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Introduction

From June 22-24, 2014, Mexico City will have the honour of receiving official representatives
from various nations as host of the 10th Global Summit of National Ethics/Bioethics Com-
mittees. This achievement was attained through the tireless labour of the Mexican National
Bioethics Commission.

The National Bioethics Commission (CONBIOETICA) was established in 1992, and became a
deconcentrated agency of the Federal Secretariat of Health in 2005, through a presidential
decree, which granted it technical and operational autonomy, as well as the specific task of
promoting a bioethical culture in Mexico from a plural, secular and inclusive perspective,
grounded In the respect for human rights and the protection of all living beings and the
environment.

The commussion is a national institution, with a plural, inclusive and secular vision. It is direct-
ed by a councll integrated by a president and six board members, whom are designated
carefully in order to preserve a balance of professional and gender diversity and selected for
their distinction in their field of knowledge. Their essential tasks include analysing and
discussing bioethical issues for public debate and expressing their opinions, and also being
familiar with different points of view.

CONBIOETICA is the leading institution in Mexico for establishing benchmarks in bioethics.
[t is a consulting multidisciplinary body, entrusted with the task of formulating and express-
Ing technical opinions, recommendations and pronouncements, regarding legislation and
public policies in bioethics. Its scope of legal advice reaches the executive, legislative and
judicial branches, both at federal level and local.

CONBIOETICA has been instrumental in solidifying the national bioethical infrastructure
through local bioethics commissions, which are collegiate bodies that support the enforce-
ment of the existing regulations in bioethics and encourage public debate around bioethical
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Organizing the 10th Global Summit is
consistent with the commitment of
Mexico through the National
Bioethics Commission to promote
bioethics and to be an international

reference point on this matter.
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issues -especially those regarding healthcare, medical research and the protection of the
environment, but also to promote the foundation of Research Ethics Committees and
Clinical Bioethics Committees, in accordance with the guidelines, regulations and policies
established by the National Bioethics Commission.

CONBIOETICA is regarded internationally as an important actor not only in local or regional
forums, but in the worldwide bioethics scene. The commission enjoys enough prestige and
International recognition for establishing a dynamic communication channel with consult-
Ing organisations from different countries.

During the 9th Global Summit the participating National Ethics/Bioethics Committees unan-
imously decided to hold the next meeting in Mexico City in June 2014 due to the strong
proposal to host the 10th Global Summit submitted by the Mexican National Bioethics Com-
mission with the support of the National Secretariat of Health and the National Council for
Science and Technology.

After more than twenty years the Global Summit will take place again in Latin America and
for the first time the Global Summit will be held in Mexico. It, thus, represents a unique
opportunity to secure common values and benefits in this field of knowledge in the Ameri-
cas.

Thanks to the participants, the issues analysed and the results obtained so far, the Global
Summit of National Ethics/Bioethics Committees is considered by participating govern-
ments to be the most important meeting worldwide in terms of its impact on ethics/bioeth-
ics and health. This event is of the utmost relevance in the international bioethics scene, and
1s considered to be a trendsetter in the development of this field and the rising of new
perspectives and debates.

Organizing the 10th Global Summit is consistent with the commitment of Mexico through
the National Bioethics Commission to promote bioethics and to be an international
reference point on this matter.

The Global Summit will be a unique platform for the exchange of information about the
on-going work of national ethics Advisory Boards and Commissions, and thus represents an

opportunity for open, quality dialogue.

The aims of the Summit are to:

. Encourage the inclusion of bioethics in the national agendas of the nations and
organizations in attendance
. Strengthen the activities developed by the commissions, as well as the guides,

recommendations and guidelines issued by different organizations

. Understand the impact of the national commissions on the societies of their
respective countries

. Exchange strategies and information in order to consolidate National Bioethics
Commissions
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Provide the opportunity for an open debate, focusing on specific issues such as the protec-
tion of human participants in health research, biobanking, end of life choices, public health
and aging, among others. The quality of this discussion has been identified by participants as
the most valuable outcome

Contribute to updating information regarding the status and functions of national commis-
sions

We cannot fail to mention that the Summit will precede another important event in the field
of bioethics: the International Association of Bioethics' 12th World Congress of Bioethics.
Both gatherings will be held during the week of June 22-28, 2014 in Mexico City.

The National Bioethics Commission welcomes the fact that our country will host the two
most important events in the field of bioethics, making 2014 the Year of Bioethics in our
country. It is our hope that Summit attendees who are interested in attending the Congress
will also participate in this important event.
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SESSION 1 NATIONAL ETHICS COMMITTEES
The National Ethics Committees (NECs) are key elements to understand the development of
. the ethical reflection on public affairs, particularly in health. Analysing and discussing how
Coordinator: NECs work, their main challenges, strengths and achievements will help to portrait the state
Dr. Miguel Oliveira Da Silva, of the art of NECs around the world.
Portugal

A two hours session about NATIONAL ETHICS COMMITTEES will take place at the Global
Summit
Working Group:
Nepal, Kenia, Turkey, Switzerland The core matter of discussion in this session will be how to guarantee NECs independency
. and transparency during their deliberations and Opinions. Additionally it will provide the
Portugal Mexico . .
opportunity to identify the ideal profile of NECs and further reflect about the critical roles of
National Bioethical Committees in assuring the inclusion of the bioethical culture at all levels

of society.

The agenda for the discussion will be:
» existing ways of nominating National Bioethics Committees members;

The core matter of discussion in * main academic background;
) ) ) * how often they meet and deliberate;
this session will be how to ) )
» process to choose Opinion's subjects;
guarantee NECs independency » average time spent to conclude an Opinion;
and transparency during their » how to deal with inside minorities;

. . . » what kind of problems they have/had with the political power;
deliberations and Opinions. ‘ v , 4 ‘ v !
» how they interact with the media.

We believe this will constitute an important opportunity to identify the ideal profile of NECs
and more deeply reflect about the actual importance and roles of National Bioethical
Committees in assuring a bioethical culture at different levels.

Please do join us and give us your contribution and suggestions to better plan this session
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Coordinator: Dr. Michel Daher,

Lebanon

Working Group: Lebanon, Belgium,

Australia, Japan, UK, Canada, Tunisia

...Ethical aspects particularly relevant:
a) Competence, where clinical
practice is based on specific technical
training and competency; b) Respect
for patients’ health care decisions
referred to as "informed consent”

c) Maintaining the primacy of
patients’' needs, keeping
market-driven considerations out of

what should be a medically ethical

decision-making process.
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SESSION 2 THE ETHICS OF NEW HEALTH TECHNOLOGY

(1st Report about the 2nd Plenary Session of the 10th GSNECs in Mexico)

Advances in new health technologies fascinate everyone, especially when outcomes are
spectacular. The media are quick, sometimes too much so, to embrace medical advances,
and increasingly patients and their family demand them.

However, what the public does not see is the difficult trek from innovation to full scientific
validation and acceptance. Social justification and cost determination of new technology are
necessary before they can be fully implemented. But this is complicated by many factors:
health ministry technocrats and politicians who are often not interested in new technology;
economists who have to measure the productivity gain resulting from technology; and
industry which has a profit-driven agenda. Many principles are called on in discussion of
ethics in healthcare, but for the purposes of the discussion of new health technologies, there
are three central ethical aspects of modern practice that are particularly relevant:

Many principles are called on in discussion of ethics in healthcare, but for the purposes of the
discussion of new health technologies, there are three central ethical aspects of modem
practice that are particularly relevant: a) Competence, where clinical practice is based on
specific technical training and competency; b) Respect for patients’ health care decisions
referred to as "informed consent” and; ¢) Maintaining the primacy of patients' needs, keeping
market-driven considerations out of what should be a medically ethical decision-making
process.

Questions that might be raised in discussion of the development of new health technologies
should include the following:

» Has the new technology been adequately tested for safety and efficacy?

« [s the technology at least as safe and effective as existing, proven techniques?

« [s the individual proposing to perform the new procedure fully qualified to do so?
« [s the new technology cost-effective?

Additionally, the development of new medical technologies, specific ethical concerns must
also be addressed. Ethical principles often seem simple to enunciate with regards to applica-
tion in medical care. Industrialized nations in general have shared the idealistic goals of
continual medical progress, and that no citizen should be denied quality health care because
of their inability to pay. However, the economic drivers of new technologies can often be in
tension with these ethical principles, and in most developing and less developed countries,
medical technology is often inaccessible to those who need it most.

So whilst technology has undoubtedly improved the quality of research and patient care,
scientific and technological developments in medicine and surgery have also created
unprecedented ethical dilemmas for physicians, as well as for health economists, hospital
administrators, policy developers, and judges.

In this session, we will look at how ethical considerations in health technology are likely to
remain an important component of medical education, clinical practice, and the political
evolution of our health systems.
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Coordinator:

Ms. Lotta Eriksson, Sweden

Working Group: Mexico, Estonia,

Cuba, Sri-Lanka, Tunisia, Bolivia

The objectives of the session is to
emphasize the ethical questions and
issues that confront national bioeth-
ics committees as they support their
governments to implement universal
health coverage and discuss the
current and future role of NECs in this
area both at a national and a global

level
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SESSION 3 UNIVERSAL HEALTH COVERAGE

One of the most pressing ethical concerns globally is related to universal health coverage
and equal access to health care.

During the past decade Mexico started making significant efforts to expand and strengthen
health attention services in order to reach universal coverage. This encompasses ethical
dilemmas In, for instance, setting priorities, the allocation of resources, etcetera.

An ethical framework could help governments reach the best option, not only financially but
also ethically speaking, for the wellbeing of populations and the sustainability of national
health systems.

In this case the experience of Mexican agencies, mainly the National Bioethics Commission,
and other NECs around the world should be very valuable.

At the Global Summit 22-23 June 2014, a 2 hour session will be devoted to a discussion on
the ethical challenges and concerns that countries face as they roll out universal health
coverage.

This session will include reflections of several NECs representing different regions on the
forthcoming WHO report Making fair choices on the path to universal health coverage,
which addresses key issues of fairmess and equity on the path to universal health coverage.

Following a brief presentation of the WHO report by one of the authors of the report, a panel
(consisting of NECs from Mexico, Bolivia, Cuba, Sri Lanka, Tunisia and Sweden) will make
short presentations and comments concerning recent activities and challenges (within each
NEC) with reference to universal health care coverage, and discuss the relevance and impli-
cations of the report within their work.

The objectives of the session is to emphasize the ethical questions and issues that confront
national bioethics committees as they support their governments to implement universal

health coverage and discuss the current and future role of NECs in this area both at a nation-
al and a global level. (What role can and do National Ethics Committees (NECs) play in the
process of working for universal health coverage — both nationally and globally?)
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Coordinator:

Prof. Alastair V Campbell, Singapore

Working Group: UK, Uganda, Senegal,

Austria, Lebanon, Estonia

The Working Group will prepare a
discussion paper taking an initial look
at the different ways that “vulnerabili-
ty” has been defined in existing
guidelines and the key issues that
have arisen. In addition, it will consid-

er the feasibility of a more inclusive

definition of “vulnerability “level
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SESSION 4 RESEARCH INVOLVING VULNERABLE POPULATIONS
(ESPECIALLY CHILDREN)

The importance of ethical, professional and regulatory guidelines for biomedical research is
widely recognised, although their effectiveness and relevance have been questioned, partic-
ularly where “vulnerable” populations are concerned. For instance, there is no realistic means
of giving effect to potentially conflicting requirements in different guidelines.

Notions of “vulnerability” remain highly contestable. Certain populations, such as children,
are generally thought to be “vulnerable’. Even then, it is not always clear in what sense
children are vulnerable in research participation, how they should be protected and by
whom.

There is also no consensus as to the extent that children should be legally permitted to be
involved in research that is of no direct or personal benefit to them. In ethical literature, there
has been a general shift away from a categorical definition of the term ‘vulnerable’ (e.g.
through classification of particular types of people), and towards a more pluralistic assess-
ment, so that different safequards are required for different types of vulnerability.

Such a move requires a more holistic assessment of risks and benefits, and in a manner that
Is sensitive to situational or contextual conditions. Incorporating the latter is important as
many of the challenges are systemic in nature.

Persistent inadequacies in low resource settings include deficient governance systems,
underdeveloped clinical and healthcare infrastructure, lack of transparency, and insufficient
community engagement.

However, it is questionable if ethics review bodies in developing countries have the resourc-
es and capability to engage in more rigorous evaluations of the vulnerability of research
populations and to ensure that appropriate safequards are in place. A more inclusive set of
guidelines could ultimately fail to identify the very people that they attempt to protect.

In the context of these broader ethical deliberations on biomedical research involving
vulnerable populations, particularly children, the Working Group will prepare a discussion
paper taking an initial look at the different ways that “vulnerability” has been defined in
existing guidelines and the key issues that have arisen. In addition, it will consider the feasibil-
ity of a more inclusive definition of “vulnerability” and the implications of using one safeguard
to cover all potentially vulnerable groups.

This Working Group comprises representatives from the national ethics committees (NECs)
of Singapore, the United Kingdom, Uganda and Senegal. Its work will also be supported by
the NECs of Austria, Estonia and Lebanon.
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/\ DEVELOPMENTS IN INTERNATIONAL ORGANIZATIONS
II N [ I:ﬂ The role played by international organizations in the strengthening of NECs is critical. From
— different perspectives, and at a different levels, organizations such as WHO, UNESCO,
T e DH-BIO or WMA provide technical support, guidelines and knowledge useful for increasing
NECs' capacities to help governments deal with ethical dilemmas arisen in local contexts.
Thus, international organizations are excellent partners for NECs. Their global perspective is
critical to harmonise guidelines on issues like research ethics, biobanks, etcetera.
CONACYT During this session, international organizations will present their actual working agenda,
Consejo Nacional de Ciencia y Tecnologia perspectives and future projects, so the outcomes of this session will be very important for

the 10th Global Summit.

q ’
CONBIOETICA

Comision NACIONAL DE BIOETICA
México

SALUD

secretaria de salud

OMS

Organizacion Mundial de la Salud
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Information about the Summit: info@bioethicsummit.mx

CONBIOETICA
Address: Calzada Arenal No. 134, Col. Arenal Tepepan,
Delegacion Tlalpan Mexico City, CP 14610

President of the Summit Council President for the National Bioethics Commission
Dr. Manuel H Ruiz de Chavez
Contact: Dr. Raul Jiménez Pifa
WHO Permanent Secretariat

Dr. Abha Saxena: ct_ethics@who.int

For more information:
http://bloethicsummit.mx

NATIONAL BIOETHICS COMMISSION
www.conbioetica-mexico.salud.gob.mx

SALUD




