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ARMENIA / ARMENIE
Events which promoted bioethics development in Armenia for 2006-2008, are resulted in a chronological order.
1. The seminar: «Norms and bioethics principles» - February 2006г.
2. The seminar: «Main principle of bioethics: the informed consent - May 2006г.
3. The international conference: «Bioethical aspects of human rights in an education system» - September 2006
4. Working discussion in Parliament of RA with public organizations: «Reforming process of public health services in РА»-November 2006
5. The international organizational-advisory seminar devoted to creation of the Armenian Committee on bioethics at the National commission of UNESCO in RА: «Questions of the organization and activity of ethical committees» - October 2007
6. The educational project for schools of Armenia: «Observance of the rights and dignity of animals» 2006-2007
7. Demonstration on the national channel of TV the information-publicistic film «Bioethics. Conscience. Law». - November 2007
8. The republican seminar: «Bioethical aspects of protection of experimental animals rights» - April 2008
9. The international seminar At UNESCO support: «Bioethics, human rights and mass-media» - October 2008
10. The edition of special number «Armenian medical abstract magazine» devoted to bioethics problems.
FINLAND / FINLANDE

The Government bill to ratify the Oviedo Convention and its two additional Protocols (on cloning and transplantation of organs and tissues) was given to the Parliament in December 2008.

The new additional Protocol on genetic testing for health purposes was signed on 27 November 2008.

The Government bill on biobanks is to be finalised by an expert working group.

ITALY / ITALIE
ACTIVITÉ DU COMITÉ NATIONAL DE BIOÉTHIQUE (CNB)

Le 18 décembre 2006, un décret du Professeur Romano PRODI, Président du Conseil de l’époque, a renouvelé le CNB et nommé à la Présidence le Professeur F.P.Casavola.
Les nouveaux “Groupes de travail” ont complété l’étude des thèmes suivants: Achat-vente d’ovocytes humains, “Grands prématurés” (nés entre la 22e et la 25e semaine de développement intra-utérin); Destin des embryons résiduels de techniques de fécondation assistée; Refus et renonciation consciente au traitement médical et rapports patient-médecin.
Sur les contenus, succinctement:

· Achat-vente d’ovocytes humains (13 juillet 2007): l’interdiction de commercialiser le corps humain et chacune de ses parties, sous forme tant directe qu’indirecte, doit être étendue aux ovocytes, réitérant ce qui est affirmé dans la loi nationale 40/2004 (approuvé à la majorité).

· Destin des embryons résiduels: différentes orientations bioéthiques sont apparues au sein du Comité: leur usage pour la recherche avec l’accord des parents biologiques; interdiction d’une utilisation comme moyen impliquant la destruction des embryons, en tant que solution moralement non acceptable (dignité intrinsèque et droit à la vie de l’embryon), comme prévu par la loi 40/2004 (20 juillet 2007).

Selon la majorité exprimée par le CNB, l’expérimentation sur les embryons est justifiée uniquement si elle est pratiquée dans leur intérêt spécifique. 

· Les “Grands prématurés”: le document a été approuvé à la majorité  le 29 février 2008, faisant écho au débat animé qui s’était instauré en Italie. En synthèse, les conclusions réitèrent les points suivants:

1. le principe bioéthique fondamental qui concerne aussi les nouveau-nés extrêmement 
prématurés prévoit que l’on doive, en général, adopter pour la réanimation les 
critères que l’on applique, le cas échéant, à des nouveau-nés à terme ou à des 
adultes;

2. la réanimation ne doit pas prendre le caractère d’un “acharnement thérapeutique”; 

3. il semble moralement inacceptable de fixer un seuil temporel à partir duquel refuser, 
a 
priori, toute tentative de réanimation;

4. les parents doivent toujours  être correctement et constamment informés et appelés à 
donner leur accord contraignant sur les éventuelles thérapies de caractère 
expérimental;

5. la responsabilité finale des décisions appartient dans tous les cas au corps médical.

Des documents sont en cours d’élaboration avancée sur les thèmes suivants: “Chimères et hybrides homme-animal”; “Critères de l’expérimentation pharmacologique sur l’homme”; “Aspects de l’expérimentation animale”; “Expérimentation biomédicale et santé de la femme; “Problèmes de bioéthique dans les neurosciences” (titres indicatifs).
En février 2008, par décret du Président du Conseil en fonction (S. Berlusconi) un Groupe de travail mixte a été créé, comprenant des membres du CNB et du Comité pour la biosécurité et les biotechnologies et sciences de la vie, dans le but d’étudier les problèmes qui intéressent les deux Comités.  
Le premier document rédigé et approuvé porte sur les “Tests génétiques et assurances”.

Ce document est mis à la disposition du CDBI en langue anglaise.

NORWAY / NORVEGE
Norwegian regulation related to pre-implantation and prenatal screening, embryonic stem cells, cloning etc

In the following we update information as requested in the meeting report under chapter V nr 31 and chapter VII nr 50. 

These issues are regulated under the Act relating to the application of biotechnology in human medicine etc (Biotechnology Act). Some of the relevant passages of the Act are cited.

· Pre-implantation genetic diagnosis (PGD)
PGD under certain conditions has been allowed since the first Act on Biotechnology was established in 1994. In practise, however, the former prohibition of research on human embryonic cells, and the fact that PGD was considered to be experimental, prevented use of the method. A change in the Act that entered into force January 1st 2004 allowed PGD in individual cases, for serious hereditary diseases for which no treatment is available. A special board appointed by the Government had the authority to grant such permission. The Act was changed again in June 2004, also accepting HLA antigen testing in combination with PGD under certain circumstances, but not testing for HLA alone.

A change in the Biotechnology Act that entered into force January 1st 2008 has established PGD as a treatment that can be offered if the mother and/or father carry a genetic predisposition for a serious monogenic or chromosomal disease, and there is a high risk that the child may be affected. Under certain circumstances, additional HLA testing in order to both prevent an inheritable disease and provide a stem cell donor for an already affected sibling can be performed, but only if stem cell donation has a high probability of curing the sibling.

A new board appointed by the Government has been given the authority to grant permission, but only after thorough evaluation of each individual case.

Prenatal diagnosis (PND)
The use of PND in Norway is restricted, and can offered in the following situations:

· when the pregnant woman will be 38 years or older at the expected term/time of birth
· if the pregnant woman or the (genetic) father of the child previously has experienced that their fetus or child had/has a serious disease or anomaly
· if there is a high risk that the fetus/child will be affected by a serious disease, and the condition can be revealed by PND
· if the pregnant woman use medicines that may harm the fetus
· if ultrasound examination revealed signs of anomaly in the fetus
· in special situations, if the pregnant woman is in a difficult situation and will not be able to take care of a child with a serious disease or anomaly
Some of the relevant passages of the Act are cited below.

I. Chapter 4.
Prenatal diagnosis 

§ 4-1.
Definition

For the purpose of this Act, prenatal diagnosis means the examination of fetal cells, a fetus or a pregnant women to obtain information about the genetic constitution of the fetus or to detect or exclude a disease or abnormality of the fetus.

Ultrasound examination that forms part of the ordinary health care offered during pregnancy is not considered to be prenatal diagnosis pursuant to the first paragraph, and therefore does not come within the scope of this Act, with the exception of section 4-5.
§ 4-3.
Consent

Before prenatal diagnosis, cf. section 4-1, is undertaken, written consent shall be obtained from the person who is to be examined.
§ 4-4.
Information and genetic counselling

Before prenatal diagnosis is undertaken, the woman or couple shall be given information on the procedure, including the fact that it is voluntary, the risk associated with carrying out the procedure, what the procedure may reveal and the consequences this may have for the child, the woman, the couple and the family. If there are grounds to suspect a genetic disease, the woman or couple shall also be given genetic counselling.

If the procedure indicates a disease or abnormality of the fetus, the woman or the couple shall be given information and genetic counselling on the disease or abnormality in question, and on their rights and the support that is available.
§ 4-5.
Information on the sex of the fetus before the 12th week of pregnancy

Information on the sex of the fetus before the 12th week of pregnancy resulting from prenatal diagnosis or other examination of the fetus shall only be given if the woman is a carrier of a serious sex-linked disease.

· Use of embryonic stem cells

A change in the Biotechnology Act that entered into force 1st of January 2008 allows research on surplus human embryos and human embryonic stem cells originating from surplus embryos if the following conditions are met

· the purpose of the research is to develop and improve methods and techniques used in relation to medically assisted procreation or PGD, or to provide new knowledge that may contribute to develop treatment for serious diseases in humans

· the research has been approved by a regional committee for research ethics. In cases where human embryonic stem cells /cell lines are used in clinical trials or medical treatment, and additional approval from the Ministry of Health will be required.

· an informed consent has been obtained from the couple donating the embryo. If the embryo has been created from donor sperm, consent from the donor is also required.

Embryos can be used for research until 14 days after creation, and should then be destroyed. Cell lines can be grown for a longer period of time.

· Cloning

Reproductive cloning and therapeutic cloning is forbidden.

The relevant passages of the Act are cited below:
§ 3-5
Prohibition against creating human embryos by cloning, etc.

It is prohibited:

a) to create human embryos by cloning,

b) to carry out research on cell lines derived from human embryos by cloning,

c) to create embryos by cloning by the technique of inserting human genetic material into an animal oocyte.

Cloning is here understood to mean techniques for creating copies that are genetically identical.

§ 3-6 
Prohibition against techniques designed to create genetically identical individuals
The use of techniques designed to create genetically identical individuals is prohibited.

· Medically assisted procreation (MAP)


As reported orally, there has been a debate on whether to offer MAP to lesbian couples. This has now been approved by the parliament, and will enter into force from January 1st 2009.

The conditions are similar as for heterosexual couples, namely that they are living together in a stable relationship (or marriage), that the donor identity can be revealed to the child when the child reach the age of 18, that they both give written consent to the treatment etc.

Some of the relevant passages concerning sperm donation are cited below.

§ 2-7.
The child’s right to information on the sperm donor

Any person who is born as a result of medically assisted reproduction using donated sperm has a right to information on the sperm donor’s identity at the age of 18. A donor register shall assist the child in this matter. 

§ 2-8.
Donor register

The Ministry shall establish a register for registration of the identity of sperm donors, so that children can exercise their rights pursuant to section 2-7.

§ 2-9.
Sperm donors

A sperm donor shall have reached the legal age of majority. The donor must give written consent for the sperm to be used for fertilisation and for his identity to be recorded in the donor register. Consent may be withdrawn until fertilisation has taken place.

A sperm donor shall not be given information on the couple’s or the child’s identity.

· Additional information - Marriage between two persons of the same sex

Our parliament has also approved a change in the legislation on marriage. Our former legislation on registered partnership for lesbian and homosexual couples has been merged with the legislation on marriage of heterosexual couples, giving all married couples the same rights.

Also, the legislation on parenthood has been changed to ensure that a child born to a lesbian couple has two legal parents, and ensure the right of parenthood for the second mother (who does not give birth to the child).

These changes will enter into force on January 1st 2009.

PORTUGAL

Developments in the Field of Bioethics - 2008 

This report is a general overview of the recent development in Portugal during the year 2008 on Bioethics and is divided in 4 areas of interest:

1. The National Council of Ethics for the Life Sciences (CNECV) activities, which relates 
directly with the most relevant activities in Portugal on this field;

2. Publications on Bioethics during 2008;

3. Legal developments regarding Bioethics (including undergoing work)

4. Others.

1. THE NATIONAL COUNCIL OF ETHICS FOR THE LIFE SCIENCES MAIN ACTIVITIES

LEGAL BASIS AND MISSION

The National Council of Ethics for the Life Sciences (CNECV) is an independent body, created in 1990 by Law no. 14/90 of the 9th of June for the purpose of “analysing systematically the moral problems which arise out of scientific progress in the fields of biology, medicine or general health care”. The CNECV defines itself as national, independent, pluralist and consultative.
The third and current term of office of the CNECV (2003-2008) began on 4th September, 2003, chaired by Paula Martinho da Silva. Apart from the President, appointed by the Prime Minister, the CNECV is composed of 20 members, from a wide range of backgrounds, from the human or social sciences to the fields of medicine or biology.

THE CNECV’S ACTIVITIES IN 2008

The CNECV reflects upon a great diversity of subjects, both on its own initiative and in response to the requests it receives. Its interdisciplinary and autonomous character reveals the range of the debate, as well as the capacity for dialogue, the acceptance of divergence and the willingness to reach consensus. 

OPINIONS

Over the course of 2008, the CNECV drew up and concluded the following opinions:

Opinion on the Draft Bill on the Legal Regime of Quality and Safety relating to the Donation, Procurement, Testing, Processing, Preservation, Storage, Distribution and Application of Tissues and Cells of Human Origin - 55/CNECV/2008 (12th February, 2008)

In 2007, the Bureau of the Minister of Health and the Authority for Blood and Transplant Services (ASST) asked for the opinion of the CNECV on the preliminary draft of a decree law which transposes to the Portuguese legal system community Directives 2004/23/CE, 2006/17/CE and 2006/86/CE, which deal, respectively, with the questions relating to “the donation, procurement, testing, processing, preservation, storage and distribution of tissues and sells of human origin”, and “the traceability, notification of adverse events and technical requirements for the coding, processing, preservation, storage and distribution of tissues and cells of human origin”.

In Portugal, many of the ethical and juridical principles applicable have already been duly defined in Law no. 12/2005 of 26th January (Personal genetic information and health information). These principles are stated in opinion 43/CNECV/2004.

Following Opinion no.54/CNECV/2007 on this subject, the draft bill was reformulated. When the new document was submitted to the opinion of the CNECV, the comments and recommendations relating to aspects which had previously been analysed by the CNECV were found to have been complied with.

Opinion on Direct Marketing of Genetic Tests to the Public - 56/CNECV/2008 (8th July, 2008)

The reflection of the National CNECV on direct selling of genetic tests to the public, by the Council’s own initiative, was brought about by the growing marketing of this type of tests and, namely, it’s direct to consumer selling by public and private entities, without medical prescription and without genetic counselling.

Regarding the direct marketing of genetic tests to the public, the Council considered that those tests may induce false needs, create undue expectations and bypass the need for medical indication, and, thus, jeopardises the right to genetic counselling and information for patients and the general public, and overloads the health system. 

 When non-medical applications of genetic tests are directly marketed to the public, transparency, fair advertising and quality assurance should also be required.

Health-related genetic tests for diagnostic or predictive purposes should not be made available for direct marketing to the public, in respect for the fundamental ethical principles.

Both opinions as well as all the work performed by the Council can be consulted on www.cnecv.gov.pt 

2. PUBLICATIONS

“Biomedical Research - Ethical reflections”

Biomedical research has evolved considerably as a subject of great novelty and interest. In 2008, as a result of a two-year project, the CNECV publishes the personal analysis and ethical considerations of the Council members whom in their professional activity deal with some of the most relevant aspects of biomedical research: clinical trials, conflicts of interest, biobanks, human enhancement, neuroethics, genetic testing, ethics committees, public funding for biomedical research.

3. LEGAL DEVELOPMENTS IN THE FIELD OF BIOETHICS

· Law no. 5/2008, of the 12th of February - Approves the creation of a DNA profile database in Portugal for purposes of civil identification and criminal investigation.

· Regulatory Decree no. 5/2008, of the 11th of February – Regulates article 5º and paragraph 2 of article 16º of Law no. 32/2006, of the 26th of July, which regulates the use of medically assisted procreation.

3.1. UNDERGOING WORK – Bureau of the Minister of Health

· Revision of the National Programme for Palliative Care for 2008/2016

· Regulation of Law no. 12/2005 of 26th January (Personal genetic information and health information).

4. OTHERS
ETHOS AWARD

On the 22nd September 2008, Prof. Henk ten Have, Director of the Division of Ethics of Science and Technology of UNESCO, was the recipient of the ETHOS AWARD IN BIOETHICS, a joint organization of the Gulbenkian Foundation and the Bioethics Institute of the Portuguese Catholic University. The ceremony included a conference by Prof. ten Have on the subject “Towards Global Bioethics: The UNESCO Universal Declaration on Bioethics.
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ROMANIA / ROUMANIE
Romania is working on the dissemination of bioethics and introduced bioethics as a mandatory discipline in all the faculties of medicine. There is also now a two weeks module of bioethics that is mandatory during the residency training in all the medical specialities. A new centre of studies in bioethics has been created last year.

The Additional Protocol to the Convention on Human Rights and Biomedicine concerning Genetic Testing for Health Purposes has been translated and published in the Romanian Journal of Bioethics to introduce a debate on this subject and hopefully there will be ratification.

A legislative debate on genetic modified organisms is also engaged.
The Romanian Journal of Bioethics can be accessed free on this website:
www.bioetica.ro
SWITZERLAND / SUISSE
Convention sur les droits de l'homme et la biomédecine & ses protocoles additionnelles

La Suisse a déposé le 24 juillet 2008 les instruments de ratification :

- de la Convention pour la protection des Droits de l'Homme et de la dignité de l'être humain à l'égard des applications de la biologie et de la médecine: Convention sur les Droits de l'Homme et la biomédecine, et

- du Protocole additionnel à la Convention pour la protection des Droits de l'Homme et de la dignité de l'être humain à l'égard des applications de la biologie et de la médecine, portant interdiction du clonage d'êtres humains.

Les deux traités entreront en vigueur à l'égard de la Suisse le 1er novembre 2008.

Le Conseil fédéral a adopté et transmis au Parlement le message portant l'approbation du Protocole additionnel à la Convention sur les Droits de l'Homme et la biomédecine relatif à la transplantation d'organes et de tissus d'origine humaine en septembre. Le dossier sera traité au Parlement en 2009.

Les informations sur ce protocole additionnel se trouvent à l'adresse Internet:

http://www.bag.admin.ch/transplantation/00694/00727/01535/01852/index.html?lang=fr

Article constitutionnel et loi fédérale concernant la recherche sur l'être humain

L'article constitutionnel concernant la recherche sur l'être humain a été et sera encore traité pendant l'année 2008 par des commissions parlementaires et par le Parlement. On espère que les deux chambres peuvent éliminer leurs divergences durant la session au printemps 2009. L'article sera soumis, probablement en automne 2009, au vote du peuple et des cantons afin que la loi se fonde sur une base claire. La refonte de la loi prendra plus de temps mais sera réalisée, dans l'intérêt de la transparence, de telle sorte que le message adopté par le Conseil fédéral soit rendu public avant la votation populaire sur l'article constitutionnel, c'est-à-dire probablement en été 2009.

A l’heure actuelle, la recherche sur l’être humain n’est pas réglementée au niveau fédéral d’une manière globale et uniforme. Le projet portant sur le nouvel article constitutionnel 118a concernant la recherche sur l'être humain confère à la Confédération la compétence pour réglementer la recherche sur l'être humain, si l'objectif premier, qui est de protéger la dignité et la personnalité de l'être humain dans la recherche, est en danger. C’est pourquoi cette disposition habilite la Confédération à légiférer uniquement dans la mesure où la protection de ces deux biens l’exige. Si la recherche ne présente pas de danger pour la dignité humaine et la personnalité, il n’y a pas lieu de légiférer. Une nouvelle loi ne s'impose pas non plus si le droit en vigueur couvre déjà suffisamment les risques liés à la recherche. A part de la dignité et de la personnalité, il faut également prendre en compte la liberté de la recherche, son importance pour la santé et la société ainsi que son internationalité. 

Il s'agit de réglementer non seulement la recherche sur des personnes mais également celle pratiquée, sur du matériel d'origine humaine, sur des personnes décédées et sur des embryons et fœtus in vivo. La loi a aussi pour but d'harmoniser la pratique des expertises indépendantes, d'éviter les doublons et d'en améliorer la qualité. Afin d'améliorer la transparence, le projet de loi prévoit également la création d'un registre de recherche dans lequel toutes les études ainsi que les résultats obtenus seront consignés.

Les projets d'article constitutionnel et de loi ainsi que les rapports explicatifs correspondants et les résultats de la procédure de consultation peuvent être consultés à l'adresse: http://www.bag.admin.ch/f/index.htm
Admission du diagnostic préimplantatoire

Après de longues discussions au parlement, le diagnostic préimplantatoire avait été interdit en Suisse par la Loi sur la procréation médicalement assistée, en vigueur depuis le 1er janvier 2001. Le 2 septembre 2004, un membre du Conseil national a déposé une initiative parlementaire visant l'autorisation du diagnostic préimplantatoire. L'initiative a obtenu l'avis favorable du Conseil fédéral. Suite à des délibérations très animées au sein des deux chambres, elle a été acceptée par le parlement. Le Conseil fédéral a ensuite chargé l'office fédéral compétent de présenter une proposition pour réglementer, à moyen terme, et en accord avec la législation relative à la recherche sur l'être humain, le diagnostic préimplantatoire dans un cadre bien déterminé. Cela a été fait par une révision partielle de la Loi sur la procréation médicalement assistée. La procédure de consultation sur ce projet sera ouverte fin novembre 2008. 

Le texte de la révision ainsi que des informations supplémentaires peuvent être téléchargés à l'adresse Internet dès l'ouverture de la consultation: 
 http://www.bag.admin.ch/themen/medizin/03878/index.html?lang=fr

Loi fédérale sur la transplantation d’organes, de tissus et de cellules

Le 15 octobre, les révisions des Ordonnances sur la transplantation ont entrés en vigueur.

Le texte de la loi sur la transplantation et des ordonnances ainsi que des informations supplémentaires peuvent être téléchargés à l'adresse Internet
 http://www.bag.admin.ch/transplantation/00694/index.html?lang=fr

MEXICO / MEXIQUE
Legislation linked to Bioethics in Mexico, ONLY in Distrito Federal which is one of the Federal Status, the one where the political capital is.  

ADVANCED DIRECTIVES 

Name in Spanish: Ley de Voluntad Anticipada para el Distrito Federal. (CDBI already informed during the 34th plenary meeting)

· Published in the Gaceta Oficial del Distrito Federal (Official Gazette)  on January 7, 2008.

· http://www.consejeria.df.gob.mx/gaceta/pdf/Enero07_07_247.pdf
The aim of this law is to establish and regulate advance directives procedures and norms. Includes respect for a person´s decision to reject treatment that might prolongate life unnecessarily.  The are some conceptual and legal flaws in it.   

There are specific regulations derived from the law on Advanced Directives:

· Name in Spanish: Reglamento de la Ley de Voluntad Anticipada para el Distrito Federal.

· Published en la Gaceta Oficial del Distrito Federal (Official Gazette) on Apribl  4, 2008.

· http://www.consejeria.df.gob.mx/gaceta/pdf/Abril08_4_307.pdf
· The aim is to regulate the application of the La won Advanced Directives both in public and private health institutions.
ABORTION: Reform in force at  Distrito Federal (D.F.).

There is a decree that reforms the Penal Code for Distrito Federal and it added to the Health Law at Distrito Federal:

· Decreto por el que se reforma el Código Penal para el Distrito Federal y se adiciona la Ley de Salud para el Distrito Federal. 

· Published  at  Gaceta Oficial del Distrito Federal  (Official Gazette) on April  26, 2007.

· http://www.consejeria.df.gob.mx/gaceta/pdf/abril07_26_70.pdf
· Abortion is considered as the interruption of pregnancy after twelve weeks of gestation.  Also, pregnancy is defined as the part of the process of human reproduction that starts at the implantation of the embryo.

After the 34th CDBI plenary meeting it is important to mention that the National Commission of Human Rights and the Federal Attorney  (Procuraduría General de la República) made an appeal at the Supreme Court (May 24, 2007)  against the law on abortion, claiming it was against the Constitution (“acción de inconstitucionalidad”). The Supreme Court (eight out of eleven judges) declared that the law IS constitutional (28 August 2008); so the law will remain the same and it also opens the possibility for other federal states to legislate in the same sense. At this point, Distrito Federal is the only one that has a law based on time criteria for abortion, the rest are legislations based on causes, most of them very restrictive. The sentence (final resolution) will be Publisher soon at the Official Gazette.

Updates on Mexico´s legislation and Oviedo Convention mentioned during the Plenary.

1. It has been possible to identify the status of the initiative to sign the Oviedo Convention. In 2002 the Ministry of Foreign Affairs turned the official request to the Senate. The initiative is there, it was kept there until some modifications to GMO laws where done, but none have taken place. Many changes have taken place since, in the Ministry of Health, the Senate and the Ministry of Foreign Affairs. New strategies will be explored in order to move forward. Once agreed by the Senate, the Ministry of Foreign Affairs will elaborate the adhesion document that would be sent to the Council of Europe. 

2. In addition to the law on palliative care that is currently in force in Distrito Federal (the capital state), a new law will soon be published at federal level on palliative care.

The law includes a modification to the General Health Law in order to include not only palliative care but rights of terminal patients. 

Currently the document in Spanish can be viewed at:

http://www.senado.gob.mx/gace.php?sesion=2008/11/25/1&documento=67
Legislatura: 60 Año: 3 Primer Periodo Ordinario Gaceta No: 301 Fecha: 2008-11-25

De las Comisiones Unidas de Salud; y de Estudios Legislativos, el que contiene proyecto de decreto por el que se reforma y adiciona la Ley General de Salud, en materia de cuidados paliativos.
3. It is expected that soon the initiative of law on ethics review committees and bioethics committees at hospitals, will be approved. The role of the National Commission of Bioethics has been instrumental.

4. The National Commission of bioethics has issued a National Guideline for Research Ethics Committees and very soon will issue the National Guideline for Bioethics Clinical Committees. It has established two working groups and listeserves, each for each kind of committees. It has also started a registry of both kind of committees, the commissions of bioethics in each federal state and a registry of research protocols. 

UNESCO

Work of the International Bioethics Committee of UNESCO (IBC)

The Fifteenth (ordinary) Session of the International Bioethics Committee (IBC) was held at UNESCO Headquarters in Paris on 28 and 29 October 2008.  It was followed by a Joint Session of IBC and the Intergovernmental Bioethics Committee (IGBC), convened by the Director-General on 30 and 31 October 2008, to foster exchange between the two committees on the on-going work.

Two main topics were discussed during these meetings:  the principle of social responsibility and health as set forth in the UNESCO Universal Declaration on Bioethics and Human Rights (2005) and the issue of human cloning and international governance.  IBC also hold a preliminary reflection on the principle of respect for human vulnerability and personal integrity.

Social Responsibility and Health

The introduction of social responsibility as a founding principle of bioethics constitutes a major contribution of the Universal Declaration on Bioethics and Human Rights, adopted by acclamation by the General Conference in 2005.  The topics dealt with under this theme are sensitive ones, at the crossroads of important political, economic and social issues.  This new principle reflects the need to make bioethics part of open-ended social and political debate by taking a holistic approach to health.  Such an approach, consistent with the Millennium Development Goals, takes into account such vital concerns as access to quality health care, access to adequate food and water, improvement of living conditions and the environment, action to combat marginalization and the reduction of poverty and illiteracy.

IBC began its reflection on this principle in 2006-2007. At that time, a working group of IBC drew up a preliminary draft report which was examined and discussed on several occasions during the biennium.  Within the framework of its work programme for 2008-2009, IBC continues its work on this principle.  Whilst the previous version of the draft report mainly included descriptive information and empirical health data, the Committee is presently concentrating on the ethical and legal dimensions of the principle of social responsibility and health and is working towards a more concise document focusing on the bioethical aspects of social responsibility and health.
The aim is not to duplicate the work or debates on public health policy issues already addressed in other international bodies, in particular the World Health Organization. The point is rather to determine the extent to which the international community and the United Nations system can address those questions from a bioethical standpoint, each contributing its multifaceted experience and expertise.

The preliminary results of the working group (Draft Report on Social Responsibility and Health of 18 October 2008) was discussed and examined at the fifteenth (ordinary) session of IBC in October 2008.  IBC had the opportunity to hear comments and opinions from members of IGBC at the joint session of IBC and IGBC in October 2008.

On the basis of the discussions at the 15th session and the exchanges with IGBC, IBC is now revising and completing its work on this issue, with a view to approval by the Committee of its final report at the sixteenth session of IBC in 2009.
Human Cloning and International Governance

The complexity of ethical questions arising from human cloning is as deep as the range of religious and cultural perspectives on the issue from around the world. The existing diversity of opinion is hardly surprising considering that cloning of a human being, whether for reproductive or research purposes, begs the fundamental question about dignity of life, the beginning of life and the status of the embryo.

The issue of human cloning and the appropriate international system for its governance have stirred profound reflection and debate within the United Nations and in the international community at large.  International reflection began in UNESCO more than ten years ago and led to the consensual position of Member States on human reproductive cloning as reflected in Article 11 of the Universal Declaration on the Human Genome and Human Rights, adopted unanimously and by acclamation by the General Conference of UNESCO in 1997.   Article 11 states very clearly:  “Practices which are contrary to human dignity, such as reproductive cloning of human beings, shall not be permitted”.

After almost 4 years of discussion, the United Nations General Assembly adopted (by vote) the UN Declaration on Human Cloning in 2005. The Declaration was voted and passed with 84 countries supporting it, 34 voting against and 37 abstaining. The wording of the document left room for very different interpretations of the text, which reflected, in part, the lines of division between different Member States on this issue. The main point of contention was the question of linking the issues of reproductive and non-reproductive cloning, which was not agreeable to many States, who abstained or voted against the Declaration.

The IBC’s discussion of human cloning and international governance is based on the 2007 report by the United Nations University Institute of Advanced Studies (UNU-IAS) entitled Is Human Reproductive Cloning Inevitable: Future Options for UN Governance.  This report summarized up-to-date technical information on cloning, ethical issues accompanying it and the state of the art of international governance of these issues and expressed the view that further development of international governance would be needed and envisaged several options along this line.  Without a binding international regulatory framework, practices associated with reproductive, as well as therapeutic or research cloning are governed by national law and policy, leaving many parts of the world defenceless against the scientists who are determined to pursue research in this area.

Due to the pressing nature of the issue, the Director-General of UNESCO expressed his wish that the examination of the UNU report be added as an agenda item for IBC discussion. Consequently, it has been included in the work programme of IBC for 2008-2009, and a special working group set up under the chairmanship of Professor Toivo MAIMETS (Estonia) has begun to explore whether the scientific, ethical, social, political and legal developments on human cloning in recent years justify a new initiative at international level.

The Working Group held its first meeting at UNESCO Headquarters in Paris, from 30 June to 2 July 2008 and devoted one day to a public hearing involving a broad-based group of experts in the field.

The preliminary results of its work (Report of the Working Group of IBC on Human Cloning and International Governance) was presented and discussed at the fifteenth session of IBC in October 2008.  On this occasion, IBC also benefited from a second round of public hearings with representatives of national bioethics committees (from Brazil, Indonesia and Madagascar) and international scientific organizations (namely the International Society for Stem Cell Research).

On the basis of the discussions at the 15th session and the exchanges with the Intergovernmental Bioethics Committee (IGBC) at the joint session held in October, IBC is now revising and completing its work on this issue, including through other public hearings), with a view to approval by the Committee of its final report to the Director-General at the sixteenth session of IBC in 2009.
The Report of IBC on Consent
The principles set out in the Universal Declaration on Bioethics and Human Rights and the deliberations they generate within IBC are not about abstract concepts; they all have a tangible bearing on real and pressing ethical issues that shape our daily lives. A perfect example is the principle of consent, which, after extensive and profound discussions during the elaboration of the Declaration, became the subject of two full articles of the Declaration (articles number 6 and 7). This principle became the focus of IBC deliberations and the resulting report was finalized in May 2007.

The finalization of the Report of IBC on Consent in 2007 was indeed an occasion to start a new series of publication of reports of IBC, intended to effectively and broadly disseminate the IBC reflection and deliberations concerning specific principles of the Declaration, thus fostering reflection and facilitating action of stakeholders.
The English version of the issue on consent is already freely available. The French version will be available early in 2009.

Sixteenth (ordinary) Session of IBC

At the kind invitation of the government of Mexico, the sixteenth (ordinary) session of IBC will be held in Mexico City in the first week of May 2009.
Fostering capacity building

UNESCO is pursuing its efforts to assist Member States to establish ethics infrastructures for capacity-building, ethics education and the establishment and reinforcement of national bioethics committees, through three main projects:
1)
The Global Ethics Observatory (GEObs) is a freely accessible system of databases designed as a platform for supporting and advancing ethics activities by assisting Member States and other interested parties to identify experts, establish committees, construct informed policies and design teaching curricula in bioethics and other areas of applied ethics in science and technology such as environmental ethics and science ethics. As of November 2008, the GEObs contains data on over 1126 ethics experts, 225 ethics institutions, 192 ethics teaching programmes, 461 legal instruments covering 22 countries and 150 codes of conduct (www.unesco.org/shs/ethics/geobs). In October 2008, it was expanded to include a new database designed to reinforce ethics teaching, especially in regions where such activities are absent or minimal, by making resources in ethics available online (Database 6: Resources in Ethics). In this way, such resources can be accessed and downloaded by individual teachers as study materials to aid them in the creation of new ethics teaching programmes, or to strengthen existing teaching programmes. This new database also serves as the repository for study materials of the proposed UNESCO Bioethics Core Curriculum (see EEP below).
2)
The Ethics Education Programme (EEP) aims at initiating and reinforcing educational activities in Member States, through various phases: (a) assessing the infrastructure for developing and implementing teaching programmes, (b) developing and promoting teaching programmes, and (c) developing educational resources for implementing programmes. Mapping of experts in ethics teaching and sampling of teaching programmes is continuing (Abidjan, Cote d'Ivoire 2008; Marrakesh, Morocco 2008) and data will be made available online through the GEObs. An ethics teacher-training course has also been organized in cooperation with the UNESCO Chair in Bioethics in Haifa, Israel (Minsk, Belarus 2008). Finally, The UNESCO Bioethics Core Curriculum was launched on 30 October 2008, and sets out to introduce the bioethical principles of the Universal Declaration on Bioethics and Human Rights (2005) to university students. It is designed to facilitate the introduction of ethics teaching in universities where such teaching is currently unavailable, or to strengthen existing ethics teaching if such teaching is already available. Furthermore, the proposed core curriculum does not impose a particular model or specific view of bioethics, but articulates ethical principles that are shared by scientific experts, policymakers and health professionals from various countries with different cultural, historical and religious backgrounds. The proposed core is developed with the assistance of an ad hoc committee of experts from IBC, COMEST, UNESCO Chairs in Bioethics, the Academy of Sciences for the Developing World (TWAS) and the World Medical Association (WMA).
3)
Through the Assisting Bioethics Committees (ABC) project, UNESCO continues its efforts to assist Member States, in particular developing countries, in the establishment and/or reinforcement of independent, multidisciplinary and pluralist national ethics committees. Three Guidebooks on national bioethics committees have been published and disseminated in six languages, and two additional guides are under preparation. Two teams of experts with practical experience in bioethics committee have been set up to provide technical support, training in working methods and operational procedures to the newly established bioethics committees, upon their request and the signing of Memorandum of Understanding with UNESCO.  Preparatory work has started in cooperation with Cape Verde, Chad, Colombia, El Salvador, Gabon, Ghana, Guinea-Bissau, Jamaica, Madagascar, Malaysia, Mauritius Nigeria and Togo. As part of UNESCO’s work to strengthen the national bioethics infrastructure of its Member States, a Joint European Commission – UNESCO Conference on Bioethics Capacity-Building (JACOB) will bring together experts and members of the newly established, currently forming, as well as long-standing, experienced national bioethics committees from close to 40 countries to establish an operational international bioethics network that would facilitate sustained experience-sharing and mutual capacity-building across national borders.

For further information:

Division of Science and Technology, Bioethics Section

UNESCO

1, rue Miollis

75732 PARIS Cedex 15

Tel. :
+33 1 45 68 38 03 / 39 39

Fax. :
+33 1 45 68 55 15

E-mail: ibc@unesco.org / s.colombo@unesco.org
Internet: www.unesco.org/shs/bioethics
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Ethics and Health continues to be engaged in a wide variety of activities in public health and research ethics. The main current projects are highlighted below.

Public Health Ethics

Tuberculosis Control

Tuberculosis (TB) prevention, care and treatment raise important ethical and policy issues that need to be adequately addressed. These concerns have been accentuated by the problem of Multi-Drug Resistant TB (MDR-TB) and, most recently, by the emergence and spread of Extensively Drug Resistant TB (XDR-TB), which is especially difficult to detect and treat. 
The Ethics and Health Unit and the Stop TB Department have established a taskforce that will address a full range of topics: diagnosis and treatment, public health measures, collaborative research and roles of health care workers, with a particular focus on XDR-TB. The taskforce will gather this December in Toronto for a three day meeting hosted by the Joint Centre for Bioethics at the University of Toronto, a WHO collaborating centre. Draft documents will be presented at several relevant meetings in the spring of 2009 in order to help finalize a guidance document. In addition, training materials for ethics and TB will be developed for use in workshops for program managers and other stakeholders in order to build capacity at the local level.

Pandemic Influenza Planning

WHO's Ethics and Health team has been working on a project to address the wide range of challenging ethical issues raised by a potential influenza pandemic. In December 2007, the WHO guidance document "Ethical considerations in developing a public health response to pandemic influenza" was published. Available at: http://www.who.int/csr/resources/publications/WHO_CDS_EPR_GIP_2007_2c.pdf 

Now the four discussion papers, which laid the foundation of this guidance document, have been finalized and are in the process of being published (expected publication date: December 2008). 

In 2008, the focus of work in this area has been on capacity-building and training activities. Two regional workshops on pandemic influenza preparedness, including ethical aspects, were held in Kampala, Uganda, in May and June 2008. These two workshops, organized by WHO-AFRO, were part of the series of capacity building activities on rapid containment that started in December 2006. 

A workshop on Public health ethics and pandemic influenza detection and control in Africa was held in Kampala, Uganda, in August 2008. Organized by the African Field Epidemiology Network and sponsored by US-CDC, it brought together approximately 50 participants from 15 African countries. The WHO guidance document, Ethical considerations in developing a public health response to pandemic influenza and WHO case studies were used as reference materials for the workshop. Further information on activities regarding ethics and pandemic preparedness can be found at:
http://www.who.int/ethics/influenza_project/en/index.html. 

Medical Tourism

The WHO Department of Ethics, Equity, Trade and Human Rights are collaborating with the WHO Centre for Health Development in Kobe, Japan, on a project titled, the movement of patients across international borders: Emerging challenges and opportunities for health care systems. A workshop will be held in late February 2009 in Kobe, Japan, structured around 8 papers commissioned from international experts in various aspects of this issue, including WHO staff. One of these papers will focus on the ethical aspects of medical travel. The results of this workshop—including commissioned papers, frameworks for assessment, and country studies—will be subject to follow-up peer review and dissemination. Previous work of the WHO Department of Ethics, Equity, Trade and Human Rights on trade in health and health services can be found at: http://www.who.int/trade/resource/tradewp/en/index.html .

Ethics of Research

9th Global Forum on Bioethics in Research

The Ethics and Health Unit is part of the steering committee of the Global Forum on Bioethics in Research. The 9th forum will take place 3-5 December 2008 in Auckland, New Zealand. The Health Research Council of New Zealand is hosting this forum and the theme is Ethics of research involving indigenous peoples and vulnerable populations. More information at:

http://www.gfbronline.com , http://gfbr9.hrc.govt.nz/index.php/home , 

http://www.hrc.govt.nz/ 

Eastern Mediterranean and Arab Forum on Bioethics in Research  

The first meeting of the Eastern Mediterranean and Arab Forum on Bioethics in Research took place in Cairo, Egypt, on 12-14 August 2008. The forum was co-organized by the Eastern Mediterranean Regional Office (EMRO) of the World Health Organization, UNESCO Cairo Office, the Islamic Educational, Scientific and the Cultural Organization (ISESCO) and the Middle East Research Ethics Training Initiative (MERETI), University of Maryland, Baltimore (UMB), USA. The focus of the first meeting was: Challenges to Ethical Considerations in Research in the East Mediterranean and Arab Region: Research Subjects, Researchers and Research Ethics Committees Perspectives. Additionally, a satellite meeting was organized with the World Medical Association (WMA) to discuss the new version of the Declaration of Helsinki (DoH)*, allowing participants from REC’s to express comments and suggestions. More information at:
http://www.who.int/mediacentre/events/meetings/forum_rh/en 

The 9th World Congress of Bioethics

Members of the Ethics and Health Unit, including two interns, attended and presented at the 9th World Congress of Bioethics held the 3-8 September 2008, in Rijeka/Opatija, Croatia. The theme of this Congress was The Challenge of Cross-Cultural Bioethics in the 21st Century. It was held in conjunction with a range of satellite conferences—Feminist Approaches to Bioethics, 4th South-East European Bioethical Forum, Media and Bioethics, 4th International Conference on Clinical Ethics and Consultation, Bioethics in Nursing, and Ethics of Clinical Drug Trials. The next Congress will be held in Singapore in 2010. More information at: http://www.bioethics2008rijeka.info/
Declaration of Helsinki (DoH) 2008 Helsinki Workshop

The World Medical Association (WMA) invited members of the Ethics and Health Unit to participate in the Declaration of Helsinki (DoH) 2008 Workshop. This event, hosted by the Finish Medical Association (FMA), took place at the FMA House in Helsinki, Finland, 10-11 March 2008. Constituent members of the WMA and invited guests attended this important workshop with the goal of discussing suggested revisions to the DoH. The workshop's schedule included presentations and open discussion on the proposed revisions as well as some newly suggested revisions.  This meeting led to another round of deliberations and comments. A final decision on suggested revisions was reached in October 2008. More information at: http://www.wma.net/e/
Research Ethics Toolkit 

In 2007, based on the agreement established with Program for Appropriate Technology in Health (PATH), the Ethics and Health Unit organized a training workshop on ethical review of research involving human participants. The meeting took place in Ouagadougou, Burkina Faso, with participants from seven African countries and facilitators from Africa, Canada and Europe. Following the meeting a research ethics training manual was prepared. This document, published in both French and English, will serve as a basic introduction to research ethics committee formation and strengthening. More information at:                      http://www.path.org/index.php
Meetings and Workshops
Forum on Bioethics

In February 2008, the Unit participated in the Forum on Bioethics organized by the UNESCO in Dakar, Senegal. A number of African and European institutions were represented to continue the exchange of views and experiences initiated some years ago in the sub-region in particular in the field of research ethics. Remarkable progress was done in the sub-region in establishing research ethics committees and developing local regulations. Training activities have been implemented in different countries. However the need to strengthen capacity is still important.
II. Working Session of the UN Inter-Agency Committee on Bioethics 

A Working Session of the UN Inter-Agency Committee on Bioethics was organized by the Ethics and Health Unit and held 19-20 June 2008 at WHO in Geneva. This important session was an opportunity for participants to discuss the status of the Committee, its denomination, and terms of reference and composition with a view to clarifying and better defining its action and activities in the future. Participants reported the details of their respective organizations' or institutions' activities in areas related to research ethics. Additionally, coordination of activities in the field of research ethics was discussed. 
III. The 7th Global Summit of National Bioethics Advisory Bodies

The 7th Global Summit, hosted by the French National Consultative Ethics Committee for Health and Life Sciences, was held in Paris from 1-2 September 2008. The Summit consisted of sessions on 10 different topics including ethics and cultural diversity, transplantation of organs and tissue, digital health records, ethics committees and public policy. Representatives from 33 participating countries made presentations on the work of their committees, followed by a plenary discussion. At the end of the Summit several participants expressed a desire to exchange ideas on a more regular basis and set up mechanisms, such as a shared database, to facilitate such exchange. Discussions led to a greater appreciation of the different challenges faced by committees due to diversity in committee structure, cultural context and health system development. More information at: http://www.who.int/ethics/globalsummit/en.

Francophone meeting on Bioethics

This year, the 3rd Francophone meeting on Bioethics took place in October, in Quebec, Canada. The meeting will focus on the relation between bioethics and good governance in the Francophone countries with an emphasis on the role of ethics committees. More information at: http://www.ethique.gouv.qc.ca/III-emes-Rencontres.html
WHO/UNAIDS/AAVP pilot workshops  

UNAIDS, WHO (IVR and ETH), African AIDS Vaccine Programme (AAVP), and the WHO Research Ethics Review Committee (REC) Secretariat are working together to support and enhance the ethical conduct of current and future vaccine and HIV-related biomedical trials by holding two workshops in Africa. Following the recent publication of the revised and updated Ethical considerations in biomedical HIV prevention trials (WHO/UNAIDS) and Good participatory practice guidelines for biomedical HIV prevention trials (UNAIDS/AVAC), two 3-day workshops (Senegal in January 2009 and South Africa in March 2009) are being planned to pilot this introduction to the documents. The goal is to raise awareness of the new documents and to strengthen capacity to work with this guidance in light of local challenges.  
IV.   Announcements

In March 2008 an Internal Technical Working Group was established with an aim to ensure that WHO achieves coherence in its policies and programmes related to ethics and health. The group works on issues related to public health ethics as well as research ethics and serves as forum for information exchange and collaboration across the Organization, providing input into Organization policies, strategies, governing documents, statements and briefings. 

The University of Miami Ethics Programs was designated as a WHO Collaborating Center in Ethics and Global Health Policy. More information at: http://www.miami.edu/ethics  

Espace Ethique AP-HP in Paris, France, was designated as a WHO Collaborating Center for Bioethics on 1 September 2008. More information at: http://www.espace-ethique.org/index.php 
V. Intern and Volunteer Program

The Ethics and Health Unit coordinates a very active internship programme at WHO’s Headquarters in Geneva, Switzerland. The Unit welcomes applications from graduate students from a wide range of disciplines as well as researchers, national civil servants, and other professionals. So far more than 70 highly-qualified volunteers and interns have participated in ongoing work in the Unit and were able to expand their knowledge and understanding of WHO's goals, policies, and activities. Additionally, there are several established programs that facilitate the ability of exceptional students to intern at the Ethics and Health Unit.

Contact

Dr Marie-Charlotte Bouësseau, bouesseaum@who.int 

Dr Andreas Reis, reisa@who.int  

Website:      http://www.who.int/ethics  

WMA / AMM
(WORLD MEDICAL ASSOCIATION)
DECLARATION OF HELSINKI
Ethical Principles for Medical Research Involving Human Subjects

Amended by the 59th WMA General Assembly, Seoul, October 2008
http://www.wma.net/e/policy/b3.htm
EUROPEAN COMMISSION / COMMISSION EUROPEENNE
Ethics activities in the European Commission's Framework Programme for Research

Ethics research funding

Via the Science in Society (SiS) Programme of the EC's Seventh Framework Programme for Research (FP7), the European Commission provides significant funding for research on ethical frameworks for new technologies and for support and coordination activities of ethics committees. Under FP7, funding is consolidating the research capacity that has been created under FP6, where it was mainly related to the field of bioethics. The scope of research activities has also expanded to include other fields of ethics inquiry, related to emerging technologies and cross-cutting issues such as privacy.  

In 2007, cross thematic themes, such as the ethical aspects of security technologies, were launched, to help bridge the gap between topical areas in science and technology and social interests. The 2008 SiS Work Programme in addition focused on the promotion of pan-European and international awareness of the ethical aspects of security technologies. Furthermore, conceptual research on ethical frameworks to assess and address ethical issues in science and technology has been funded. This research builds in part on the insights generated from FP6 projects and aims to improve tools and policy instruments for the governance of science and technology.

The 2009 SiS Work Programme will further support research on ethics in science and technology on current themes, in particular in relation to emerging issues in the context of ethical reviews or (research in) science and technology, such as the protection of the privacy of citizens and their personal information. There has been strong interest in the FP7 ethics calls and already over 20 ethics projects are being funded. For the latest information on funding opportunities, please consult:

http://cordis.europa.eu/fp7/sis/
Support and coordination activities regarding ethics committees

The Commission also supports networking and capacity building activities between ethics committees across Europe and beyond, with the overall aim to consolidate and further strengthen the infrastructure for ethical review of (research in) science and technology. Examples of such activities are the European Network of Research Ethics Councils and the Forum of National Ethics Councils (NEC Forum). The European Network of Research Ethics Councils (EUREC) aims to stimulate networking between 'local' research ethics committees and develops trainings for the members of such committees. 

The Forum of National Ethics Councils is an independent informal platform for exchange of information and meets twice a year, hosted by the National Ethics Council of the country that holds the current EU Presidency. The last meeting was 27-28 November 2008 in Paris, hosted by the French National Consultative Ethics Committee. In a joint session with the European Group on Ethics (EGE), the latest EGE opinion on food security and sustainability in agriculture will be discussed. Furthermore, the theme of public versus expert perspectives on ethics was discussed. The next NEC Forum meetings are:

- 13th Forum: 4-5 june 2009 in Prague

- 14th Forum: 17-18 September 2009 in Stockholm

For more information on the NEC Forum, and for the Opinions of National Ethics Committees in Europe, please consult:

http://ec.europa.eu/research/science-society (: then click on 'ethics' and 'Forum National Ethics Councils, the direct link is: http://ec.europa.eu/research/science-society/index.cfm?fuseaction=public.topic&id=75 )

The EC Ethical Review
Accompanying the FP7 Decision in the "Statements by the Commission " (Official Journal L 412/42 OF 30.12.2006), and in reference to Article 6 of the FP Decision dealing with Ethical principles, the Commission "proposes to continue with the same ethical framework for deciding on the EU funding of human embryonic stem cell research as in the 6th Framework Programme".  This ethical framework is implemented through the Ethical Review process.

The Ethical Review of research proposals submitted under FP7 is a system that safeguards the protection of fundamental rights and the respect of ethical principles. It consists of four steps (that become five in the case of research involving the use of Human Embryonic Stem Cells) and guarantees that no funding is allocated to research that does not comply with the relevant EU legislation and the ethical considerations specified in the Framework programme.

These five steps are:

· A Scientific Evaluation performed by a panel of independent experts. The scientific panel comments on the ethical issues raised.
· An Ethics Screening of proposals selected for funding that is performed by independent experts. 

· An Ethical Review of those proposals that have been identified by the above two steps as raising ethical issues is performed by a panel of independent experts. The ethical requirements noted down by the ethics panel are included in the grant agreement signed by the Commission and the participating researchers.

· The coordinators of those proposals that raise ethical issues and have been selected for funding need to provide the Commission services with copies of the necessary approvals issued by the competent national authorities (i.e. local/regional research ethics committees). These approvals, when necessary, are requested by the participating researchers from these national authorities prior to the commencement of the research. 

· In the case of research involving the use of Human Embryonic Stems Cells, the selected proposals undergo an additional assessment by a Regulatory Committee. Proposals that include research activities which destroy human embryos are ineligible for funding and are not submitted to the abovementioned Committee.

In following the above steps, the Commission considers that the established Ethical Review mechanism has been successful in implementing the relevant EC ethics legislation.
For more information on the EC ethical review, please consult:

http://ec.europa.eu/research/science-society (: then click on 'ethics' and 'Ethical review of research proposals', the direct link is http://ec.europa.eu/research/science-society/index.cfm?fuseaction=public.topic&id=73 )

Code of Conduct for Nanotechnology

Nanosciences and Nanotechnologies (N&N) are flourishing areas in science and technology. In a near future they could have major impacts in economic, social and environmental terms. At the same time - as specific technologies, products and services are being developed - there are legitimate worries, expressed mainly by civil society, about risks to health and the environment, as well as for ethics and the respect of fundamental rights.
The European Commission has set out a strategy  (2004) and an Action Plan  (2005) for integrated, safe and responsible Nanosciences and Nanotechnologies development and currently provides a large part of the funding dedicated to N&N research in Europe. The EC has, therefore, a responsibility to ensure confidence in the safe development and harmonious integration of these technologies in European society.
For this reason, the Commission adopted on 7 February 2008 a Recommendation to the Member States on a Code of Conduct for responsible Nanosciences and Nanotechnology  research , thus providing an instrument to undertake further initiatives in this field, and contributing to proper coordination between MS and at the international level. The Code of Conduct provides guidance on N&N governance and basic orientations for the application of the precautionary principle.
The principles and actions included in the Code of Conduct stem from a public consultation held in 2007, as well as from 5 years of reflection and practice at European level on the interface between Science and Society. From the first Science and Society Action Plan in 2002 to the Code of Conduct, stakeholders in this field have become increasingly aware of the systemic importance of the interactions between "science" and "society". 

The Commission continues to engage stakeholders and researchers with regard to the recommendation. For example, 17-18 November 2008 it hosted a workshop on the implementation of the code with researchers from the natural (nano) sciences and the humanities.

Joint EC-UNESCO conference in 2009
Under the Science in Society Work Programme 2008, the EC will finance a EC-UNESCO conference for capacity building in bioethics (project name: JACOB). The conference focuses on bioethics capacity-building for National Bioethics Committees (NBCs) from the developing countries and countries in transition. The conference will have three major themes:

· Emerging Bioethics Issues: local perspectives from the newly established and experienced NBCs (series of presentations and discussions on bioethics topics relevant in different regions of the globe). 

· Building an international network – devising a common vision for future collaboration and mutual capacity-building. 

· Engaging in ethical discourse. Thematic discussion on the IBC report on Social Responsibility and Health, with a special focus on the role of NBCs in the promotion of this principle in their respective countries.

The main focus of the Conference will be on the sharing of experiences from the NBCs from Africa and Latin America and the Caribbean region that are in most pressing need of capacity building, as well as the rich and multifaceted experience from the European national bioethics committees.  The Conference is proposed to be held in Mexico City in the first week of May 2009, immediately following the Sixteenth Ordinary session of the International Bioethics Committee of UNESCO.

Expert Group on Global Governance of Science

The internationalisation of the European Union's Framework Programme for Research and the accompanying challenges to address specific global aspects of The European Research Area,  such as scientific misconduct, the possible emergence of 'ethics-free' zone and intransparent forms of mandated science at the global level have led DG Research to establish an Expert Group on the Global Governance of Science to which legal scholars, sociologists, philosophers and political scientists from Europe, the United States of America, China and South-Africa have contributed.

The expert group advocates a vision of global governance for the common good that invokes European principles of good governance and fundamental rights.

The Expert Group has concluded its work and a report will be presented at a conference on 20 March 2008 in Brussels.

European Group on Ethics in Science and New Technologies (EGE)
2007 EGE and Ethics activities

The EGE issued an Opinion on the ethical aspects of nanomedicine in December 2006. The Group also issued in July 2007 an Opinion on the ethical review of human embryonic stem cell research projects financed by the European Union and finalised the Opinion on Ethics of animal cloning for food supply adopted in January 2008. In September 2007 the EGE held a roundtable on ethics of animal cloning followed by the publication of its minutes, in order to raise the profile of the group’s work and to increase the participation of civil society. To provide the EGE with additional contributions for the finalisation of the above Opinion and promote public debates in the fields of animal cloning for food supply a public consultation (on the EGE website) was organised by the EGE Secretariat (more than 800 contributions received).

The EGE met the German National Ethics Councils (NEC) and the Forum of EU27 NEC under the premises of the German Presidency in May 2007, and held a similar meeting PT NEC and EGE-NEC Forum under the PT Presidency in October 2007. For the preparation of the Opinions above in 2007 11 EGE meetings (and two Rapporteurs meetings) were organised, with also expert hearings to allow the Group to be equipped with proper information on the ethical, legal and social aspects of the topics covered in the EGE Opinions. The EGE met President Barroso in December 2006, Commissioner Potocnik in April 2007, as well as several political personalities during the meetings hosted by the Rotation Presidencies (e.g. DE Parliamentary State Secretary at the Ministry of Education and Research and the Permanent Secretary at the Federal Ministry of Justice, and PT DE President of the Republic and PT Minister for science and education).

Additional EC activities on ethics (BEPA):

The Inter-service platform on ethics and EU policies:

The platform serves to rationalise and coordinate Commission activities in the fields of bioethics and ethics of science and new technologies. In 2007 the platform met three times (15 Commission services represented) and discussed a number of Commission initiatives, such as: Animal cloning for food market (DG SANCO); Radio Frequency Identification Devices: ethical and policy issues (DG INFSO); Scientific Integrity (DG RTD); EGE Opinion on Ethics of Nanomedicine (BEPA) Privacy Enhancing Technologies (DG JLS); Data Profiling and Personal Data Matching (DG INFSO); Towards a European Union – Africa Strategic Partnership (DG DEV); Ethics, Research and Globalisation (DG RTD); EGE Opinion on the Ethical Review of FP7 hESC Projects (BEPA) etc. 
2008 EGE and Ethics activities
In January 2008 the EGE adopted Opinion No. 23 on the ethical aspects of animal cloning for food supply; Issues covered in the Opinion included food safety, animal welfare and health, biodiversity and sustainability, traceability and labelling, global trade as well as public participation and perception considerations
.
Since February 2008 the Group has been working on Opinion No. 24 on the ethics of modern developments in agriculture technologies to be adopted on 17 December
 2008. The Opinion covers green biotechnology, food safety, security and sustainability, global trade of agricultural products, biodiversity, IPR, social implications, CAP reform. In June 2008 the EGE held a roundtable on ethics of modern developments in agriculture technologies
 followed by the publication of its proceedings, in order to raise the profile of the group’s work and to increase the participation of civil society. Representatives of relevant stakeholders and interest group attended (90 representatives).

The EGE met the Slovenian National Ethics Councils (NEC) and the Forum of EU27 NEC under the premises of the Slovenian Presidency in March 2008, and held a similar meeting with the French NEC and EGE-NEC Forum under the FR Presidency in November 2008. 
For the preparation of the Opinions above in 2008 10 EGE meetings
 (and two Rapporteurs meetings) were organised, with additional expert hearings as well as a public roundtable in June 2008 to allow the Group to be equipped with proper information on the ethical, legal and social aspects of the topics covered in the EGE Opinions. The EGE met Commissioner Kyprianou in January 2008
, and will meet Commissioner Fischer-Boel in January 2009, as well as several political personalities during the meetings hosted by the Rotation Presidencies (e.g. the Slovenian Minister of Higher Education, Science and Technology and the French Prime minister/ the French President of the republic).
Additional BEPA activities on ethics:

The Inter-service Group on ethics and EU policies; EC Newsletter 'Ethically speaking'; the International dialogue on bioethics.
The Inter-service Group on ethics and EU policies
 aims to rationalise and coordinate Commission activities in the fields of bioethics and ethics of science and new technologies. In 2008 the platform met three times with around 20 Commission services represented and discussed a number of Commission initiatives, such as: Inter-institutional debate on ethics and advanced therapy regulation (DG ENTR); Reproductive medicine in the context of the tissues and cells directive (DG SANCO); Data protection issues related to Radio Frequency Identifier Devices (RFID) and Data protection issues related to Biometrics and security (DG JLS); EGE Opinion on Ethical aspects of Animal cloning for food supply and Ethics of Modern Development in Agriculture Technologies (DG BEPA) Food safety and biotechnology (DG SANCO); European and Developing Countries Clinical Trials Partnership; capacity building for ethics in Africa (DG RTD) and services' participation to relevant work of International  Organisations. 

The EC Newsletter 'Ethically Speaking' had two issues in 2008: No. 10 in June 2008
 and No. 11 in December 2008
. It contained articles about ongoing activities from Committees of Ethics in Science and New Technologies in Europe (EU27 NECs) and third countries (non-EU NECs) as well as from international organisations (UN Agencies, Council of Europe etc.).
In 2008 (as mentioned in COM(2007) 175) in order to establish an International Dialogue on ethics of science preparatory work was done by the EGE Secretariat. The International Dialogue aims to facilitate the sharing of information and open dialogue in the fields of bioethics between European and non-European National Ethics Councils (NECs). Invited participants at this event include the Members of the European Group on Ethics of science and new technologies (EGE), the Chairs of 15 non-EU national Ethics Councils (NEC) –USA, Canada, Mexico, Brazil, Argentina, South Africa, Egypt, China, Japan, Philippines, Australia, Indonesia, India, Russia and the Association of African NECs -, the Chairs of the EU27 NECs and representatives of International Organisations (UN Agencies, Council of Europe etc.), with an observer status. The Meeting will take place in February 2009, opened by the President of the EC and the President of the EP. 42 Countries will be represented at the event.
Ethically Speaking, EGE Newsletter

In 2007 3 three issues of Ethically Speaking were published (January - July – December 2007). They contained contributions from EU27 National Ethics Councils, Commission services and relevant International Organisations (Council of Europe, Unesco, etc.).

CANADA

Developments in the field of bioethics - 2008

Francophone Meeting on Bioethics, October 20-22, 2008, Quebec City, Quebec. Canada and the Canadian Commission for UNESCO successfully hosted the "IIIes Rencontres internationales francophones de bioéthiques" in Québec City, October 20-22nd to coincide with the 400th anniversary of Québec. The meeting entitled "La bioéthique: un nouvel espace de gouvernance, de diversité, et de partage dans les pays de la francophonie" engaged bioethics experts to discuss the relation between bioethics and good governance in Francophone countries.

Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans (TCPS) 

The TCPS is a key Canadian ethics policy introduced in 1998 by the 3 federal granting agencies of research and adopted by Health Canada. The interagency panel on research ethics officially launched its draft revised TCPS policy for comment on December 3rd. The consultation period will end March 31, 2009.

http://www.pre.ethics.gc.ca/english/newsandevents/newsreleases/draft_2nd_ed_of_TCPS.cfm
Food and Drug Legislation

The Canadian federal government tabled legislation in the spring of 2008 to modernize the Canada Food and Drugs Act. The draft legislation dissolved with the calling of a general election in the autumn however is currently being reconsidered internally for positioning. The Food and Drugs Act is

the legislation that provides authorities under which Health Canada regulates clinical trial conduct in Canada. The draft legislation, entitled Bill C-51, provided enhanced authorities for the protection and promotion of public health and safety, enouraging accurate and consistent product representation by prohibiting and regulating certain activities related to food, therapeutic products and cosmetics.

National Standard for Research Ethics Boards Reviewing Clinical Trials 

The Canadian General Standards Board will soon publish for comment its draft national standard entitled "Research Ethics Boards Reviewing Biomedical Clinical Trials".  The consultation period is anticipated to begin in February, 2009.This standard aims to articulate best practices and introduce consistency in REB operations including areas of REB membership, document management, ethics review and general application of Canada'sTri-council Policy Statement: Ethical Conduct for Research Involving Humans.
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� http://ec.europa.eu/european_group_ethics/activities/docs/opinion23_en.pdf


� http://ec.europa.eu/european_group_ethics/activities/index_en.htm


� http://ec.europa.eu/european_group_ethics/activities/docs/draft_agenda_roundtable_agriculture_080618.pdf


� http://ec.europa.eu/european_group_ethics/activities/index_en.htm


� http://ec.europa.eu/european_group_ethics/photos_en.htm


� http://ec.europa.eu/european_group_ethics/platform/index_en.htm


� http://ec.europa.eu/european_group_ethics/publications/docs/issue10_en.pdf


� http://ec.europa.eu/european_group_ethics/publications/index_en.htm
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