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AUSTRIA / AUTRICHE

Ethics Committee/other bodies

· Current issues addressed:

· Art – law,

· Biomedical research,

· Research on persons not able to consent,

· Medical Decisions in End of Life Situations.

· Opinion published
· Report of the Austrian Bioethics Commission on the Codification of the Laws Governing Medical Research, 10 January 2011 (not yet available in English), http://www.bundeskanzleramt.at/DocView.axd?CobId=42637
· Biobanks for Medical Research, 14 March2011,

http://www.bundeskanzleramt.at/DocView.axd?CobId=42719
Events 

· Conference

· Conference on ART law (Fortpflanzungsmedizin – Quo Vadis? Was will die Gesellschaft?

http://www.bundeskanzleramt.at/site/7193/default.aspx#a1
DENMARK / DANEMARK
Legislation

As a part of a political agreement to consolidate the Danish public finances through an economic plan (“aftalen om genopretning af dansk økonomi”, May 2010) the Danish Parliament in December 2010 passed an act regarding patients’ co-payment for treatment with artificial procreation and full (self-) payment for sterilisation and refertilisation in the public health care system. Furthermore the share of co-payment for medicinal products used for artificial procreation was increased. There are exceptions to payment for treatment, e.g. one is exempted from co-payment in the public hospitals if one needs treatment with PGD. The act came into effect on 1 January 2011.

Furthermore the Danish Parliament has passed an act regarding research ethics committees. The act is the result of a longer process reforming the Danish research ethics system, which also is a part of the Danish Government’s strategy regarding “Healthy Innovation”. The process has among other things focused on ensuring less bureaucracy, quality improvements and more efficient control procedures. During the legislative process there was much debate regarding research on persons in emergency clinical situations and the implementation of art. 19.2. of the Additional Protocol to the Convention on Human Rights and Biomedicine concerning Biomedical Research.
FINLAND / FINLANDE
We note that a recent amendment to Finnish law (statute number 2010/653) on the medical use of human organs, tissues and cells is based on a concept of presumed consent: if there is no evidence to the contrary, it is presumed that the deceased person would have consented to the transfer.

The government bill on biobanks was delivered to the Parliament in 2010. As new parliamentary elections in Finland were held in April 2011, the government bill on biobanks fell through because of time constraints. The new government is going to introduce the bill on biobanks anew to the new Parliament later this year. 

GERMANY / ALLEMAGNE

Debate over pre-implantation genetic testing (PGD) in Germany – Opinions of the German Ethics Council

In its judgment of 6 July 2010 that attracted a great deal of attention, the German Federal Court of Justice ruled that pre-implantation genetic testing (PGD) after extracorporeal fertilisation which was performed using blastocyst-stage biopsy and which involved the testing of pluripotent cells retrieved from the trophoblast for serious genetic defects did not violate the Embryo Protection Act (Judgment of the Federal Court of Justice of 6.7.2010 – 5 StR 386/09 (NJW 2010, 2672; NStZ 2010, 579). Prior to this decision, PGD had predominantly been considered to be prohibited under the Embryo Protection Act.

This ruling of the German Federal Court of Justice has aroused a vigorous public debate over PGD´s defensibility and over its appropriate legal framework in Germany. Three rival bills concerning the regulation of PGD are currently under discussion in the German Bundestag. With regard to the parliamentary debates on these bills, the German Ethics Council
 has submitted an opinion on pre-implantation genetic testing. In order to read or download this opinion, which was published 8 March 2011, please use the following link: http://www.ethikrat.org/dateien/pdf/stellungnahme-praeimplantationsdiagnostik.pdf
Also of great importance for the current bioethical debate in Germany is the German Ethics Council´s opinion on ”Benefits and costs in the health care system – the normative function of their assessment“, published on 27 January 2011. This document can be found under the following link: http://www.ethikrat.org/dateien/pdf/stellungnahme-nutzen-und-kosten-im-gesundheitswesen.pdf
At present the aforementioned opinions are available only in German. However, both texts are currently being translated into English and an English version is expected to be published on the German Ethics Council´s website in a few weeks’ time. 

IRELAND / IRLANDE
1.
Information Note for the CDBI on the judgement in the R v R case in the Irish Supreme Court 

Frozen Embryo Case

The background to the frozen embryos case is that the Plaintiff (wife) sought an order from the High Court to have three frozen embryos stored in an Irish fertility clinic released to her against the wishes of her estranged husband.  The woman argued that the embryos had a right to life under Article 40.3.3 of the Constitution.  The High Court found that such frozen embryos did not constitute the unborn for the purposes of 40.3.3.  The Plaintiff then appealed against the High Court judgment and the Supreme Court decided in December 2009 that the frozen embryos at issue in the case did not have the constitutional protection of Article 40.3.3 of the Constitution.   

In effect, the appeal of Mrs. R from the High Court was dismissed by all five judges and the Court was unanimous in deciding that the frozen embryos did not enjoy the protection of Article 40.3.3 of the Constitution.  The judges agreed that, on an analysis of the text of the Constitution, the language describes a foetus which is adversely affecting the right to life of the mother. This can only arise in the situation where they are in a physical relationship with each other, in other words, where the embryo has implanted in the uterine wall and there is a pregnancy.

Assisted Human Reproduction

The judgment above, thus, takes a gradualist approach.  It enshrines significant symbolic and moral value to all embryos, but grants legal protection to them only from a particular stage of embryonic development, i.e. implantation. This judgment mirrors the recommendation made by the Commission on Assisted Human Reproduction in 2005 that “the embryo formed by IVF should not attract legal protection until placed in the human body, at which stage it should attract the same level of protection as the embryo formed in vivo.  

Work on the formulation of legislative proposals to regulate Assisted Human Reproduction (AHR) services is ongoing.  The implications of the above judgment are being considered as part of the policy development process.

2. 
Information note for the CDBI on A,B & C v Ireland in the ECtHR

I. Background

The European Court of Human Rights heard in December 2009 an application by three women that it is a breach of their rights under the Council of Europe Convention on Human Rights for the Irish State not to provide abortion in circumstances where a woman wishes to undergo an abortion (the A, B and C case). The object of the application was stated to be to demonstrate that the constitutional and criminal law of the Irish State breaches the Applicants’ rights.  The Government submitted that the application be deemed inadmissible primarily on the basis that the Applicants failed to exhaust their domestic remedies.

The judgement of the Court confirms that Article 40.3.3 of the Constitution is in conformity with the European convention on Human Rights. 

The Court held:

· In the case of the first and second applicants, Ms A and Ms B, the Court dismissed their applications, finding that there had been no violation of their rights under the Convention. 

· In the case of the third applicant, Ms C, the Court found that Ireland had failed to respect the applicant’s private life contrary to Article 8 of the Convention, as there was no accessible and effective procedure to enable her to establish whether she qualified for a lawful termination of pregnancy in accordance with Irish law.

The Court ruled that "no criteria or procedures have been... laid down in Irish law... by which that risk is to be measured or determined, leading to uncertainty…" and held that further legal clarity was required. The Court acknowledged that the implementation of Article 40.3.3 "would be a sensitive and complex task" and confirmed that it was not for that Court to indicate the most appropriate means for Ireland to achieve this. 

Steps will need to be taken to ensure no future similar violations of Article 8 occur. Ireland is required to submit an action plan to the Committee of Ministers within six months of the judgement (in this case by the 16th of June 2011). The action plan must set out the measures Ireland intends to take to implement the judgement. Where it is not possible to identify all the measures immediately, the plan must set out the steps to be taken to determine the measures required, including an indicative timetable for such steps. 

ITALY / ITALIE 

CONTRIBUTION NO. 1

Following to the request to send information on developments in the field of bioethics, on 15 April, concerning the activity of the Italian National Bioethics Committee, in addition to the information previously provided in the document INF (2010) 4 REV, developments in the field of bioethics in member states and other states, the following opinions have been adopted between October and February 2010:

· Neuroscience and human experimentation: bioethical problems, 17 December 2010

· The identification of the human body: bioethical aspects of biometrics, 26 November 2010

· The improper use of placebo, 29 October 2010

· Note on the pharmacist's conscientious objection to the sale of emergency contraceptive products, 23 February 2011
The abstract of the first three opinions are the following:

Neuroscience and human experimentation: bioethical problems

The advancement of neuroscience and neurotechnologies consents to carry out experiments on humans, of low invasivity, aimed at a better understanding of the functioning of the brain and its relationship with thought and behaviour. These experiments have made a significant contribution to the debate in the scientific and cognitive context, and spurred a renewed philosophical debate on free will and attracted the interest of the public. 

The NBC - recognizes the importance of such research and studies that will enable a better understanding of the relationship between emotion and rationality in human decisions as well as the correlations between the areas of the brain/thoughts /actions – and highlights the problematic elements related to the reliability of results, the ability to extrapolate generalizations and the interpretation of results. The Committee emphasises the need to take a critical view of these experiments and calls for scientific communication - both by the investigators and the media – which is able to draw attention in a balanced way to the novelties and restrictions of applications, with particular attention to the dangers of neurological reductionism and determinism. 

The NBC highlights the need for these tests to be submitted to the attention of ethics committees and to the ethical requirements of each trial (the risk-benefit assessment, where 'risk' is not denoted only as physical but also as psycho-social and 'benefits 'can also be construed not only in the directly therapeutic sense); and free and informed consent, preceded by appropriate counselling; the balance between protection of privacy and societal needs. 

Finally, the Committee calls for amplification of interdisciplinary comparison and proper public debate – as reiterated also in European and International documents - to increase the understanding of citizens, and promote critical scientific information, that is objective and founded. 

The identification of the human body: bioethical aspects of biometrics

The opinion deals with new techniques for identification of each human being through the detection, by means of electronic sensors, of specific physical and behavioural characteristics (for example fingerprints, voice, iris, retina...) which are reproduced in the form of mathematical sequences and can be stored in appropriate electronic databases. All these techniques for the detection of identity, although heterogeneous and still under development, have led to the formation of a specific subject area called "biometrics", which involves electronics, computer science, statistics, medicine, psychology, ethics and law. 

The NBC, as well as emphasizing the undeniable advantages offered by the use of these new technologies for the protection of public order and the security of commercial transactions, also highlights the possible risks that may arise from uncontrolled misuse. The biometric data may in fact be linked with personal data relating to health conditions, tastes, habits, leading to new and more invasive forms of control or social exclusion. For this reason, the NBC recommends a ban on all forms of sectorial and discriminatory application, resulting in an improper use of these technologies, apart from the strictly necessary functions, or which exclude from the enjoyment of services, those lacking particular physical features (biometric disability). This general measure should be accompanied by the discipline, both at European and international level, of new and more meaningful aspects of the individual right to privacy. Attention is drawn in particular to the need to provide a right of access, for each individual involved, to the biometric databases that may concern him in order to know what information is collected about him, by whom, for what purpose, since when and for how long. Equally important would be the legislative recognition of the "right to oblivion", providing a reliable and transparent process of erasure of improperly acquired data. 

The improper use of placebo

The opinion makes clear, through examination of some experimental results, that the use of placebo is not necessary if the investigator applies a superiority design to an already approved drug - if it exists - and precautions are taken regarding the high number of patients, the duration of the trial and above all the adoption of parameters for assessment of the therapeutic effects. It is obvious that the comparison with a placebo instead of an active drug in itself favours the new drug seeking approval. In the so-called add-on studies a treatment of proven clinical efficacy is sometimes used as a common basis for all patients who receive in addition a new experimental drug or placebo. In many cases, however, the availability of other drugs is deliberately not considered. In the "three-arm studies," the new drug, even if inferior to the reference drug, albeit within accepted limits, must still prove its superiority to placebo. Improper use of placebo in these cases arises from the fact that while placebo does not present any experimental advantages, it forces a group of patients to be deprived of any treatment. 

Therefore the NBC emphasises the unethicality of improper use of placebo as it would deprive the patient of a useful drug. In addition, the NBC highlights the role of ethics committees to ensure that commercial interests do not prevail over the right of patients not to be treated with placebo when an effective treatment is already available for a given therapeutic indication. 

ITALY / ITALIE 

CONTRIBUTION NO. 2

1. Ratification/signature of the Oviedo Convention and its Additional Protocols

La loi italienne de ratification de la Convention d’Oviedo remonte à 2001, mais n’a pas encore été déposée auprès du Conseil d’Europe. A ce jour, on ne relève rien de nouveau.

2. Legislation

Depuis plusieurs années on discute au Parlement italien une proposition de loi sur le testament biologique.

3. Case law

Avec la sentence n° 151 de 2009, la Cour Constitutionnelle italienne a déclaré l’illégitimité constitutionnelle de l’article 14 alinéa 2 et 3 de la loi du 19 février 2004 n. 40 (règles en matière de procréation médicalement assistée), dans lesquels on établit le nombre maximum (3) d’embryons à implanter.

4. Ethics Committee/other bodies
Les avis du Comité National de Bioéthique sont reportés sur le site www.governo.it/bioetica
5. Events 

Nombreux sont les évènements organisés en Italie, principalement de nature scientifique – académique et seulement en moindre mesure promus par les institutions publiques. C’est désolant de constater que la plupart de ces événements (conférences, séminaires, congrès) reflètent, dans leur organisation et déroulement, les deux principaux courants (laïque et catholique) de la bioéthique italienne.

6. Public debate

Voir réponse précédente
LITHUANIA / LITHUANIE
Ethics Committee/other bodies

Guidelines for Patient Information Sheet and Informed Consent Form were adopted by the Group of Experts on Biomedical Research of the Lithuanian Bioethics Committee on 28 September 2010. 
The guidelines are available (in Lithuanian) on the LBEC website: http://bioetika.sam.lt/index.php?804460173 
Events 

The 3rd Meeting of the Baltic Research Ethics Committees took place in Vilnius on 13-14 May, 2011. During the meeting representatives from the Lithuanian, Latvian and Estonian research ethics committees (RECs) have discussed a legal framework and practical problems related to research on human biological materials. Other topics discussed were: clinical research on children – possible problems with informed consent, ethical review of research in psychology, representation of RECs in public domain, conflict of interest in industry sponsored research and future networking possibilities of the Baltic and European RECs.

The program of the meeting as well as presentations is available on the LBEC website: http://bioetika.sam.lt/index.php?-109257250 
Public debate

Deliberation of draft laws regarding the regulation of artificial (assisted) reproductive technology was launched in Lithuania in 2010. Two draft laws on Assisted Reproductive Technology were submitted to the Seimas of the Republic of Lithuania, aiming at regulating assisted (artificial) reproductive technology and the conditions for storage and preparation of gametes
. 
Relevant documents (in Lithuanian):

http://www3.lrs.lt/pls/inter3/dokpaieska.rezult_l?p_nr=&p_nuo=&p_iki=&p_org=&p_drus=&p_kalb_id=1&p_title=apvaisinimo&p_text=&p_pub=&p_met=&p_lnr=&p_denr=&p_es=0&p_rus=1&p_tid=&p_tkid=&p_t=0&p_tr1=2&p_tr2=2&p_gal=  

LUXEMBOURG
Décisions récentes concernant la législation en matière bioéthique

1. Convention d’Oviedo et protocoles additionnels. Recherche sur les cellules souches embryonnaires

· La ratification de la Convention d’Oviedo et de certains de ses protocoles additionnels fut longtemps retardée en raison, d’une part, d’hésitations concernant la recherche sur les cellules souches  embryonnaires et, d’autre part, en raison du fait que la « Commission de la  Santé  et de la Sécurité Sociale » de la Chambre des Députés avait accordé la priorité à une réforme du système de Santé.

· Dans un document récent, cette commission relève qu’à l’égard des  questions concernant les cellules souches, au plan européen, le Luxembourg avait toujours adopté une ouverture pragmatique et prudente. D’autre part, dans son Avis, le Conseil d’Etat avait noté que, s’il devait y avoir une ouverture en faveur de la recherche » dans le domaine des cellules-souches, cette ouverture devait être accompagnée de la mise en place de structures d’encadrement adéquates. 

Dans ce contexte, le Gouvernement  décida de demander un Avis à la Commission Nationale d’Ethique (CNE). Cet Avis est maintenant disponible. Le contenu en est très concluant et devrait permettre au Ministère de la Santé, en collaboration avec le Ministère de l’Enseignement Supérieur et de la Recherche, de « proposer des solutions à la Chambre des Députés ».
Relevons que la CNE  s’est prononcée, d’une part, pour une recherche encadrée sur les cellules souches embryonnaires, à limiter toutefois aux seuls embryons surnuméraires issus d’un projet parental et ceci à condition d’un accord explicite des parents. La CNE juge d’autre part qu’il n’y a pas lieu de légiférer sur la PMA. 

· Dans ce contexte, le Ministre de la Santé proposera des amendements à un certain nombre de projets de loi dont ceux portant approbation de la Convention d’Oviedo et de certains de ses protocoles non encore ratifiés par le Luxembourg. Dans ce cadre, juge-t-il, il sera possible de veiller à la cohérence de la de la future loi sur les droits et devoirs des patients et les dispositions du projet de loi amendé sur la Convention d’Oviedo.

2.    La question des mères porteuses

A l’égard de cette question, le Ministre de la Santé juge

· qu’il n’existe pas de demande afférente au Luxembourg  et

· que l’appel  à des mères porteuses est implicitement interdit par le droit de la filiation et qu’il y a lieu de laisser intouchée cette interdiction.

3. Présentation et discussion du premier rapport de la « Commission Nationale de Contrôle et d’Evaluation de l’application des loi du 16 mars 2009 » relative à l’euthanasie et l’assistance au suicide.

3.1
La loi du  16 mars 2009  prévoit, dans son article 9, que la Commission établisse à l’attention  de la Chambre des Députés « la première fois endéans les deux ans de son entrée en vigueur »,

· « un rapport statistique basé sur les informations recueillies dans le second volet du document d’enregistrement que les médecins remettent complété en vertu de l’article 8 de la loi », 

· « un rapport contenant une description et une évaluation de l’application de la loi et, le cas échéant, des recommandations susceptibles de déboucher sur une initiative législative et/ou d’autres mesures concernant l’ »exécution de la loi ».

Ces rapports furent présentés à la date du 14 mars 2011.
3 .2.    Le rapport statistique ne comporte pas d’indications spectaculaires.

Cinq personnes présentèrent une demande d’euthanasie, 1 en 2009, 4 en 2010. Toutes souffraient de cancer au stade final. Toutes étaient âgées au moins de 60 ans. Deux d’entre elles étaient de sexe masculin et 3 de sexe féminin.

Aucune assistance au suicide n’a été déclarée.

Les cinq demandes d’euthanasie furent jugées recevables, toutes sur acceptation simple après étude du volet II de la demande. Deux des cinq personnes décédèrent chez elles, les trois autres à l’hôpital. Toutes moururent après l’administration de barbiturique (thiopental) plus paralysant n musc. (Voir plus loin).

3.3.  Description et évaluation de l’application de la loi

    La Commission présenta notamment les remarques suivantes :

3.3.1. La nature des souffrances. Chez la plupart des malades, juge la Commission, « plusieurs types de  souffrances, tant physiques que psychiques -étaient présents simultanément. Les souffrances ont toutes été décrites comme constantes et insupportables ». 

« Un consensus s’est dégagé pour reconnaître que le caractère constant et insupportable de la souffrance doit faire l’objet d’une concertation approfondie entre le-patient et le médecin ».

3.3.2. La manière dont a été pratiquée l’euthanasie et les produits utilisés « Dans tous les cas, le décès a été obtenu en induisant une inconscience profonde par anesthésie générale par injection de Thiopental, par administration intraveineuse, et en injectant ensuite en intraveineuse un paralysant neuromusculaire provoquant un décès par arrêt cardio-respiratoire ».

3.3.3. Les médecins consultés

« Aucun manquement aux prescriptions légales n’a été constaté »

3.4. Recommandations

Les recommandations les plus importantes sont, sans doute, les suivantes :

3.4.1. Recommandation concernant la nécessité de l’information

«  La commission estime qu’une pratique correcte de l’euthanasie dans le respect de la loi nécessite avant tout un effort d’information, tant vis-à-vis des citoyens que des médecins ».

3.4.2. Recommandation concernant la formation des médecins

La commission estime que les médecins devraient être mieux préparés à affronter les problèmes que pose la gestion de la fin de la vie. Les divers cycles de formation postuniversitaire et les activités de formation continues devraient être encouragés à inclure une telle formation portant tant « sur les soins palliatifs que sur la mise en œuvre correcte d’une euthanasie ».

3.4.3. La commission encourage les établissements hospitaliers et les établissements à long séjour à « demander systématiquement aux patients une disposition de fin de vie.

3.4.4. Recommandation concernant des modifications éventuelles à apporter à la loi du 16 mars 2009

La Commission considère que l’application de la loi n’a pas donné lieu à des difficultés majeures ou à des abus qui nécessiteraient des initiatives législatives.

4. Un débat parlementaire eut lieu à l’occasion de ce rapport. 

Aucune initiative législative ne fût  toutefois décidée.

MALTA / MALTE
Legislation

Malta has Malta has transposed the EU Directive 2004/23/EC on setting standards of quality and safety for the donation, procurement, testing, processing, preservation, storage and distribution of human tissues and cells into local legislation: Human Blood and Transplants Act, 2006 

Ethics Committee/other bodies

Current issues addressed

The Bioethics Consultative  Committee (BCC) is at present discussing issues related to ‘Biobanking of Human Tissues’,  ‘Biobanking of Stem Cells’ and the updating of the BCC position paper on Stem Cell Research.

Opinions published
Advance Directives, July 2010

This report is divided in 5 chapter and covers 

· Advance Directives and Organ Donation, 

· Definition of Brain Death, 

· Ordinary and Extraordinary Treatment – Hydration and  Nutrition, 

· Patients’ Rights to Self Determination and Advance Directives, and 

· Legal Aspects of Advance Directives

This report was made following a request from the Minister of Health

https://ehealth.gov.mt/HealthPortal/others/regulatory_councils/bioethics_committee/current_work.aspx
 Organ donation from Anencephalic newborn infants, May 2009

 This report was made following the request of Director General, Health Care Services.

https://ehealth.gov.mt/HealthPortal/others/regulatory_councils/bioethics_committee/current_work.aspx
Events 

Conference:

May 2011    ‘Medically Assisted Procreation and Freezing Techniques’. 

Keynote speakers were:
Dr Eleonora Porcu, Director of the  Centre of Infertility and Assisted Reproductive Technology Unit attached to the School of Medicine at the University of Bologna and 
                      Dr Helen Watt, senior research fellow at the Anscombe Bioethics Centre, in Oxford.

May 2010 ‘Human Rights and Biomedicine: The Oviedo Convention Ten Years Later’.                      Keynote speaker was:

Dr Laurence Lwoff, Head of the Bioethics Division, Health and 
Bioethics Department of the Council of Europe 

                  https://ehealth.gov.mt/HealthPortal/others/regulatory_councils/bioethics_committee/current_work.aspx

July 2010    Presentation of the Report on Advance Directives.

The report on Advance Directives was presented to the Minister of Health. The report includes papers on Advance Directives and Organ Donation, Definition of Brain Death, Ordinary and Extraordinary Treatment – Hydration and  Nutrition, Patients’ Rights to Self Determination and Advance Directives, and  Legal Aspects of Advance Directives. Short Presentations were made by the chairperson of each committee about their paper

Conclusions of the Report on advance Directives were presented to the Council of Health following an invitation by the Minister of Health.

https://ehealth.gov.mt/HealthPortal/others/regulatory_councils/bioethics_committee/current_work.aspx
Public Debate:
· Subject – Medically Assisted Procreation

· Objective - presentation by the Chairman of BCC, in May 2011, regarding support for the vitrification of oocytes as an alternative to embryo freezing at the Social Affairs Committee of the House of Representatives. 

· Other information – the Parliamentary Committee on Assisted Procreation in Oct 2010 presented a report on Assisted Reproduction Technologies, ART. This Committee had been asked specifically to focus on 3 issuses which were left open in the report of the Social Affairs Committee (2005). These issues were the freezing of embryos, the eligibility of couples (married or cohabiting) to ART and donation of gametes. The BCC objected to the freezing of the embryos and noted that not enough importance was given to upcoming technological developments which would allow the uncontraversial freezing of oocytes.

· The Bioethics Conusltative Committee, at the request of the Minister of Health,   studied in depth the bill on the ‘Embryo Protection Act in 2009, and made detailed recommendations. These submissions were then discussed with the Minister of Justice and Minister of Health.

Members of the BCC, during 2004-05, had participated in the consultative meetings of the Social Affairs Committee of the House of Representatives and gave evidence on various aspects of Medically Assisted Procreation. 

Members of the BCC actively participated in public debates on the media on this subject.

MONTENEGRO

A la relation avec la rapport a la veille de La 39-eme Réunion du CDBI, il n’a pas été des activités législatives importantes. Les lois adoptées jusqu’ici, conformément avec les standards médicales contemporaines, La Convention d’Oviedo, ses Protocoles additionnels et les autres documents du CDBI, ont créé le cadre législative qui, de manière caractéristique, couvert le domaine bioéthique.
Au cours du chemin efficace a devenir le membre de L’Union Européenne, a cuse de cela, au bout de l’année passée, Le Monténégro a gagné l’etat du candidat, Le Gouvernement, quant a, Le Ministère de la santé a continué la reforme de la santé publique au niveau secondaire et tertiaire, conformément avec les lois déjà adoptées et mentionnées en détail a la raport de l’année 2010.
Une de la priorité est la lutte contre la corruption et la criminalité organisée en général, y compri, la santé publique. Il est au cours la procédure contre quelques médecins à cause de la corruption, du traitement sans conscience et non professionnel. On outré, les suivent les sanctions de La Chambre de médecin du Monténégro au sens de la privation de licence etc.
Donc, on peut dire, que numéro des  lois concertants la bioéthique, jusqu’a présent adoptées, est satisfaisante, ainsi que est plus importante, que leur implémentation en pratique est en cours.

NORWAY / NORVEGE

Evaluation of the Act relating to the application of biotechnology
Our Act relating to the application of biotechnology in human medicine, etc (the Biotechnology Act) covers legislation on assisted reproduction technologies (ART), preimplantation genetic diagnosis (PGD), prenatal diagnosis, genetic testing, gene therapy and research on human embryonic stem cells. The Act also bans cloning of humans. 

The current Act entered into force in 2004. An amendment was made in 2006, allowing research on human embryonic stem cells, and establishing PGD as a treatment that can be offered under certain conditions. When approved by the Norwegian Parliament, it was decided that an evaluation of the Act was to take place after 5 years. 

The Act is under evaluation. The evaluation process has been broad:


· Population survey
More than 1000 randomly selected individuals from a representative population based web-panel have been asked about their attitudes to ethical dilemmas and challenges that may arise in the medical fields covered by the Act. Among the questions asked were attitudes to topics such as genetic tests – in clinical use, in research and “direct-to-consumers”; prenatal diagnosis – which is restricted in Norway, and abortion; PGD, including HLA-mapping and donor siblings (this is also restricted); stem cells – different sources (such as foetal and embryonic stem cells) and their acceptability; ART – egg donation, which is currently not allowed in Norway; and surrogacy. 

The results show that people’s attitudes are mostly in line with the attitudes expressed thorough our regulation, with some exceptions: People were more reluctant than expected to accept that lesbian couples have access to ART treatment (which has been allowed since 2009) (supported by 40 % of those asked); donation of sperm and ovum were deemed equally acceptable - in total almost 70 % agreed completely or partly to this; and about 50 % were positive to surrogacy on certain conditions (the surrogate does not get paid, is not from a poor country etc).

The report is available in Norwegian: http://www.helsedirektoratet.no/bio_genteknologi/bioteknologilovens_etiske_problemstillinger_749504 


· “Expert” survey
A survey was also done among relevant specialists and health care personnel whose daily work may be directly or indirectly affected by the Act (such as specialists in medical genetics, foetal medicine, genetic counselling; midwifes, paediatricians etc). The purpose was to find out how the Act affects the different medical fields; whether the regulations set out in the Act are relevant; whether changes should be considered etc. Experts were also asked to answer questions about attitudes to ethical dilemmas relevant for their field of practise.

The survey was web-based, and included more than 240 respondents. The results are presented in the report mentioned above. As expected, many experts pointed to the difficulties in practising the regulation and guidelines on the use of ultrasound during pregnancy; many also mentioned that the level of knowledge about the Act is low.


· Developments in the medical fields covered by the Act
The main part of the evaluation is a report that describe developments in the medical fields covered by the Act – both nationally and internationally. The report discusses ethical as well as medical challenges that arise due to recent developments. Some relevant topics are whole genome analyses – including interpretation of results, handling unintended information and possible use of these technologies in PGD or PND; DCTs; surrogacy and egg donation; NIPD - analyses of foetal DNA in maternal blood, etc.

The report was prepared in close collaboration with more than 30 national experts in the relevant fields, including experts in medical ethics and philosophy. The report was finished in February 2011, and is available in Norwegian: http://www.helsedirektoratet.no/publikasjoner/rapporter/evaluering_av_bioteknologiloven___status_og_utvikling_p__fagomr_dene_som_reguleres_av_loven_791404 

· Legal developments
Relevant legal developments in European countries (and USA) have been summarised, and is published in Norwegian. Documents prepared by the Secretariat of CDBI have been very useful, as has the updates from several of the delegations.  

Evaluation of the Act on transplantation
A panel of relevant experts have been given the mandate to describe the current situation, including organisation of activities and situation both nationally, in the Nordic countries, and in Europe; and to evaluate the current regulation of the field, and propose amendments.

PORTUGAL

The main developments in Portugal concerning bioethics field are:

1.  In March 2011 the Minister of Science and Technology submitted to the Portuguese Bioethics Council a project of a new law about stem cell research in Portugal.

If this law is approved in the Portuguese parliament, it will allow the research in:

i) 
hybrids

ii) 
fresh human embryos

iii) 
human embryos without parental project 3 years after being frozen, without parental 
express consent

iv) 
nuclear transference ("cloning") for research.

All stem cell research has to be regulated (not only human embryonic stem cells, but also, for instance umbilical and stem cells).

2. The Portuguese Bioethics Council (www.cnecv.pt<http://www.cnecv.pt>) organizes two open conferences:

May 17 (Oporto): A bioethical approach to the Portuguese ART and abortion laws (2006 and 2007)

November 18 (Lisbon): Ethical priorities in political health choices.

SAN MARINO / SAINT-MARIN
San Marino established in 2011 Bioethics Committee (Comitato Sammarinese di Bioetica - CSB) and Ethics Research Committee (Comitato Etico per la Ricerca e la Sperimentazione – CERS).

Information on members, procedures, application forms, legislation etc. can be found on internet site http://www.sanita.sm/on-line/Home/ComitatoBioetica.html
SERBIA / SERBIE
Serbia has ratified the Oviedo Convention at the end of 2010 but it came to power in 2011th. 
Our Committee organizes together with UNESCO ETHICS TEACHER TRAINING COURSE, 27 June – 1 July, 2011 Belgrade

SPAIN / ESPAGNE
Legislation

New text 

The Royal Decree 1527/2010 of November 15th, regulating the Guarantee Commission for the Donation and Use of Human Cells and Tissues and the Register of Research Projects was published in 2010. 

This Royal Decree was developed from the provisions established in the biomedical law 14/2007 of July 3th, that creates the Commission for the Guarantees on the Donation and Use of Human Cells and Tissues. This Commission shall be responsible for the compulsory evaluation and providing of information of those with a favourable report of those research projects that require the obtaining or use of tissues, embryonic stem cells or other similar of human origin that are obtained through diverse techniques of cell reprogramming, as well as the development of other functions on scientific, ethical or legal aspects. 

The Royal Decree 1527/2010 establishes the procedures to assure the scientific, ethical and legal guarantees that may be demanded in relation with the research in some of the most sensitive aspects related with biomedical research. This Royal Decree includes a list of research which must be informed favourably by the Guarantee Commission for the Donation and Use of Human Cells and Tissues: a) the research that required the use of pre-embryos, b) human embryonic stem cells research, c) activation of ovocites by nuclear transfer for use for therapeutic and research purposes, d) other techniques that using human biological samples obtain pluripotent stem cell, including nuclear transference and nuclear reprogramming; e) the research with human embryonic cells and tissues obtained when it does not entail the creation of a pre-embryo or an embryo exclusively for this purpose, f) any other line of research that includes cell material of human embryonic origin or other functionally similar, and g) the research with embryonic stem cell lines that come from another country, within the EU countries or those outside the EU. 

In this sense, it is interesting to point out that a research project included in the above paragraph requires the favourable report of the Ethics Committee of the research institution, the authorization of the director of the Research Centre, and finally, it is necessary the favourable report of the Commission for the Guarantees on the Donation and Use of Human Cells and Tissues. So, this regulation guarantees that any research with the participation of human beings or with biological samples of human origin should be done to fulfil with the methodological, ethical and legal provisions. 

Ethics Committee/other bodies

In April of 2010 the Bioethics Committee of Spain approved the document of “Recommendations of the Spanish Bioethics Committee in relation to the drive and implementation of good scientific practice (CGSP) in Spain”.

The Spanish Biomedical Research Act places the Bioethics Committee of Spain in a supervisory role in this regard. In particular, in Article 78 paragraph c of functions, corresponding to the Bioethics Committee of Spain, it is stated that one of those functions is "To establish the general principles for the development of codes of practice of scientific research, which will be developed by Research Ethics Committees. In fulfilment of this mandate, the CBE issued a report of recommendations with a view to encourage the Spanish government to implement measures that promote the most responsible behaviour possible in the pursuit of scientific research.
The report is organized in four sections:  

A. The basic contents of any CGSP should include. 

B. Implementation of CGSP in public science, technology and innovation systems

C. Training and the promotion of the values of good scientific practice 

D. Constitution of a body dedicated to the resolution of scientific integrity issues

A. The basic contents of any CGSP of any research center or a scientific community should include the following aspects, which are not intended to be exhaustive or exclusive: Supervision of research trainees, Preparation of research protocols, Preparation of research protocols, Conflicts of interest, Practices Publication and dissemination, Authorship of scientific publications and patents, Responsibility in regard to the use and management of resources and infrastructure related to research. 

B. Implementation of CGSP in public science, technology and innovation systems. Agencies with responsibilities in planning, evaluation and resource allocation for R+D should provide CGSP, particularly in regard to the regulation of conflicts of interest.

C. Training and the promotion of the values of good scientific practice. Recommendations are given to promote training programs for doctoral and research personnel on good scientific practices and to provide incentives through awards or specific financial support for training and promotion of good scientific practice values for research staff at a formative stage.
D. Constitution of a body dedicated to the resolution of scientific integrity issues with competence to manage the challenges of scientific integrity in Spain at the national level should be appointed and serve the community and scientific organizations and institutions. 

An English version can be consulted in CBE website: 

http://www.comitedebioetica.es/documentacion/docs/buenas_practicas_cientificas_cbe_2011.pdf
SWITZERLAND / SUISSE
Recherche sur l'être humain

Le projet de loi est actuellement en train d'être débâté du parlement et ses commissions. 

On peut trouver plus d'information sur ce thème sur les sites d'internet: http://www.bag.admin.ch/themen/medizin/00701/00702/index.html?lang=fr
http://www.parlament.ch/f/dokumentation/dossiers/hfg/Pages/default.aspx
Diagnostic préimplantatoire

En Suisse, le diagnostic prénatal est autorisé alors que le diagnostic préimplantatoire est interdit depuis l’entrée en vigueur de la loi sur la procréation médicalement assistée, le 1er janvier 2001. Cette situation devrait changer. Fin 2005, le Parlement a chargé le Conseil fédéral de présenter une réglementation qui autorise le diagnostic préimplantatoire et en fixe les conditions-cadres. Le Conseil fédéral est d’avis que le diagnostic préimplantatoire ne peut être sollicité que par les couples présentant un risque génétique élevé. Toute autre application du DPI doit demeurer interdite.



Ces travaux de législation ont donc débuté en février 2007, et en 2009, le Conseil fédéral a lancé une première procédure de consultation. Environ 80 % des participants à la consultation se sont prononcés en faveur de l’autorisation du diagnostic préimplantatoire, néanmoins, la majorité des participants a rejeté le projet essentiellement en raison des conditions-cadres considérés trop restrictives. Le Conseil fédéral a de suite décidé de remanier le projet en faveur des conditions-cadres médicalement plus favorables, ce qui rend nécessaire une adaptation de la Constitution (art. 119 Cst.) et, de fait, une nouvelle consultation populaire. Cette consultation sera lancée en été 2011. 

On peut trouver plus d'information sur ce thème ainsi que le rapport dès qu'il soit publié, sur le site d'internet:
 

http://www.bag.admin.ch/themen/medizin/03878/index.html?lang=fr
Recherche sur les cellules souches embryonnaires humaines

Comme la loi relative à la recherche sur les cellules souches est en vigueur depuis 5 ans (1er mars 2005), l'office fédéral de la santé publique est tenu d'évaluer son efficacité. But de cette évaluation est un rapport qui sera présenté au Conseil fédéral avec des propositions sur la suite à donner à cette évaluation. Ce rapport devrait être fait prochainement et sera publié sur: 

http://www.bag.admin.ch/themen/medizin/03301/index.html?lang=fr
3European Commission


3UNESCO


3World Health Organisation (WHO)


3Science Foundation (ESF) – European Medical Research Councils (EMRC)




European Commission

Assessment of the functioning of the "Clinical Trials Directive” 

In its Communication of 10 December 2008 to the European Parliament, the Council, the European Economic and Social Committee and the Committee of the Regions on “Safe, Innovative and Accessible Medicines: a Renewed Vision for the Pharmaceutical Sector”, the Commission announced that an assessment would be made of the application of the Clinical Trials Directive.

This assessment would consider, in particular, various options for improving the functioning of the Clinical Trials Directive with a view to making legislative proposals, if appropriate, while taking the global dimension of clinical trials into account.


The Commission has scheduled adoption of the legislative proposal for 2012 (See Annex 2 to the Communication from the Commission to the European Parliament, the Council, the European Economic and Social Committee and the Committee of the Regations - Commission Work Programme 2011

 HYPERLINK "javascript://" 
Translations.).

The 'roadmap' of the Commission impact assessment, setting out the main structure and the next steps, will be shortly made available here

 HYPERLINK "javascript://" 
Translations.. 

On 9 February 2011, a public consultation on a concept paper on the revision of the 'Clinical Trials Directive' 2001/20/EC has been launched. This consultation closed 13 May 2011.
The concept paper presents:

a 'preliminary appraisal' of which option appears to be the most suitable one to address some of the key concerns of the Clinical Trials Directive, on the basis of the current state of the impact assessment; 

and
the main figures that are being used to evaluate the impacts of the different policy options.

Green Paper on a Common Strategic Framework for future EU Research and Innovation Funding 

On 9th February 2011, the European Commission presented a Green Paper which proposes major changes to EU research and innovation funding to make participation easier, increase scientific and economic impact and provide better value for money. The changes, to be introduced in the next EU budget after 2013, would bring together the current Framework Programme for research, the Competitiveness and Innovation Programme, and the European Institute of Innovation and Technology. 

The Commission is seeking the views of all interested individuals and organisations on these proposed changes and on the specific questions set out in the Green Paper. The deadline for contributions was Friday 20 May 2011. 

Review of the data protection legal framework

The Commission is currently in the process of reviewing the general EU legal framework on the protection of personal data. The main policy objectives for the Commission are to:

· Modernise the EU legal system for the protection of personal data, in particular to meet the challenges resulting from globalisation and the use of new technologies 

· Strengthen individuals' rights, and at the same time reduce administrative formalities to ensure a free flow of personal data within the EU and beyond 

· Improve the clarity and coherence of the EU rules for personal data protection and achieve a consistent and effective implementation and application of the fundamental right to the protection of personal data in all areas of the Union’s activities 

On 4 November 2010 the Commission adopted a strategic Communication on a comprehensive strategy on data protection in the European Union (COM(2010)609 Press release
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 ,  and Memo), highlighting its main ideas and key objectives on how to revise the current rules on data protection. 

A public consultation was open until 15 January 2011 on the proposals included in the Commission's Communication. The results of the consultation can be viewed here.

Revision OF Directive 98/79/EC on in vitro diagnostic medical devices - PUBLIC CONSULTATION

Rules relating to the safety and performance of medical devices were harmonised in the EU with Council Directive 90/385/EEC relating to active implantable medical devices, Directive 93/42/EEC concerning medical devices and Directive 98/79/EC on in vitro diagnostic medical devices. Taking into account the specificities of in vitro diagnostic medical devices, a public consultation has been launched, targeted on specific issues related to in vitro diagnostic medical devices in order to complement an earlier public consultation on the Recast of the Medical Devices Directives.
 

The full questionnaire and background of the public consultation can be found at:

http://ec.europa.eu/consumers/sectors/medical-devices/files/recast_docs_2008/public_consultation_ivd_final_en.pdf
Answers are expected as regards the possible improvement which the possible options may bring about. The Commission also seeks to obtain data concerning the likely socio-economic impact of the possible changes and in particular the impact on the protection of health and safety of patients, healthcare professionals or, where applicable, other users, on the functioning of the internal market and on the competitiveness and innovativeness of the industry, in particular small and medium-sized enterprises. 

Therefore, to the greatest extent possible, respondents should include in their answers data corresponding to these different aspects (social and economic data) supported, where possible, by an evaluation of actual or estimated costs (expressed in figures such as cost per device, cost per manufacturer, cost per national authority, cost per hour, cost per man-day etc.), and by other relevant quantitative figures.

Any comments and information on this public consultation should be submitted by mail, fax or e-mail by 15 September 2010 at the latest to:

European Commission

Health and Consumers Directorate-General (DG SANCO) 

Unit SANCO B2, Cosmetics and Medical Devices

B-1049 Brussels, Belgium

Fax: 00 32 (0) 2 296 64 67

e-mail: SANCO-IVD-REVISION@ec.europa.eu
Activities 2011: the European Group on Ethics in Science and New Technologies (EGE)
The EGE consists of 15 members. They are appointed on the basis of their expertise and a geographical distribution that reflects the diversity in Europe. According to the Commission Decision on the renewal of the mandate of the European Group on Ethics in Science and New Technologies the Members of the EGE work in their own merit, they do not represent Member States, political parties, lobby groups or religions. EGE Members are nominated ‘ad personam’. EGE members must have relevant, internationally recognised high level experience in their own scientific field and a documented experience in an Ethics advisory board.

According to EGE Remit (EC/2010/1), a call for expressions of interests was launched on the EGE website on 01 January 2010. The deadline for responses to the call was 31 January 2010. On January 10, 2011 the President of the European Commission José Manuel Barroso appointed the 15 members of the European Group on Ethics in Science and New Technologies (EGE) for 2011 - 2016. The selected EGE members serve in a personal capacity and are asked to offer independent advise to the Commission.

On March 22, the President of the European Commission has requested the EGE to issue an Opinion on the ethical implications of Information Communication Technology (ICT) The Opinion may offer a reference point to the Commission to promote a responsible use of the Digital Agenda for Europe and facilitate the societal acceptance of such an important policy item. The Opinion should take into consideration different possible applications of ICT, such as widespread take-up and use by citizens of the internet, е-health and use of ICT in environmental and agricultural domains.

The President of the European Commission has also asked the EGE to issue Opinion on the ethical implications of security technologies The EGE Opinion may offer a reference point to the Commission to promote a responsible use of security technologies and policies in FP7 and facilitate the societal acceptance of such an important policy area, including the ethics review process both at the European Union and Member States levels. The Opinion should take into consideration different possible applications of security, such as Internet profiling, body scans, the use of different bio-identification tools such as fingerprinting, chips inserted into humans, iris photos, biometrics, and other ICT surveillance methods.

The EGE has adopted its rules of procedure on March 15 and have had 3 working meetings. 

The EGE held its 1st meeting on 8-9 February in Brussels and had a meeting with President Barroso and Mr. Schinas, Deputy Head of BEPA.

The EGE held its 2nd meeting on 15-16 March in Brussels. The EGE has elected Prof. Julian Kinderlerer as the President of the Group. Prof. Linda Nielsen has been elected as Vice-President of the Group. The EGE has also adopted its rules of procedure on March 15.

The EGE held its 3rd meeting on 12th and 13th April in Brussels.

Experts invited for the hearings included:

        EU Digital agenda, EU 2020 and FP7 (F. Cunningham, DG INFSO) 

        Mapping ICT: applications that may deserve ethics provisions (Prof. Bernd Carsten Stahl, Professor of Critical Research in Technology and Director of the Centre for Computing and Social Responsibility) 

        Ethics and innovation: FP7 Projects on ethics and ICT (R. Von Schomberg, DG RTD) 

        Ethics review of ICT Projects (I. Karatzas, DG RTD) 

        Ethics and the EU research and innovation agenda (Quintana Trias, DG RTD) 

        Governance of ICT (Prof. Philippe Goujon, Cellule Inter-faculty of Technology and Assessment University of Namur) 

        EU and e-Health: policy actions and ethical implications (P. Zilgalvis, DG INFSO) 

        Governance of ICT, the problem of indentity (E. Mordini, Director, Science and society institute, Rome) 

The EGE held its 4th meeting on 17th and 18th May in Brussels. Experts invited for the hearings included:
       Prof. Etienne Wéry (Avocat aux barreaux de Paris et de Bruxelles, Chargé d'enseignement à l'Université Libre de Bruxelles ): the legal challenges to be addressed for a proper regulation of ICT. 
Prof. Astrid Stuckelberger (University of Genève): the ethical challenges to be addressed for a proper regulation of ICT
· Mrs Dixie Hawtin (Global Partners and Associates' programme -coordinator for freedom of expression and communications): Global digital communications and human rights protection

· Prof. David Townend (Professor of the Law of Public Health and Care in the Faculty of Health, Medicine and Life Sciences in Maastricht University): The Ethical and legal concerns in ICT privacy and data protection 

· Prof. Astrid Deuber-Mankowsky (Professor for media studies at Ruhr University Bochum): the impact of media and internet towards the socio-cultural features of contemporary society  

The EGE will hold meetings in July, September, October, November and December.

UNESCO

NORMATIVE ACTION:
INTERNATIONAL BIOETHICS COMMITTEE (IBC)

The programmatic biennium 2010-2011 has been marked by an extensive reflection on three major topics: the principle of respect for human vulnerability and personal integrity, as set forth in article 8 of the UNESCO Universal Declaration on Bioethics and Human Rights (2005); the issue of human cloning and international governance; and the issue of the ethical implications of traditional medicine. 

The Eighteenth (ordinary) session of IBC, held in Baku from 31 May to 2 June 2011 at the invitation of the Government of Azerbaijan was an occasion to further advance the reflection on these issues, as well as to bring to the forefront the bioethical challenges in Azerbaijan and the Eastern European region. 

It was also an occasion to pave the way for considering possible new issues which would require special attention of IBC within the framework of UNESCO’s mandate, including new areas of scientific and technological developments such as synthetic DNA and regenerative medicine, bio-banks or neuro-ethics. 

The report on Human Vulnerability has been finalized.

SOCIAL RESPONSIBILITY AND HEALTH is also available already on line and printed.

The seventh session of the Intergovernmental Bioethics Committee (IGBC) will be convened in Paris in September 2011.

UNInteragency Committee on Bioethics UNIACB

The tenth meeting of the UNIACB took place in UNESCO Headquarters, 4-5 March 2011. Diverse issues were discussed during the meeting, such as coordination in capacity building.

In the agenda was also the Response to the ECOSOC resolution on genetic privacy and non-discrimination.

In its decisions 2008/233 and 2010/259, the United Nations Economic and Social Council (ECOSOC) invited the Director General of the United Nations Educational, Scientific and Cultural Organization (UNESCO) to consult with Member States and relevant United Nations entities, including the UN Inter-Agency Committee on Bioethics (UNIACB), on the (1) implementation of and follow-up to the ECOSOC resolutions on genetic privacy and non-discrimination; (2) normative instruments adopted within the United Nations system that are relevant to this topic, as well as (3) on a possible inter-agency coordination mechanism in this field. 

In response to ECOSOC resolutions, UNESCO carried out a number of actions to assess the current situation at national and international levels in the domain of genetic privacy and non-discrimination, and to identify the optimal mechanism for continuing international reflection in this area, based on the consultations with Member States, the relevant UN agencies and other intergovernmental organizations and institutions. 

The consultations with Member States, conducted by the means of a questionnaire that inquired about general and specific legislation in place, if there was a need to issue new ones, and what other bodies deal with the issue at a national level.

The consultations with the relevant UN agencies and other intergovernmental entities were also based on questionnaire designed to solicit information concerning various normative and programmatic activities in this field.

As the outcome of the discussion within the UNIACB, the establishment of a specific mechanism dealing with genetic privacy and non-discrimination was not considered to be an optimal response to the wish of the Member States to promote international initiatives for strengthening national capacities in this area. It was a shared opinion that within the framework of its mandate, as defined in its Terms of Reference (in particular in regards to providing a forum for debate and exchange of information and promoting coordination of activities undertaken in this field by the United Nations and its specialized agencies), the UNIACB could continue to regularly address the issue of genetic privacy and non-discrimination, in order to identify areas calling for concerted or joint efforts, as well as major gaps and constraints that need to be addressed for enhanced cooperation in the field.

The results of these consultations will be presented in the Report of the Director-General of UNESCO to ECOSOC at the upcoming substantive session of ECOSOC (4-29 July 2011).

CAPACITY BUILDING:

Bioethics Programme designed Assisting Bioethics Committees (ABC) project to offer Member States a comprehensive capacity-building assistance for a period of three years. The main objective is to establish and train a National Bioethics Committee.

Trainings carried out in 2010 and 2011 (or planned to be carried out in 2011) in the framework of ABC:

· Ghana (Second training November 2011)

· Guinea (Second training 2011)

· Jamaica (Second training February 2011)

· Kenya (Second training November 2011)

· Togo (Second training December 2011)

· El Salvador (First training September 2010)

Building international networks: European Commission - UNESCO Conference on Capacity-building in Bioethics (JACOB)

The JACOB Conference, organized jointly by UNESCO and European Commission in Mexico City, Mexico, on 26-28 November 2009, brought together more than 100 participants representing national bioethics bodies, as well as regional and international organizations working in the field of bioethics for mutual capacity-building through sharing relevant knowledge and experiences. The project, funded through the FP7 framework of the European Commission, was an exemplary case of cooperation between the EC and UNESCO with an aim to reinforce bioethics capacities of countries that have recently established, or are planning to establish bioethics bodies at the national level. The project was designed to capitalize on the respective strengths of the two entities in the field of bioethics and to exploit the existing synergies.

One of the major outputs of the conference was the UNESCO publication – National Bioethics Committees in Action, which compiled articles produced by the participants of the Conference that together draw a multicolored picture of national bioethics committees as they tackle various ethical issues around the world in various cultural settings. 

FUTURE ACTIVITIES:

Conference: Gender and Bioethcics. Kazan, 21-22 November.

Ethics Teacher Training Courses will be held in Belgrade, Serbia (27 June – 1 July) and Dubrovnik, Croatia (4 – 8 July).

Baku, Azerbaijan; Windhoek, Namibia; and Nairobi, Kenya (dates to be determined).

World Health Organisation (WHO)

Please find here the link to a May 2011 newsletter:

http://www.who.int/ethics/publications/ETX_Newsletter_May2011.pdf 

Science Foundation (ESF) – European Medical Research Councils (EMRC)

EMRC mission

“The mission of the EMRC is to promote innovative medical research and its clinical application towards improved human health.  The EMRC offers authoritative strategic advice for policy making, research management, ethics and better health services.  In its activities, the EMRC serves as a voice of its Member Organisations and the European scientific community through its science policy.  The EMRC has an important role in the future development of medical research in Europe and it invites the European Commission, the European Research Council, learned societies, universities and academic medical centres for debate and action to bring its recommendations to fruition”.
More information:

        EMRC activities and mission: http://www.esf.org/emrc
        EMRC publications: 

http://www.esf.org/research-areas/medical-sciences/publications.html 

        Corresponding press releases:

http://www.esf.org/research-areas/medical-sciences/news.html 

Information should be presented under the following headings.

If part of the information is restricted, it should be indicated.

Events

Implementation of Medical Research into Clinical Practice

This Forward Look final report was published and launched in Berlin on 11 May 2011. Briefly, the report makes recommendations on how to strengthen medical research and how to implement medical research in clinical practice on the basis of evidence-based medicine. It aims to support the move towards more widespread use of evidence-based medicine to obtain better patient diagnosis, treatment and rehabilitation, and should have a great impact on medical research and healthcare in Europe. A special blog on the implementation of research in European clinical practice was created by the British Medical Journal’s European Research Editor Dr. Wim Weber. The ESF press release published on 11 May 2011 states that Europe’s medical research councils call for a closer link between doctors, researchers, and patients by putting research into practice in order to improve healthcare decisions (http://www.esf.org/activities/forward-looks/medical-sciences-emrc/current-forward-looks-in-medical-sciences/implementation-of-medical-research-in-clinical-practice/press-release.html) 

More information, the Forward Look final report and media coverage are available from: www.esf.org/flip
ESF-EMRC Forward Look on Personalised Medicine for the European Citizen

ESF-EMRC Position Paper “European Biobanks and sample repositories - relevance to Personalised Medicine”

EMRC is contributing to the promotion of a post-genomics approach to innovative medicines and fostering the paradigm shift towards personalised medicine. The ESF-EMRC Forward Look entitled ‘Personalised Medicine for the European Citizen: Towards More Precise Medicine for the Diagnosis, Treatment and Prevention of Disease’ will focus on this important topic. This strategic activity was launched during a scoping workshop in Luxembourg in January 2011. A Position Paper on European Biobanks and sample repositories – relevance to Personalised Medicine followed soon after the activity kick-off and was published in May 2011. A workshop on medical technology, a “diseases summit” and “big picture” work packages meetings to which the CDBI was invited will take place between September 2011 and February 2012 in order to identify new directions, grand challenges and recommendations in the field of personalised medicine. A stakeholders’ conference will take place in April 2012 in order to reach consensus on grand challenges and overall recommendations. The publication of the final Forward Look report is planned for spring 2012.

More information about this future Forward Look report and the Position Paper on European Biobanks is available from: http://www.esf.org/ipm 

Related activities or potential involvement of the CDBI:
1. Green Paper on predictivity, genetic testing and insurance (CDBI-CO-GT4 (2010) 11 e REV3 greenpaper.doc)

2. Implementation of fundamental ethical principles in transnational biomedical research. (confRED(2101)7 rev E.doc)

3. Dr. Laurence Lwoff in contact with Dr. Lars Kristiansen who is in charge of this activity at the ESF

Follow-up activities of the Forward Look on Investigator-Driven Clinical Trials (IDCT)

EMRC Position Paper on a “European Academic Proposal for a Revision of the Clinical Trials Directive (2001/20/EC)”

The European Commission (DG Sanco) announced in 2010 that the Clinical Trials Directive 2001/20/EC (CTD) would be revised. A meeting was organised in Brussels on 14 September 2010 with academic experts and representatives from DG Sanco and DG Research which allowed EMRC to start preparing the publication of an EMRC Position Paper on a “European Academic Proposal for a Revision of the Clinical Trials Directive (2001/20/EC)”. A first draft of this Position Paper to which the NIH and the EC contributed has now been produced and has been circulated among the expert group for comments and suggestions. It will be published in autumn 2011.

For the first time, the budget for clinical research has been increased by 30% in the Framework Programme of the European Commission (EC). This is a major achievement and one of the consequences of the EMRC Forward Look final report on IDCT published in March 2009 (http://www.esf.org/activities/forward-looks/medical-sciences-emrc/completed-forward-looks-in-medical-sciences.html). The OECD Global Science Forum working group to “Facilitate Cooperation in International Non-Commercial Clinical Trials” (another consequence of the EMRC Forward Look publication) looked in collaboration with the EMRC into the risk-based approach, education and training, and regulatory aspects, all of which were recommendations highlighted in the Forward Look IDCT. An international working group (including Japan, New Zealand, Canada and USA) and a world-wide survey on the two sub-group topics regarding regulatory frameworks and education, training and infrastructure, looked at the situation with IDCT and at best practices, especially outside Europe. Working documents including recommendations were drafted within the different sub-groups (regulatory frameworks; education, training and infrastructure; and risk-based approach). These documents were the basis for the GSF final report whose content was discussed with a broader expert group during the GSF meeting that took place on 12-13 May 2011 in Berlin. The report that will be presented in autumn 2011 will include specific recommendations to facilitate non-commercial clinical research world-wide. EMRC has already been approached and asked to provide support with the implementation of recommendations drafted by the education and training group.

In addition, the EC published on 11 February 2011 a concept paper entitled “Revision of the ‘Clinical Trials Directive’ 2001/20/EC: Concept paper submitted for public consultation”. This concept paper lays out policy options on a number of issues that EMRC and others have raised in the context of the clinical trials directive and already gives a framework of what the EC Directive proposal could look like. Interested stakeholders including the EMRC were invited to give their comments by 13 May 2011. Based on various consultation phases, the EC plans to send a draft Directive to the European Parliament in the first half of 2012. EMRC will be monitoring the situation all along the process. 

Related activities or potential involvement of the CDBI:
1. Proposal on clinical ethics committees prepared by Dr Eugenijus Gefenas (Lithuania)

a. Dr. Kirsten Steinhausen who is in charge of all clinical trials activities at the ESF to contact Dr Eugenijus Gefenas?

b. EMRC to contribute to the next activities on clinical ethics committees developed by the CDBI?

Medical Research Education in Europe

Following the decision by the EMRC Standing Committee to start a foresight activity on “Medical research education in Europe,” a first scoping workshop took place in December 2010. The objective of this foresight activity should be (1) to describe the current state of medical research education in Europe, especially the various research career options, MD/PhD curricula, etc.; (2) to identify and describe the main barriers to medical research education in Europe; and (3) to make recommendations to improve medical research education in Europe. Following the scoping workshop, a proposal was drafted and circulated within ESF. It will now be submitted to the ESF Science Advisory Board in May 2011 prior to approval by the ESF Governing Council in September 2011. A first working group meeting is planned for autumn 2011. 

The absence of medical research education on palliative care - a topic discussed at the symposium on decision-making process regarding medical treatment in end of life situations of December 2010 - could also be addressed in this context. 

Related activities or potential involvement of the CDBI:

1. Dr Tina Garani-Papadatos to be invited to participate to this activity?

2. Need to improve MD training in palliative care (connection with the CDBI symposium on medical treatment in end-of-life situations of December 2010 in Strasbourg, France)

Advances in biomedical research poses new ethical challenges. Ten years of the human genome.
EMRC Newsletter June 2011.

Text provided by Professor Josef Syka (CZ) and Professor Isabel Varela-Nieto (ES), EMRC Core Group members, is attached in annex. 

ESF Strategic Neuroscience Workshop on “The Neurochemical Self. Emerging research on the crossroad of biomedical neurosciences, social sciences and the humanities”
The past decades have witnessed the beginning of a “revolution” in behavioral neuroscience. From a domain predominately involving the humanities and social sciences, research aiming at understanding human behaviour now also encompasses molecular, developmental, structural, functional, evolutionary and computational studies of the brain.
A strategic workshop is planned in December 2011 (location and date tbd) with the aim of discussing topics such as neuroimaging, neuroenhancement, neuroanthropology, self-consciousness, neuroeconomics, etc. The outcome of the meeting should be a publication highlighting a maximum of three recommendations formulating whether, and if so which, actions are most needed. 

Related activities or potential involvement of the CDBI:
1. Proposal on the ethical aspects of brain imaging and neuroenhancement prepared by Doris Wolfslehner (Austria)

2. Exchange between the CDBI (including its KEK Observer, Rev. Fischer?) and the ESF (Dr. Lars Kristiansen) on these topics

Other information

Directive on the Protection of Animals used for Scientific Purposes

It was perceived that unless amended, the EU Directive on the Protection of Animals used for Scientific Purposes, as proposed by the European Commission and the European Parliament for revision in 2008, could seriously impede the further advancement of European medical and veterinary research. EMRC strongly believed that the proposed draft Directive required amendments and further reinforcement of the fundamental principles applied to the use of animals in scientific research. These conclusions were published by the EMRC in a Position Paper in March 2009 that led Members of the European Parliament to update the draft Directive accordingly and to vote unanimously to support this revised version of the Directive. On 8 September 2010, the revised Directive on the protection of laboratory animals completed its passage through the legislative system by a second reading vote in the EU Parliament. It is a political compromise that will continue to allow responsible research involving animals similar to that permitted under existing legislation. It must now be implemented by the member states into national law within the next two years. EMRC published a follow-up to its original Position Paper in February 2011 to provide an update on the newly voted Directive and more importantly anticipate future issues linked with the Directive’s implementation in member states. This third edition of the ESF-EMRC Position Paper on the Directive on the Protection of Animals used for Scientific Purposes (2010/63/EU) is available from: http://www.esf.org/research-areas/medical-sciences/publications.html
Health research classification systems 

This topic was brought to the attention of the EMRC by the UK Medical Research Council (MRC) who has used their own Health Research Classification System (HRCS) to analyse the health research portfolios of the largest government and charity health research funders in the UK and research funded by smaller and medium-sized UK medical research charities. A standard classification system in the biomedical field across Europe (and in other fields as well) could have a strong impact on European health funding and methods should be explored to translate portfolio information between the various national organisations’ classification approaches. A Science Policy Briefing should be published on this topic in autumn 2011. 

More information: http://www.ukcrc.org/researchcoordination/classificationsystem/
Other ongoing activities from the CDBI of possible interest 

Additional protocol concerning transplantation of organs and tissues of human origin.

(CDBI(2010)3REV_compilation_quest_CoE_UN_study_E) 

ANNEX (ESF)

ADVANCES IN BIOMEDICAL RESEARCH POSES NEW ETHICAL CHALLENGES TEN YEARS OF THE HUMAN GENOME.

Professor Josef Syka*, Academy of Sciences of the Czech Republic, Institute of Experimental Medicine, Prague (Czech Republic) 

Professor Isabel Varela-Nieto*, Consejo Superior de Investigaciones Científicas-Universidad Autónoma de Madrid (CSIC-UAM), Centro de Investigación Biomédica en Red en Enfermedades Raras-Instituto de Salud Carlos III (CIBERER-ISCIII), Instituto de Investigaciones Biomédicas "Alberto Sols", Madrid (Spain)

*Core Group members of the European Medical Research Councils (EMRC) at the European Science Foundation (ESF), Strasbourg (France)

Several important ethical problems arise mostly in connection with the rapid way in which we acquire knowledge of the human genome these days.  On 2001 the first sequencing of the human genome was published by the groups of Venter and Collins. A decade later, on the verge of the era of personalized medicine, we have to be prepared to have the right answers. For example, many people worldwide, sometimes unknowingly, share their DNA with researchers. And even if the DNA was offered to study a specific disease, it may surrender many other secrets. If a study participant is at a high risk of breast cancer or cystic fibrosis, do we have a duty to let him or her know? Genetics is not the first field to come up against so-called incidental findings. Magnetic resonance imaging scans of the brains of adult healthy volunteers performed with the aim of understanding the cognitive functions of the brain turned up an unexpected abnormality in around 10% of cases. The researchers receive little public guidance as to how to handle such incidental findings.

A similar ethical problem that we are facing now is the unprecedented possibility to test fetal DNA abnormalities using maternal blood. Approximately 5-10% of the “cell-free” DNA in pregnant women comes from the fetus. Cheap and sensitive sequencing techniques nowadays allow researchers to examine this DNA and to analyze the state of the fetal genome. Obviously, serious counseling based on knowledge and wisdom is expected to follow. Fears of eugenics will appear as such testing moves from fatal diseases to non-medical characteristics.

Continuous ethical discussions are accompanying research on embryonic stem cells and their use in the therapy of serious diseases. Embryonic stem cells can divide through mitosis and differentiate into diverse specialized cell types (ESF-EMRC Science Policy Briefing n°38 “Human Stem Cell Research and Regenerative Medicine - A European Perspective on Scientific, Ethical and Legal Issues”, ISBN 978-2-918428-12-1, published in June 2010 and available from: http://www.esf.org/research-areas/medical-sciences/publications.html). Once a great hope, replacing embryonic stem cells with so-called induced pluripotent stem (iPS) cells has turned out not to be as easy a solution as was originally expected. iPS cells are generated through the reprogramming of differentiated adult stem cells and can be directed to develop into many cell types, including germ cells, which opens new issues on human cloning . However, several recent reports have indicated that the reprogramming process and their subsequent cultivation can induce genetic and epigenetic abnormalities in these cells. The studies show that genetic abnormalities are already inherited from the cells used for reprogramming. In principle, induced pluripotent stem cells display more genetic and epigenetic abnormalities than do embryonic stem cells. This does not mean, however, that scientists are abandoning the possibility of using reprogrammed adult cells in future clinical therapy; only the way how best to achieve this goal confronts more obstacles than originally envisioned.   

Sequencing the human genome was a historical development that has made possible many goals, but still it has generated more questions than it has effectively answered. Knowledge has increased steadily but handling and understanding it is a complex issue and a challenge at the beginning of the XXIst century.       
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� This document contains contributions in their original language. / Ce document contient les contributions dans leur langue d’origine.


� The German Ethics Council is an independent council of experts. The German Ethics Council examines the questions of ethics, society, science, medicine and law and the probable consequences for the individual and for society that arise in connection with research and development, in particular in the field of the life sciences and their application to humanity (section 2, subsection (1), first sentence of the Ethics Council Act). The statute that governs the work of the German Ethics Council is the Act on the Establishment of the German Ethics Council - Ethics Council Act - of 16 July 2007 (Federal Law Gazette I p. 1385), which entered into force on 1 August 2007.


� For the future information please refer to the � HYPERLINK "http://www6.lrs.lt/kronikos/pdf/ghxv-hx4j-13lzF7155No_4_148.pdf" \t "_top" �"Parliamentary Mirror" No. 4(148)�, available on: � HYPERLINK "http://www6.lrs.lt/kronikos/pdf/ghxv-hx4j-13lzF7155No_4_148.pdf" �http://www6.lrs.lt/kronikos/pdf/ghxv-hx4j-13lzF7155No_4_148.pdf� 


� http://ec.europa.eu/consumers/sectors/medical-devices/documents/revision/index_en.htm
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