is not possible, the State must
adopt a series of measures that, in addition to guaranteeing
respect for the rights violated, will ensure that the damage
resulting from the infractions is repaired, by way, inter alia,
of payment of an indemnity as compensation for the harm
caused.”

International Humanitarian Law, New York, 16 December 2005. Available at: http:/legal.
un.org/avl/ha/ga_60-147/ga_60-147.html. United Nations, General Assembly, Basic Principles
and Guidelines on the Right to a Remedy and Reparation for Victims of Gross Violations of
International Human Rights Law and Serious Violations of International Humanitarian Law,
adopted and proclaimed by General Assembly resolution 60/147 of 16 December 2005. Avail-
able at: http://www.ohchr.org/EN/Professionallnterest/Pages/RemedyAndReparation.aspx
Corte Interamericana de Derechos Humanos, CtIDH, La Corte Interamericana de Derechos
Humanos: un cuarto de siglo: 1979-2004, 3 (Corte Interamericana de Derechos Humanos,
San José, Costa Rica, 2005). Available at: http://www.corteidh.or.cr/sitios/libros/todos/docs/
cuarto-siglo.pdf. The United Nations has also contributed to the development of this doctrine.
For a summary and explanation of all these remedies, JULIAN DANIEL LOPEZ & JUuANA INES
AcosTA, Asistencia estatal a los desplazados y reparaciones en el Sistema Interamericano de
Derechos Humanos, 8 International Law, Revista Colombiana de Derecho Internacional, 161-
194 (2006). Available at: http://dialnet.unirioja.es/servlet/articulo?codigo=2281980
Inter-American Court of Human Rights, IACtHR, Moiwana Community v. Suriname, Series
C No. 124,94 170 (June 15, 2005). Available at: http://www.corteidh.or.cr/docs/casos/articulos/
seriec_124_ing.pdf. Court of Human Rights, ECHR, Barbera, Messegué and Jabardo v. Spain,
App. No. 10588/83, 10589/83, 10590/83, No. 285, 9 50-57 (13 June 1994). Available at: http://
hudoc.echr.coe.int/eng?i=001-57876

Inter-American Court of Human Rights, IACtHR, Moiwana Community v. Suriname, Series
C No. 124, 9170 (June 15, 2005). Available at: http://www.corteidh.or.cr/docs/casos/articulos/
seriec_124_ing.pdf. Inter-American Court of Human Rights, IACtHR, Serrano-Cruz Sisters
v. El Salvador, Merits, Reparations and Costs, Judgment, Serie C No. 120, § 135 (March 1,
2005). Available at: http://www.corteidh.or.cr/docs/casos/articulos/seriec_120_ing.pdf. In-
ter-American Court of Human Rights, IACtHR, Carpio-Nicolle v. Guatemala, Serie C No.
117, 9 87 (November 22, 2004). Available at: http://www.corteidh.or.cr/docs/casos/articulos/
seriec_117_ing.pdf
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3. The obligation to provide reparations, which is regulated in
all its aspects (scope, nature, modalities, and designation of
beneficiaries) by international law, cannot be altered or elud-
ed by the State’s invocation of provisions of its domestic law.”

4. Reparations consist in those measures necessary to make the
effects of the committed violations disappear. The nature
and amount of the reparations depend on the harm caused
at both the material and moral levels. Reparations cannot, in
any case, entail either the enrichment or the impoverishment
of the victim or his or her family,”® and

5. The specific method of reparation varies according to the
damage caused. “It may be restitutio in integrum of the vio-
lated rights, medical treatment to restore the injured person
to physical health, an obligation on the part of the State to
nullify certain administrative measures, restoration of the
good name or honor that were stolen, payment of an indem-
nity, and so on.”*

Thus, the System has developed a doctrine of reparations ac-
cording to the different damages: pecuniary damage, non pecuniary

92 Inter-American Court of Human Rights, IACtHR, Moiwana Community v. Suriname, Series
C No. 124, para. 170 (June 15, 2005). Available at: http:/www.corteidh.or.cr/docs/casos/ar-
ticulos/seriec_124_ing.pdf. Inter-American Court of Human Rights, IACtHR, Serrano-Cruz
Sistersv. El Salvador, Merits, Reparations and Costs, Judgment, Serie C No. 120, § 135 (March
1, 2005). Available at: http://www.corteidh.or.cr/docs/casos/articulos/seriec_120_ing.pdf.
Inter-American Court of Human Rights, IACtHR, Lori Berenson v. Peru, Serie C No. 119,
para. 231 (November 25, 2004). Available at: http://www.corteidh.or.cr/docs/casos/articulos/
seriec_119_ing.pdf. Inter-American Court of Human Rights, IACtHR, Carpio-Nicolle v.
Guatemala, Serie C No. 117, para. 87 (November 22, 2004). Available at: http://www.corteidh.
or.cr/docs/casos/articulos/seriec_117_ing.pdf

93 Inter-American Court of Human Rights, IACtHR, Serrano-Cruz Sisters v. El Salvador,
Merits, Reparations and Costs, Judgment, Serie C No. 120, § 136 (March 1, 2005). Available
at: http://www.corteidh.or.cr/docs/casos/articulos/seriec_120_ing.pdf. Inter-American Court
of Human Rights, IACtHR, Carpio-Nicolle v. Guatemala, Serie C No. 117, § 89 (November
22, 2004). Available at: http://www.corteidh.or.cr/docs/casos/articulos/seriec_117_ing.pdf.
Inter-American Court of Human Rights, IACtHR, Tibi v. Ecuador, Preliminary objections,
Merits, Reparations and Costs, Judgment, Serie C No. 114, 4225 (September 7, 2004). Avail-
able at: http://www.corteidh.or.cr/docs/casos/articulos/seriec_114_ing.pdf

94 Inter-American Court of Human Rights, IACtHR, Garrido and Baigorria v. Argentina, Repa-
rations and Costs, Judgment, Serie C No. 39, 142 (August 27, 1998). Available at: http://www.
corteidh.or.cr/docs/casos/articulos/seriec_39_ing.pdf
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damage, damage to the family state® and damage to the /ife plan.’
These damages are restored not only by compensation, but also by
satisfaction measures and guarantees of non-repetition (which may
be described as “a positive reinforcement of future performance.”’)
Regarding the non-pecuniary damage, for instance, the Court has
affirmed that:

Non-pecuniary damage can include the suffering and hardship caused to the
direct victims and to their next of kin, the harm of objects of value that are very
significant to the individual, and also changes, of a non-pecuniary nature, in
the living conditions of the victims. Since it is not possible to allocate a precise
monetary equivalent to non-pecuniary damage, it can only be compensated
in two ways in order to make integral reparation to the victims. First, by the
payment of a sum of money that the Court decides by the reasonable exercise
of judicial discretion and in terms of fairness. Second, by performing acts or
implementing projects with public recognition or repercussion, such as bro-
adcasting a message that officially condemns the human rights violations in
question and makes a commitment to efforts designed to ensure that it does not
happen again. Such acts have the effect of restoring the memory of the victims,
acknowledging their dignity, and consoling their next of kin®® (emphasis added).

Particularly interesting in our case, is the damage to the life plan,

explained by the Inter-American Court in Loayza Tamayo v. Peru, a
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96

97

98

Inter-American Court of Human Rights, IACtHR, Bulacio v. Argentina, Merits, Reparations
and Costs, Judgment, Serie C No. 100, § 81.d (September 18, 2003). Available at: http://www.
corteidh.or.cr/docs/casos/articulos/seriec_100_ing.pdf

Inter-American Court of Human Rights, IACtHR, Loayza-Tamayo v. Peru, Reparations and
Costs, Judgment, Serie C No. 42, § 144 (November 27, 1998). http://www.corteidh.or.cr/docs/
casos/articulos/seriec_42_ing.pdf

United Nations, General Assembly, State Responsibility for Internationally Wrongful Acts,
G.A. Res. 56/83, U.N. GAOR, 56" Session, Supp. No. 10, at 2, UN Doc. A/56/10, in Report of
the International Law Commission, 53" Session, 59-365, article 30 (United Nations, New York,
2001). Available at: http://www.un.org/documents/ga/docs/56/a5610.pdf. The final text with
commentary and apparatus is in JAMES CRAWFORD, The International Law Commission’s Articles
on State Responsibility: Introduction, Text and Commentaries (Cambridge University Press,
Cambridge, New York, 2002). Available at: http://www.cambridge.org/es/academic/subjects/
law/un-and-international-organisations/international-law-commissions-articles-state-re-
sponsibility-introduction-text-and-commentaries

Inter-American Court of Human Rights, IACtHR, Serrano-Cruz Sisters v. El Salvador, Mer-
its, Reparations and Costs, Judgment, Serie C No. 120, § 156 (March 1, 2005). Available at:
http://www.corteidh.or.cr/docs/casos/articulos/seriec_120_ing.pdf. Inter-American Court of
Human Rights, IACtHR, Plan de Sanchez Massacre v. Guatemala, Reparations and Costs,
Judgment, Serie C No. 116, 80 (November 19, 2004). Available at: http://www.corteidh.or.cr/
docs/casos/articulos/seriec_116_ing.pdf. Inter-American Court of Human Rights, ITACtHR,
Tibiv. Ecuador, Preliminary objections, Merits, Reparations and Costs, Judgment, Serie C No.
114, 9 242 (September 7, 2004). Available at: http:/www.corteidh.or.cr/docs/casos/articulos/
seriec_114_ing.pdf. Inter-American Court of Human Rights, IACtHR, Juvenile Reeducation
Institute v. Paraguay, Preliminary objections, Merits, Reparations and Costs, Judgment, Se-
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case concerning unlawful deprivation of liberty, torture, cruel and
inhuman treatment, violation of the judicial guarantees, and double
jeopardy to Maria Elena Loayza-Tamayo. The Court affirmed that:

The concept of a “life plan” is akin to the concept of personal fulfillment,
which in turn is based on the options that an individual may have for leading
his life and achieving the goal that he sets for himself. Strictly speaking, those
options are the manifestation and guarantee of freedom. An individual can
hardly be described as truly free if he does not have options to pursue in life
and to carry that life to its natural conclusion. Those options, in themselves,
have an important existential value. Hence, their elimination or curtailment
objectively abridges freedom and constitutes the loss of a valuable asset, a loss
that this Court cannot disregard.

(...)

In other words, the damage to the “life plan”, understood as an expectation that
is both reasonable and attainable in practice, implies the loss or severe dimi-
nution, in a manner that is irreparable or reparable only with great difficulty,
of a person’s prospects of self-development. Thus, a person’s life is altered by
factors that, although extraneous to him, are unfairly and arbitrarily thrust
upon him, in violation of laws in effect and in a breach of the trust that the
person had in government organs duty-bound to protect him and to provide
him with the security needed to exercise his rights and to satisfy his legitimate
interests®” (emphasis added).

Accordingly, damages must be restored not only by monetary

compensation, but also by what the Court calls “measures of
satisfaction, rehabilitation and guarantees of non-repetition.”!?
Some of the most common measures of satisfaction ordered by
the Inter-American System are the publication of judgments,'”' a
ceremony for the public acknowledgment of international respon-
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rie C No. 112, 295 (September 2, 2004). Available at: http://www.corteidh.or.cr/docs/casos/
articulos/seriec_112_ing.pdf

Inter-American Court of Human Rights, IACtHR, Loayza-Tamayo v. Peru, Reparations and
Costs, Judgment, Serie C No. 42, 9 148-152 (November 27, 1998). http://www.corteidh.or.cr/
docs/casos/articulos/seriec_42_ing.pdf

100 Inter-American Court of Human Rights, IACtHR, Manuel Cepeda-Vargas v. Colombia, Pre-

liminary objections, Merits, Reparations and Costs, Judgment, Serie C No. 213, § 219 (May
26, 2010). Available at: http:/www.corteidh.or.cr/docs/casos/articulos/seriec_213_ing.pdf

101 Inter-American Court of Human Rights, IACtHR, Manuel Cepeda-Vargas v. Colombia, Pre-

liminary objections, Merits, Reparations and Costs, Judgment, Serie C No. 213, § 163 (May
26, 2010). Available at: http:/www.corteidh.or.cr/docs/casos/articulos/seriec_213_ing.pdf
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sibility,'” measures to commemorate and render homage to the
victims,!*” erect appropriate and proper monuments'® and provide
scholarship funds.'®

Especially important for the Inter-American System are the re-
habilitation measures. The Court has ordered on many occasions
medical and psychological care for the victims, including also
adequate medical or psychological care for the next of kin.!” The
treatment is very broad. For example, in the Pueblo Bello case the
Court ordered the following:

the Court orders the State to provide, free of charge and through the national
health service, the appropriate treatment these persons require, after they have
given their consent (...) This treatment must be provided for the necessary
time and include medication. In the case of psychological care, the specific
circumstances and needs of each person should be considered, so that they are

102 Inter-American Court of Human Rights, IACtHR, Manuel Cepeda-Vargas v. Colombia, Pre-
liminary objections, Merits, Reparations and Costs, Judgment, Serie C No. 213, § 163 (May
26, 2010). Available at: http://www.corteidh.or.cr/docs/casos/articulos/seriec_213_ing.pdf.
Inter-American Court of Human Rights, IACtHR, Rochela Massacre v. Colombia, Merits,
Reparations and Costs, Judgment, Serie C No. 163 (May 11, 2007). Available at: http://www.
corteidh.or.cr/docs/casos/articulos/seriec_163_ing.pdf

103 Inter-American Court of Human Rights, IACtHR, Cantoral-Benavides v. Peru, Reparations
and Costs, Judgment, Serie C No. 88 (December 3, 2001). Available at: http://www.corteidh.
or.cr/docs/casos/articulos/seriec_88_ing.pdf. Inter-American Court of Human Rights,
IACtHR, Manuel Cepeda-Vargas v. Colombia, Preliminary objections, Merits, Reparations
and Costs, Judgment, Serie C No. 213 (May 26, 2010). Available at: http://www.corteidh.or.cr/
docs/casos/articulos/seriec_213_ing.pdf

104 Inter-American Court of Human Rights, IACtHR, 19 Merchants v. Colombia, Merits, Repa-
rations and Costs, Judgment, Serie C No. 109, 193 (July 5, 2004). Available at: http://www.
corteidh.or.cr/docs/casos/articulos/seriec_109_ing.pdf. Inter-American Court of Human
Rights, IACtHR, Pueblo Bello Massacre v. Colombia, Merits, Reparations and Costs, Judg-
ment, Serie C No. 140 (January 31, 2006). Available at: http://www.corteidh.or.cr/docs/casos/
articulos/seriec_140_ing.pdf

105 Inter-American Court of Human Rights, ITACtHR, Cantoral-Benavides v. Peru, Reparations
and Costs, Judgment, Serie C No. 88 (December 3, 2001). Available at: http://www.corteidh.
or.cr/docs/casos/articulos/seriec_88_ing.pdf. Inter-American Court of Human Rights,
IACtHR, Escué-Zapata v. Colombia, Merits, Reparations and Costs, Judgment, Serie C No.
165 (July 4,2007). Available at: http:/www.corteidh.or.cr/docs/casos/articulos/seriec_165_ing.
pdf

106 Inter-American Court of Human Rights, IACtHR, 19 Merchants v. Colombia, Merits, Repa-
rations and Costs, Judgment, Serie C No. 109 (July 5, 2004). Available at: http://www.corteidh.
or.cr/docs/casos/articulos/seriec_109_ing.pdf. Inter-American Court of Human Rights,
TIACtHR, Pueblo Bello Massacre v. Colombia, Merits, Reparations and Costs, Judgment, Serie
C No. 140 (January 31, 2006). Available at: http://www.corteidh.or.cr/docs/casos/articulos/
seriec_140_ing.pdf
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provided with collective, family or individual treatment, as agreed with each
of them and following individual assessment'"”” (emphasis added).

In addition, guarantees of non-repetition have included the
modification of legislation'® (even the modification of national
constitutions!”®), human rights courses for public officials, and
many others. Particularly relevant to our analysis is one guarantee
of non-repetition ordered by the Court in the case of Alban-Cornejo
v. Ecuador,'’ a case concerning medical malpractice in a private
health institution. In this case, the Court ordered a campaign for
the rights of patients and education and training of those in charge
of the administration of justice, as follows:

The Court acknowledges that the State has adopted different domestic measures
to regulate the rendering of health care services by public and private centers,
and to foster the observance of patients’ rights, which will make it possible to
improve health care, as well as its regulation and supervision. Within a rea-
sonable time, the State shall widely disseminate patients’ rights, using proper
means of communication and applying both existing Ecuadorian legislation
and international standards (...) The Court also deems it necessary that, within
a reasonable time, the State implement an education and training program
for justice operators! and health care professionals about the laws enacted
by Ecuador in relation to patients’ rights and to the punishment for violating
them'”? (emphasis added).

Finally, the Court ordered a full investigation, prosecution and even-
tual punishment of those individually responsible for the violations.

107 Inter-American Court of Human Rights, IACtHR, Pueblo Bello Massacre v. Colombia, Merits,
Reparations and Costs, Judgment, Serie C No. 140, § 274 (January 31, 2006). Available at:
http://www.corteidh.or.cr/docs/casos/articulos/seriec_140_ing.pdf

108 Inter-American Court of Human Rights, IACtHR, Barrios Altos v. Peru, Merits, Judgment,
Serie C No. 75 (March 14,2001). Available at: http://www.corteidh.or.cr/docs/casos/articulos/
seriec_75_ing.pdf

109 Inter-American Court of Human Rights, IACtHR, The Last Temptation of Christ (Olme-
do-Bustos et al.) v. Chile, Merits, Reparations and Costs, Judgment, Serie C No. 73 (February
5, 2001). Available at: http://www.corteidh.or.cr/docs/casos/articulos/seriec_73_ing.pdf

110 According to the facts claimed by the Inter-American Commission, on December 13, 1987,
Laura Susana Alban-Cornejo (hereinafter Laura Alban or Miss Alban-Cornejo) was admitted
to the Metropolitan Hospital, a private health institution located in Quito, Ecuador, in view
of a set of symptoms of bacterial meningitis. On December 17, 1987, during the night Miss
Alban-Cornejo suffered severe pain. The resident physician prescribed her a 10 mg. dose of
morphine. On December 18 of the same year, while she was under medical treatment, Miss
Alban-Cornejo died; allegedly due to the medication she was administered.

111 Those in charge of the administration of justice.

112 Inter-American Court of Human Rights, IACtHR, Albdn-Cornejo et al. v. Ecuador, Merits,
Reparations and Costs, Judgment, Serie C No. 171, § 119 (November 22, 2007). Available at:
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These measures respond in particular to the right to truth. Although
international human rights treaties do not explicitly provide for a right
to know the truth, “such a right may be considered to arise from the
States’ conventional duty to ensure human rights.”'"* According to the
Inter-American Court, knowing the truth benefits not only the victims,
the next of kin of the victims and society but also prevents violations
occurring again in the future. In a very eloquent manner, the Final
Report of the Truth and Reconciliation Commission of Sierra Leone
affirms that:

The right to truth is inalienable. This right should be upheld in terms of national
and international law. It is the reaching of the wider truth through broad-based
participation that permits a nation to examine itself and to take effective mea-
sures to prevent a repetition of the past.!**

B. Integral reparation due to vaccines injuries

If a State adopts a compulsory vaccination policy without ade-
quately fulfilling the criteria for the limitation of human rights,
the State commits an internationally wrongful act'> and it has
the duty to provide integral reparation for the victims. Note that
a different treatment will be needed if: (i) the State has fulfilled
all the criteria and injuries have nonetheless occurred; or (ii) the
State has implemented a vaccination policy based on free and in-
formed consent with adequate information available for patients,
and injuries occur. In these last two scenarios, a State might not
be obliged to compensate, or at least its obligation to compensate
would not be the consequence of an internationally wrongful act,
but, for instance, as part of a public policy designed by the State
to compensate these injuries.

http://www.corteidh.or.cr/docs/casos/articulos/seriec_171_ing.pdf

113 Jo M. Pasquarucct, The Whole Truth and Nothing but the Truth: Truth Commissions, Impunity
and the Inter-American Human Rights System, 12 Boston University International Law Journal,
2, 321-370, 330 (1994).

114 Truth & Reconciliation Commission, Sierra Leone, Witness to Truth: Report of the Sierra
Leone Truth and Reconciliation Commission, Y 73 (Graphic Packaging, Accra, 2004). Available
at: http://www.sierra-leone.org/Other-Conflict/ TRCVolume2.pdf

115 Recall that an internationally wrongful act only exists for the violation of a binding and
current obligation. Thus, this analysis would be applicable according to the standards and
rules that are binding for each state, as appropriate.
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Damages for injury from a vaccine as a consequence of an inter-
nationally wrongful act might include pecuniary damage, non-pe-
cuniary damage and damage to the /ife plan. If this is so, some of
the reparation measures that could be adopted by any State are:

a. Provide adequate compensation for pecuniary and
non-pecuniary damages.

b. Provide adequate measures of satisfaction such as public
acknowledgment of responsibility and symbolic measures
recognizing the dignity of the victims.

c. Provide adequate rehabilitation of the victims for the
necessary time including medication and psychological
care, and

d. Provide guarantees of non-repetition that might include,
according to the specific facts of each case:

1. Proper funding for research on vaccine safety, for
instance in cases in which the injury occurred because
of a lack of research of vaccination health risks.

il. Modification of legislation that obstructs the right
to adequate redress, or enactment of legislation that
provides for an effective remedy, as appropriate.

iii. The investigation of eventual criminal or admin-
istrative responsibility of public officials or private
companies (e.g. the pharmaceutical industry).

iv. The implementation of an education and training
programme for law enforcement officials, justice ad-
ministration officials and health care professionals, and

v. The establishment of a Truth Commission regarding
vaccine safety, vaccine injuries, vaccine components
and the like. This measure could be particularly useful
in cases in which non-disclosure regarding vaccine
injuries has been a general pattern among health pro-
fessionals, scientists and even victims.

The degree and nature of each reparation measure depends on
the cause and nature of the injury and the degree in which the State
has complied with the criteria for the lawful limitation of human
rights. In any case, perhaps the most important measures are the
guarantees of non-repetition, because only the right to truth (espe-
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cially regarding vaccine safety), is able to prevent future violations,
and this is the ultimate goal that should concern all States.

C. Guiding principles check list
The following check list could help those responsible in design-

ing public policies regarding vaccination, to properly apply the
principles set forth above.
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Guiding principles check list
A compulsory vaccination policy is legitimate and lawful if the Gov-
ernment has an affirmative answer to all the following questions:

Is there a legitimate goal? Is the public health purpose articulated
Is there a compelling public interest or a | clearly?

pressing social need?

Have the authorities researched any
possible illegitimate goal (e.g. private
interest) behind the policy?

Is the restriction provided by a general law passed by democratically elected legisla-
tive body?
Is it strictly necessary to adopt a compul- | Have the authorities analyzed possible
sory vaccination policy? equally effective alternatives?

If alternatives are equally effective, are
those available for people to choose?
Are the reasons to justify the measure
relevant and sufficient?

Is the compulsory policy proportional to |Is there a significant risk to the public if
the legitimate aim? the compulsory policy is not adopted?
Is the possible harm substantial?

Adequate and effective remedy is provided for injuries that occur
under a compulsory vaccination policy, if the Government has an
affirmative answer to all the following questions.

Is there an available remedy for the person that suffered an injury?

Is the available Are the authorities obliged to verify the existence of a viola-
remedy suitable? tion?

Are the authorities obliged to study the merits?

Are the authorities obliged to adequately substantiate every
decision on the merits?

Are the victims allowed to ask for integral reparation (for all
possible damages)?

Is the available Has the remedy produced effective results in practice?
remedy effective?

Are the decisions enforceable?

Is the remedy affordable for any possible victim?

Is the remedy effective against violations committed by private
persons?

Is the available Is the review of the decision thorough and comprehensive?
remedy respectful
of due process?

Are the authorities independent of political biases or other
type of biases?

Are the authorities competent and impartial?

Are the remedies decided in a reasonable time?

Are administrative decisions subject to jurisdictional control?

Source: own elaboration
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CONCLUSION

International human rights principles are extremely useful to frame
public health policies that might restrict individual rights. In re-de-
signing vaccination policies, States must test every measure. Only
those measures that are adopted under clearly articulated legitimate
purposes and that are strictly necessary and proportional may over-
come the human rights test. If the test for a compulsory vaccination
policy is not fulfilled, then freedom of choice should be the rule.
Otherwise, the state commits an international wrongful act and
is oblige to provide full reparation. Even when the human rights’
test s fulfilled, if compulsory policies restrict individual rights and
harm human beings, the State has to provide for adequate redress
and reparation for injuries.

This analysis must be applied in a case-by-case basis and ac-
cording to the particular context in each country. Therefore, it is
not possible to design a globally applicable compulsory vaccination
scheme, considering that risks and vulnerability to epidemics may
vary in every country. However, general human rights principles
are applicable to all situations and are useful to concretize the mea-
sures in particular contexts and situations. This article includes a
proposed guiding principles’ check list, as a didactic tool that can
be extended according to domestic laws and domestic case law.

An adequate balance between public vaccination policies and
individual rights is vital for the legitimacy of the measures adopt-
ed, the confidence of parents in their children’s treatments and the
strengthening of a democratic society. Several questions still remain
regarding the correct application of a human rights framework to
the vaccine safety debate. Yet, instead of promoting confrontational
debates, communities should build constructive spaces for an open
and transparent dialogue. States have the duty and the right to de-
sign and implement public health policies. However, the strongest
policies will be built if (1) different points of views are considered;
(11) the decisions are made based on the best possible and adequate
research and, above all; (i11) and the respect and promotion of hu-
man rights is the desired objective. I hope I have contributed with
some guidance to these legitimate purposes.
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