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BOSNIA AND HERZEGOVINA / BOSNIE HERZEGOVINE
Law on transplantation of organs and tissues is adopted by Federal Parliament on 26. October 2009. This Law is not related to the organs, tissues and cells for reproduction, fetal organ and tissues, and blood and blood products, and that matters will be regulate by separate laws. Above mentioned Law on transplantation was been in public discussion before adoption.
Law on blood and blood products  is in parlimentarion procedure. 

Law on protection of  patients rights as well as Law of health protection, which is a basic law in health system, are also in public discussion. 

FINLAND / FINLANDE

The bill concerning ratification of the Convention on Human Rights and Biomedicine and its additional protocols on cloning and transplantation passed the Parliament of Finland on Oct. 6th, 2009. The bill contained only minor amendments to the Penal Code (discrimination according to genetic inheritance and disability at work and at business life). Otherwise articles and principles of the Convention and the additional protocols have been written in the legislation elsewhere:

· The Act on the Status and Rights of Patients (785/1992)

· Medical Research Act (488/1999)

· Act on health care professionals  (559/1994)

· Act on the medical use of organs, tissues and cells (101/2001)

· Primary Health Care Act (66/1972)

· Act on Specialized Medical Care (1062/1989)

English translations of these acts can be found at: http://www.finlex.fi/en/laki/kaannokset/ 

This indicates that Finland will ratify the Convention probably at the end of this year or Spring 2010.

The process in the Parliament can be found in Finnish and Swedish with its code HE 216/2008 vp at www.eduskunta.fi. 

GEORGIA / GEORGIE
There are to latest important developments in the field of human rights and biomedicine:

1) The Parliament of Georgia has ratified Additional Protocol to the Convention on Human Rights and Biomedicine, Concerning Biomedical Research;

2) The Parliament of Georgia is discussing new draft Law on HIV Infection / Aids.

Ratification of the Additional Protocol to the Convention on Human Rights and Biomedicine, Concerning Biomedical Research

The protocol was ratified by the Parliament of Georgia on October 20, 2009. Resolution of the parliament is signed by the Deputy Chair of the Parliament Mr. Giorgi Tsereteli (Resolution No 1814 – IIs).

No reservations were made during ratification. Instrument of the ratification will be submitted to the Council of Europe soon.

So, Georgia has ratified the Convention and its three additional Protocols:

· Protocol on the Prohibition of Cloning Human Beings;

· Protocol concerning Transplantation of Organs and Tissues of Human Origin;

· Protocol concerning Biomedical Research.

New draft Law on HIV Infection / Aids.

New draft law has been developed in 2007-2009, which is supposed to replace existing Law dated of March 21, 1995 (one of the first Laws in the field of health of independent Georgia). New Law has been approved by the Parliament of Georgia by two hearings. The last, third hearing is planned in the next week (2-6 November, 2009).

The draft submitted to the parliament is attached to this report. However, it has been slightly amended during parliamentary hearings (changes are not reflected in the given text). The last version in English will be available soon after the Law is approved by the Parliament. 

Draft

Georgian Law

on 

HIV Infection / AIDS

Article 1 Aims and Scope of Regulation of the Law

1. The aims of this Law shall be the provision of health protection, national and public security, and fulfilment of commitments provided for by the international treaties in respect to HIV / AIDS.

2. This Law shall determine the basic principles of actions in response to HIV / AIDS in Georgia, the matters concerning the testing of natural persons for HIV, treatment and surveillance of People Living with HIV and AIDS patients, as well as the rights and obligations of People Living with HIV and the medical personnel.

Article 2 Georgian Legislation on HIV Infection / AIDS

The Georgian Legislation on HIV infection / AIDS consists of the Georgian Constitution, international treaties and agreements concluded by Georgia, this Law and other legislative and sub-legislative normative acts.

Article 3 Definition of Terms applied in the Law

For the purposes of this Law, the terms applied therein shall have following meanings:

(a) “HIV” – human immunodeficiency virus;

(b) “HIV infection” – an infectious disease caused by the human immunodeficiency virus;

(c) “AIDS” – acquired immunodeficiency syndrome. 

(d) “HIV status” – data confirmed through laboratory testing about infection or non-infection of a natural person with HIV;

(e) “Professional standard” – established norm of a professional activity, based on the modern achievements / evidences of biomedical sciences, that are recognized by the specialists of the relevant field;

(f) “National Guidelines for Clinical Practice” – evidence-based recommendations in respect to the management of the medically determined clinical condition (diseases / syndrome), which shall be approved by the Ministry of Labour, Health and  Social Affairs of Georgia;

(g) “Service Providing Institution” – a legal person which provides medical services in accordance with the requirements of the legislation and conducts the diagnostics, prevention, treatment, care and support of People Living with HIV on the basis of the appropriate license.

(h) Medical Institution – legal entity, which provides medical services in a manner established by the Georgian Legislation. 

(i) Harm Reduction Program – program that indicates what could be done to lessen the chance of harmful consequences arising from certain types of individual behaviour, from specific social or medical interventions or from certain adverse environmental conditions.

(j) Post-exposure Prophylaxis (PEP) - short-term antiretroviral treatment to reduce the likelihood of HIV infection after potential exposure, either occupationally or through sexual intercourse.

Article 4 Coordination of Activities in Response to HIV / AIDS

1. In order to ensure implementation of prevention and monitoring activities aiming against spread of HIV in Georgia and to facilitate interagency work coordination, the State Coordinating Council (hereinafter referred to as “the Council”) shall be established. 

2. The composition and regulations for operation of the Council shall be determined by the Regulations which shall be approved by the Government of Georgia.

3. In its activities, the Council shall be guided by the Georgian Constitution, international treaties and agreements concluded by Georgia, Georgian laws, sub-legislative normative acts and the approved Regulations. 

4. Within its competence, the Council shall be authorized to coordinate concerted actions of the State, local, public and other organizations (institutions), to monitor their activities, to obtain appropriate resources with a view to adopting the measures aimed at the prevention and control of the spread of HIV in Georgia, to respond expeditiously to the matters related to the problem of HIV / AIDS, to develop relevant recommendations and to promote the expansion of international cooperation, to ensure the discussion of the initiatives / issues related to the fight against HIV / AIDS at the State level and the facilitation of decision-making process.

5. Justifications, conclusions and/or recommendations of the Council shall be taken into consideration in the process of elaboration and adoption of the HIV/AIDS legislation, as well as of the other sphere legislations that regulate issues related to the People Living with HIV.

Article 5 State Policy in the Field of HIV / AIDS

The principles of the State policy in the field of HIV infection / AIDS shall be as follows:

(a) Development and implementation of the State programmes aiming at the prevention and treatment of HIV / AIDS;

(b) Protection of rights of People Living with HIV in respect to medical services;

(c) Informing individuals about voluntary testing on HIV, as well as about exceptional cases when HIV testing is classified as mandatory action according to the Legislation;

(d) Informing persons through media and/or individually upon request, about HIV / AIDS prevention, diagnostics, treatment, care and support, including information about available forms of assistance envisaged by the State programmes and the obtaining opportunities thereof;

(e) Facilitation of ensuring universal access to  HIV voluntary counselling and testing, prevention, diagnostics, treatment, care and support services;

(f) Protection of rights, honour and dignity of People Living with HIV, prevention from discrimination related to their HIV status;

(g) Introduction of professional and ethical standards widely recognized in the sphere of HIV / AIDS;

(h) Elaboration and establishment of the unified monitoring and evaluation system for the HIV/AIDS response activities;

(i) Strengthening / facilitation of the national HIV/AIDS epidemiological surveillance system;

(j) Ensuring safety of the country's population through establishing monitoring over compliance with the universal precautions and norms in the area of HIV / AIDS; 

(k) Control over the quality of medical assistance services and medicines in respect to HIV / AIDS;

(l) Facilitate implementation of the HIV/AIDS prevention, diagnostics, treatment, care and support, as well as harm reduction programmes in the penitentiary institutions; 

(m) Facilitate elaboration and ensure implementation of the State Policy on the Mother-to-Child Transmission, ensure accessibility of voluntary HIV counselling services for pregnant women, voluntary, confidential HIV counselling and testing for pregnant women with the informed consent assured.

(n) Introduction of the post exposure prophylaxis of the HIV infection.

Article 6 Testing Natural Persons for HIV 

1. Georgian citizens, as well as all persons permanently or temporarily residing within the Georgian territory, foreign citizens and stateless persons shall have the right to undergo voluntary counselling and testing for HIV infection, including tests conducted anonymously and confidentially.

2. HIV testing of individuals shall only be conducted with informed consent, meaning that it is both informed and voluntary. 

3. Medical screening for HIV infection / AIDS shall be obligatory for:

(a) Blood donors and donors of products of blood;

(b) Donors of organs and parts of organs;

(c) Donors of tissues; and

(d) Donors of ovum and sperm.

4. With the purpose of prevention of the mother-to-child transmission of HIV infection, medical institution is authorized to conduct HIV screening to infant without obtaining parent’s consent, in cases when the parent’s HIV status is unknown, parent refuses to undergo testing and when there exists an evidence-based supposition of the parent being HIV infected.

5. Other cases of mandatory testing shall be determined by the Legislation.

Article 7 Diagnostics, Prevention, Treatment Care and Support of People Living with HIV 

1. The State shall ensure the timely and continuous implementation of prevention, treatment, care and support activities aiming at People Living with HIV as envisaged by the State programmes and in accordance with the recognized professional standards.

2. Infected individual can at his/her discretion choose, change the service provider at any time, refuse treatment and/or stop the already started medical service. 

3. Diagnostics, prevention, treatment, care and support activities targeted at People Living with HIV shall be conducted in accordance with the National Guidelines for Clinical Practice.

Article 8 Rights and Obligations of the Service Providing Institution and Personnel

1. Diagnostics, treatment, prevention, care and support services targeted at People Living with HIV shall be conducted by the Service Providing Institution.

2. Service Providing Institution is liable to provide the individual, who has been tested for HIV infection in conformity with the established procedure, with the complete information on his/her  health status, and in case if he/she does not refuse to obtain this information. Cases when the information either is not provided or is provided at a limited level shall be governed by the legislation in force.

3. In addition to the diagnosis, the Service Providing Institution is liable to supply the person concerned with the information on the applicable preventive measures, in order to ensure the safety of others, the disobedience of which entails the relevant legal responsibility under the Georgian Legislation.

4. Service Providing Institution is liable to offer to the person concerned and, in case of his / her informed consent, to provide pre-test and post-test counselling on HIV infection.

5. Service Providing Institution which carries out diagnostical, preventive, treatment, care and support activities to the HIV infected individuals is liable to keep records in a manner established by the Legislation.

6. Service Providing Institution which carries out diagnostical, preventive, treatment, care and support activities to the HIV infected individuals is liable to request from the HIV infected person the information about those individuals with whom he / she has had a risk-involving contact from the epidemiological point of view.

7. In the HIV infected person fails to comply with the requirements set out in the second paragraph of Article 11 of this Law, Service Providing Institution which carries out diagnostical, preventive, treatment, care and support activities to the People living with HIV shall, pursuant to the procedure established by the Legislation, inform the spouse / regular sexual partner of the infected person about the HIV positive status of that individual, provided that the identity of the spouse / regular sexual partner of the infected person in question is known.

Article 9 Confidentiality of the Information

1. Service Providing Institution which carries out diagnostic, preventive, treatment, care and support activities to the HIV infected individuals, as well as any legal and natural person who possesses the information about a person being HIV positive, shall be liable to maintain the confidentiality of such information in a manner established by the Legislation. 

2. Service Providing Institution is liable to maintain confidentiality of the possessed information related to the HIV infected individual, throughout the lifetime of the said individual as well as after his/her death.

3. Service Providing Institution is authorized to disclose the confidential information about the HIV infected individual:

a) when an informed consent is obtained from the HIV infected individual;

b) when there exists a written preliminary consent of the infected individual allowing  disclosure of the information after his/her death;

c) in other cases envisaged by the Legislation;

4.  Information about the patient can be disclosed for educational or scientific purposes, provided that the mentioned information is presented in a way that the person concerned cannot be identified.

5.  Individual can define a person or circle of acquaintance that will be authorized to receive the information about his/her HIV status.

Article 10 Rights of Persons Infected with HIV / Suffering from AIDS

1. It is inadmissible to restrict civil, political or social rights of persons living HIV only on the grounds of their HIV positive status, except as provided in the Legislation.

2. It is inadmissible, in respect to the persons living with HIV to restrict the generally recognized human and civil rights, freedoms and guarantees, which are not mentioned in paragraph 1 of this Article, but are implied by the principles enshrined in the Constitution and the international treaties and agreements concluded by Georgia.

3. It is inadmissible to dismiss the person living with HIV from the occupied job or refuse in employment only stemming from his/her HIV status, except for specialities that entail high risk for infecting other people in contact. The list of the said specialities shall be determined and approved by the Ministry of Labour, Health and Social Affairs. 

4. Person living with HIV has the right to obtain from the Service Provider the comprehensive information about available medical services, types of services, cost of these services, accompanying risks for such services, possible effectiveness, information about the service provider and its’ professional experience.

Article 11 Obligations and Responsibilities of Persons Living with HIV 
1. A person infected with HIV shall be obliged to observe the measures to ensure the prevention of the spread of the disease that are necessary for the safety of others, and the inobservance of which entails the relevant responsibility under the Georgian Legislation.

2. An HIV infected person who is aware about his / her HIV positive status shall, pursuant to the established procedure, inform his / her spouse / regular sexual partner about his / her being HIV infected.

Article 12 Measures to be taken in Connection with the Enactment of the Law 

1. Within the 6 (six) months from the enactment of this Law into force, the Ministry of Labour, Health and  Social Affairs of Georgia shall ensure:

(a) Establishment of the procedure for keeping of statistical records of the data concerning HIV infection / AIDS and for the implementation of the epidemiological surveillance;

(b) Development and approval of the National Guidelines for Clinical Practice and Disease Management Standards (the Protocol);

(c) Approval of the procedure for HIV testing;

(d) Approval of the procedure for the notification of the spouse / regular sexual partner of an HIV infected person; and

(e) Elaboration of the procedure of informing the Person Living with HIV about preventive measures against spread of the disease.

2. Within 3 months from the enactment of the Law, the Government of Georgia shall develop and approve:

a) The Charter of the Country Coordination Mechanism (CCM) in order to implement Measures of Prevention and Control targeted against the spread of HIV infection in Georgia 

(a) Elaboration and introduction of the unified Monitoring and Evaluation System;

Article 13 Acts to be cancelled in Connection with the Enactment of the Law

Immediately after the enactment of this Law, the Georgian Law No 683 on the “Prophylaxis of Human Immunodeficiency Virus Infection (AIDS)” dated of March 21, 1995 shall be deemed to be invalid.

Article 14 Coming into Effect of the Law

The Law shall come into force upon its publication.

GERMANY / ALLEMAGNE
1. Genetic Diagnostics Act

The Genetic Diagnostics Act (Gendiagnostikgesetz) of 31 July 2009 (Federal Law Gazette I, page 2529) provides binding rules on when genetic testing is allowed, who may carry this out and who is allowed to use the sensitive results. It provides effective means of counteracting improper use of genetic characteristics and of counteracting genetic discrimination. At the same time it safeguards the chances of putting genetic testing to use for the individual. The right of individuals to determine the use of their own data is one of the Act’s central principles. This includes both the right to know one’s own genetic findings, as well as the right to ignorance, i.e. the right not to know these. The provisions of comprehensive information and genetic consultation enable the informed patient to decide freely for or against taking a genetic test. The Genetic Diagnostics Act contains specific regulations for the areas of medical care, family history, working life and insurance as well as for the requirements of a good genetic testing practice.

2. The Medicinal Products Act

The Medicinal Products Act (Arzneimittelgesetz, AMG) contains comprehensive rules on the conduct of clinical trials of medicinal products on humans. With the Act to Amend Provisions under the Law Concerning Medicinal Products and other Provisions (Gesetz zur Änderung arzneimittelrechtlicher und anderer Vorschriften) of 17 July 2009 (Federal Law Gazette I, page 1990) mainly technical changes were made to the AMG in the area of regulation of clinical trails. The key rules of the Convention on Human Rights and Biomedicine of the Council of Europe are not affected by this.

3. Advance Directives (Drittes Betreuungsrechtsänderungsgesetz) 
On June 18, 2009, the German Bundestag adopted an act dealing with advance directives. The provisions of this bill will be integrated into the German Civil Code. Advance directives that are consistent with the patient's current personal circumstances and medical situation will have binding effect. The binding effect is neither dependent on excessive formal requirements nor on the severity of a disease. Thus, in each phase of disease, patients should be able to decide whether and how to be medically treated. The patient's will has to be complied with. At the same time the law ensures that in case of doubt about or the misuse of the patient's wishes, a court must decide. In detail:

-
Persons of full age can decide by way of a written advance directive whether and how they wish to be given medical treatment in the event that they lose capacity to express their will later. Guardians or attorneys are bound by those wishes even if the patient is unable to decide due to incapacity. Guardians or attorneys have to verify whether the will expressed in the advance directive is consistent with the patient's current personal circumstances and medical situation and have to play a role in ensuring the given directives are applied.

-
There is no mandatory requirement to make an advance directive. It can be revoked at any time. The bill does not limit the scope of advance directives (e.g. the dying process, lethal diseases only).

-
If there is no advance directive or the advance directive is no longer appropriate in terms of the patient's circumstances, the guardian or attorney must decide according to the presumed will of the patient whether or not to consent to medical treatment.

-
The medical decision will be arrived at in a dialogue between the doctor and the guardian or attorney. The doctor has to consider which treatment is medically indicated and has to discuss this with the guardian or attorney, as well as - if possible - family members and other trusted persons.

-
If the doctor and guardian or attorney agree about the patient's will, no court decision is necessary. If they disagree, decisions of consequence have to be authorised by the guardianship court. 

With this act, the parliament has rejected two other draft bills that were designed to limit the scope of advance directives e.g. by demanding notarial recording of the directive and the need to renewing it every 5 years, or by restricting its binding nature to the irrevocable phase of dying. 

The act entered into force on September 1, 2009.
English translation of the German Law on Advance Medical Directives
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LITHUANIA / LITUANIE

2008

Legal developments

The latest amendments of the Law on Ethics of Biomedical Research came into force in 2008. These amendments (in particular Article 14) have further specified the procedures of the establishment and composition of the regional RECs (available in English: http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=326057). 

Law on Burial of Deceased Human Bodies (came into force 2007 12 29, No. X-1404; Article 17 of the Law deals with the usage of human bodies and body parts for the purpose of anatomical education (available in Lithuanian:
http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=312055)

2007

Events

The Eighth Global Forum on Bioethics in Research (GFBR 8),  organized by the Medical Faculty of Vilnius University, Lithuanian Bioethics Committee in cooperation with Union Graduate College Bioethics Program (USA) and other partners in the Global Forum on Bioethics in Research was held in Vilnius, Lithuania, June 27-29, 2007. The 8th forum focused on Fostering the Research Ethics Infrastructure in the Developing World/Transition Societies. A special emphasis during the conference was also made on the ethical aspects of mental health research (More: http://www.mies.mf.vu.lt/gfbr/index.html). 

Training Course on Biotechnology Ethics, organized in the framework of European project “Biotechnology Ethics: deepening by research, broadening to future applications and new EU members, permeating education to young scientist” (BIOTETHED), 19-25, August, 2007, Vilnius, Lithuania. The course was attended by 26 Ph.D. students from 17 European countries. The course dealt with such topics as recent the role of ethics, philosophy and law in evaluating biotechnological developments, GMO, animal law, human embryonic combinations, stem cells research, PGD, cloning, germ line vs. somatic gene therapy, ethics of biomedical research, scientific integrity, etc. More information about the project: http://www.biotethics.org. 

Legal developments

Health Care Ministry Decree on the Procedure of the Authorization of the Transit of Human Embryonic Tissue, Embryonic Stem Cells and their Lines, Fetal Tissue and Fetal Stem Cells Throughout the Territory of the Republic of Lithuania, No. V-660 (2007)

Health Care Ministry Decree on the Order of Import and Export of Stem Cells Derived from Umbilical Cord or Placenta from the Republic of Lithuania, No. V-659 (2007)

2006

Law on Pharmacy 

Article 18 of the Law deals with the requirements for clinical trials on medicinal products (Paragraph 4 enforces the provision that in respect to ethical review of a trial, a single opinion for Lithuania shall be issued by the Lithuanian Bioethics Committee). The document is available in Lithuanian: http://www3.lrs.lt/pls/inter2/dokpaieska.showdoc_l?p_id=280067&p_query=&p_tr2=. 

Draft laws relevant to bioethical issues available in Lithuanian:

- Draft Law on the Protection of Prenatal Human Life (Reg. date 2006 03 14, No. XP-432(3): http://www3.lrs.lt/pls/inter2/dokpaieska.showdoc_l?p_id=271639&p_query=&p_tr2=). 

Transplantation and donation

Amended Law on Human Tissue, Cells and Organ Donation and Transplantation. A new provision (Article 11 part 1) regarding prohibition of commercializing the use of human tissue, cells and organs has been introduced. The article also stipulates that it is prohibited to make public the information regarding the need and availability of human tissue, cells and organs for the sake of commercial or other kind of use (the mentioned issues were not covered in the previous version of the law) (available in national language: http://www3.lrs.lt/pls/inter3/dokpaieska.showdoc_l?p_id=28604). 

2005

A new version of the Law on Patients’ Rights and Compensation of Damage to Their Health came into force in January 2005 (the document is available in Lithuanian: http://www3.lrs.lt/pls/inter2/dokpaieska.showdoc_l?p_id=238324). 

International conference “Developments of Bioethics in Europe and Lithuania”, dedicated to the 10th anniversary of the Lithuanian Bioethics Committee was held on September 23-24, 2005, in Vilnius. More detailed information about the event, including programme and power-point presentations is available on the web (http://bioetika.sam.lt/bieal/eng/index.htm).

SAN MARINO / SAINT-MARIN

During September 2009 session, the Secretary of State for Health and Social Security of the Republic of San Marino presented a draft law on “Establishment of Sammarinese Bioethics Committee” to the Great and General Council (San Marino Parliament). 

The draft will soon be presented to the competent Parliamentary Committee. 
SWEDEN / SUEDE
Developments report for 36th CDBI meeting in Strasbourg (not previously included)

· Ethical review before introduction of new methods in health care

New methods and treatments that come out as a result of biomedical research sometimes give rise to difficult ethical questions both for the individual and for society.

In a report, prepared within the Ministry of Health and Social Affairs, 

it has been proposed that such new methods and treatments that could make harm to/have negative consequences on integrity and human values should pass ethical review before introducing them into health care. This ethical review should not be mixed up with the approval by a research ethics committee that every research project needs to have. What is thought about here is the step from clinical research into health care.

Today, lots of new methods are introduced without any analyses of possible consequences for human integrity and human values. In the report it is argued that new methods in health care should be introduced in an organised way. Thus, a new clause to the Swedish Health Care Act (1982:763) has been proposed implying that the County Councils have a responsibility to see to it that the ethical aspects of a new method have been reviewed before introduction into daily health care.

· Evaluation of the Biobanks in Medical Care Act (2002:297)

A commission has recently been set up by Government with the task to make an evaluation of the Biobanks in Medical Care Act (2002:297). 

One of the basis of the evaluation is that such information and knowledge that it is possible to get from tissue banks shall be open to medical care when giving care and treatment to patients. Biological material from tissue banks should also be open for research. A prerequisite is that the integrity and autonomy of the individual is respected in a reasonable way. It has been questioned in the debate if the need for protection of integrity is the same for different purposes.  The commission therefore shall consider if there is reason to change the today rules of consent. 

· The Committee on Patent Protection for Biotechnological Inventions

The EU Directive  (98/44/EC) on the legal protection for biotechnological inventions was implemented in Swedish law in May 2004.  In 2005 the Government set up a Committee with the task to follow case law developments as regards the application of both fundamental patentability conditions and the limitations of the extent of protection. The Government also stated that special measures for coordinating and facilitating the making of licence agreements should be considered in order to facilitate access to diagnostic tests on reasonable terms. The Government also stated that the effects of the development of the patent system for research should be followed closely.

Earlier this year a report from the Committee has been sent out for views to a lot of organisations and authorities. 

UNITED KINGDOM / ROYAUME-UNI
UPDATE ON DEVELOPMENTS IN THE FIELD OF BIOETHICS 

Department of Health, United Kingdom  

I. Legislative developments

II. Developments relating to CoE legal instruments in the field of bioethics

III. Current bioethics debates/initiatives

I.
LEGISLATIVE DEVELOPMENTS

Human Fertilisation and Embryology Act 2008

1. The Human Fertilisation and Embryology Act 2008 (the 2008 Act) gained Royal Assent on 13th November 2009. The majority of the 2008 Act came into force on 1st October 2009, except for the provisions relating to parenthood, which came into force 6th April 2009, and the provisions relating to Parental Orders which it is intended will come into force in April 2010.  The 2008 Act updates the law to ensure that it is fit for purpose in the 21st Century. A review of the previous law (the Human Fertilisation and Embryology Act 1990) was undertaken primarily in response to technological developments, such as new ways of creating embryos that have arisen since 1990, and societal changes. 

 

2. Among other things, the Act includes provisions:

· to ensure that all human embryos outside the body, whatever the process used in their creation, are subject to regulation;  

· to ensure regulation of human-admixed embryos created from a combination of human and animal genetic material for research purposes only; 

· to ban sex selection of offspring for non-medical reasons, putting into statute the ban on non-medical sex selection currently in place as a matter of HFEA policy;  

· to recognise same sex couples as legal parents of children conceived through the use of donated sperm, eggs or embryos; 

· to retain a duty to take account of the welfare of the child in providing fertility treatment, but replace the reference to the need for a father with the need for supportive parenting; 

· to alter the restrictions on the use of HFEA-collected data to help enable follow-up research of infertility treatment. 

3. The 2008 Act does not, however, alter the model of regulation, or the basic foundations of the existing law (such as the permissibility of embryo research and the principle of the special status of the embryo).  The 2008 Act extends to the whole of the United Kingdom. 

4. The implementation of the 2008 Act requires secondary legislation. Five sets of Regulations and four Orders came into force came into force on 1st October 2009 and two further sets of regulations will be introduced next year.

5. The Human Fertilisation and Embryology (Procedure for the Revocation, Variation or Refusal of Licences) Regulations 2009 were made on the 29th May 2009 by the HFEA and come into force on the 1st October 2009. These regulations are the responsibility of the HFEA, and set out the processes by which a licence may be revoked, varied or refused.

6. The Human Fertilisation and Embryology (Appeals) Regulations 2009 set out a robust appeals procedure for appealing against decisions made by the HFEA licence committee. The regulations were subject to the affirmative procedure and were debated in both Houses. The regulations came into force in two stages, the regulations that related to membership of the Appeals Committee came into force the day after the regulations were made. This was to enable the HFEA to begin recruiting appointing and training Committee members to ensure the committee was up and running from the 1st October, when the relevant sections of the 2008 Act come into force. The remainder of the regulations came into force on the 1st October 2009. 

7. Human Fertilisation and Embryology (Special Exemption) Regulations 2009 set out two specific situations where gametes or embryos may be stored at unlicensed centres. One situation is in connection with the investigation of or proceedings for an offence under the 1990 Act. The second is cases where gametes are to be used for teaching, research or pharmaceutical development purposes that does not and will not involve the creation of an embryo. These regulations were not consulted on as they do not reflect a change in Government policy. It was necessary to re-make these regulations to take into account the changes to the definitions of gametes and embryos in the 2008 Act. However, they are subject to the affirmative procedure and were debated in both Houses.

8. The Human Fertilisation and Embryology (Statutory Storage Periods for Embryos and Gametes) Regulations 2009 set out the criteria that must be fulfilled for the storage of embryos or gametes to be extended to a maximum of 55 years in rolling ten year periods. These regulations were subject to the negative procedure and were made 25th June 2009. Since the regulations were made there have been two prayers against the regulations. A debate by the House of Lords will take place on the 21st October 2009 and it has yet to be confirmed whether they will be debated by the House of Commons.

9. The Human Fertilisation and Embryology (Supplemental Provision) Order 2009 makes provision for embryos that are currently in storage, but being stored outside of the storage limit to remain in storage for a total of 10 years. These are embryos that could not benefit from the extended storage period under the previous regulations, but that would be able to benefit from the extended storage periods under the new storage regulations.

10. The Human Fertilisation and Embryology (Statutory Storage Periods for Embryos and Gametes) (Amendment) Regulations 2009 does two things. Firstly, the regulations clarify that the embryos that are being stored by virtue of the Supplemental Order, may benefit from the extended storage periods in the storage regulations provided that they fulfil the criteria. Secondly the regulations clarify the lawfulness of the storage regulations.

11. The Human Fertilisation and Embryology Act 2008 (Commencement No.1) Order 2009 commenced the parenthood provisions of the 2008 Act (except for the Parental Order provisions).

12. The Human Fertilisation and Embryology Act 2008 (Commencement No.2 and Transitional Provision) and (Commencement No.1 Amendment) Order 2009 commenced the remainder of the 2008 Act (except for the Parental Order provisions). The Order also makes a minor amendment to the first Commencement Order, relating to Scottish law. 

13. The Human Fertilisation and Embryology (Consequential and Transitional Amendments and Saving Provisions) Order 2009 sets out the amendments to other legislation which are necessary to implement the 2008 Act. The Order sets out the transitional arrangements for activities that were started before the 2008 Act came into force and continue after. It also sets out the saving provisions which prevent particular provisions and sets of regulations from being repealed.

14. The section of the 2008 Act that has not yet been enacted is related to Parental Orders, and there will be regulations made which will come into force on the same date as the Parental Order provisions. It is intended that the regulations and the sections of the 2008 Act will come into force April 2010. The regulations are currently subject to consultation and the consultation will close on the 23rd November 2009.

15. Regulations will be made to establish a procedure for seeking access to identifying information held on the HFEA's register of fertility treatments, patients and offspring - for research purposes only. Applications can be made for access to the register data, by research bodies, where it can be demonstrated that it is no longer practicable to obtain consent to the disclosure from the person(s) to whom the information relates. The regulations, to be called the Human Fertilisation and Embryology (Disclosure of Information for Research Purposes) Regulations, will undergo a second round of public consultation in October to seek comments on the amendments made to the draft regulations as a result of responses received to the first consultation exercise in January-March 2009. If approved by both Houses of Parliament, it is intended that the regulations will come into force on 6th April 2010.

Equality Bill 

16. The UK Government is committed to creating a fair society with fair chances and fair rules for everyone. The Equality Bill was introduced into Parliament on 24 April 2009.  The Equality Bill will: 

· Streamline existing equality law, helping people to understand their rights and helping businesses to comply with the law, by replacing nine major pieces of discrimination legislation.

· Introduce a new duty on public sector bodies to consider reducing socio-economic inequalities which will affect how public bodies make strategic decisions about spending and service delivery.

· Put a new Equality Duty on public bodies which will require them to consider the needs of diverse groups in the community when designing and delivering public services so that people can get fairer opportunities and better public services.

· Ensure that public authorities focus on public procurement as a possible means of improving equality.

· Extend the existing ban on age discrimination at work to apply outside the workplace.

· Provide a power to require gender pay reports initially just in the public sector with extension to the private sector in 2013 if insufficient voluntary progress is made in the meantime. This will help to make pay in workplaces more transparent alongside a ban on secrecy clauses that prevent employees discussing their pay with colleagues.

· Extend the scope to use positive action, by giving employers the choice to make their workforce more diverse when selecting between two job candidates who are equally suitable. It also allows political parties to do more to increase diversity, for example by extending the use of all-women shortlists.

17. Further information is available from the website of the Government Equalities Office: http://www.equalities.gov.uk/equality_bill.aspx   

Forensic use of genetic information

18. The ECtHR judgment in the case of S and Marper on 4 December 2008 found that the indefinite retention of DNA and fingerprints from those arrested but not convicted was a breach of Article 8 of the European Convention on Human Rights.  The judgment did not rule out the retention of data from unconvicted people but said that there should be defined periods for retention taking account of such factors as severity of offence, risk and age. The Government has accepted the judgment and will comply with it fully. It introduced an enabling power in the Policing and Crime Bill currently before Parliament to provide for Regulations on the retention use and governance of DNA and fingerprints and    launched a public consultation exercise on 7 May 2009 on its proposals for a proportionate retention framework. The aim is to develop a framework which achieves the proper balance between the individual right to privacy and the wider needs of public protection. The proposals  included the destruction of all biological samples after a maximum of 6 months, and in the case of those not convicted, the deletion  of DNA profiles ( the numerical code derived from samples) after 12 years in the case of serious sexual, violent and terrorism related offences and after 6 years for all other recordable offences. A slightly more lenient regime was proposed for children. The consultation closed on 7 August and the Government is considering the new retention framework carefully in the light of the over 500 responses to the consultation   and evidence to inform an assessment of risk. 

II.
DEVELOPMENTS RELATING TO CoE LEGAL INSTRUMENTS

19. There are no developments to report since the last update. See ‘Legislative Developments’ (above) for information about the UK’s plans to comply with the European Court of Human Rights judgement in the case of S and Marper v. The United Kingdom.

III.
CURRENT BIOETHICS DEBATES / INITIATIVES

House of Lords Science & Technology Committee Inquiry into genomic medicine

20. The House of Lords Science and Technology Committee published a report on Genomic Medicine report on 7 July. The report contains 54 recommendations to Government on a possible regulatory, research and clinical framework that might allow the benefits of genomic medical science, and its translation into clinical care, to be maximised. The Report also contains recommendations on public engagement and public debate, and the ethical, legal and social issues arising from the translation of genomic science.

21. The House of Lords report on genomic medicine is both well researched and considered. The fifty-four recommendations are extremely comprehensive and cover areas much broader than medicine and healthcare.  The UK Government will provide a formal response, which will be published in due course.

A Common Framework of Principles for direct-to-consumer genetic testing services

22. On 8 September 2009, the UK Human Genetics Commission (HGC) launched a three-month consultation on a ‘Common Framework of Principles’ for direct-to-consumer genetic testing services. The market in direct-to-consumer genetic testing has grown significantly over recent years with a large number of tests now available over the Internet.  The Principles apply to all situations where it is possible for a consumer to purchase a test without prescription by a qualified medical professional.  This includes both tests ordered directly by a consumer and those ordered by a non-medical intermediary acting on the consumer’s behalf. As well as genetic tests for health purposes, the Principles cover ‘lifestyle’, nutrigenetic and ancestry tests, and tests that provide information about genetic relationships.

23. The Principles will promote high standards and consistency in the provision of genetic tests amongst commercial providers at an international level. They will help to protect the interests of people seeking genetic tests and their families.  The Principles will identify areas where individual providers, professional organisations, regulatory bodies, and/or national jurisdictions should have defined measures in place, and the nature of those measures. 

24. The Principles will cover all aspects of direct-to-consumer genetic testing services including the marketing of tests, information for consumers, consent, laboratory analysis of biological samples and the levels of support that should accompany the provision of genetic test results. 

25. The Principles were developed by an HGC-led international expert working group including representatives from the direct genetic testing industry, clinical and molecular geneticists, genetic counsellors, experts in regulation and those with experience in offering support to individuals with genetic conditions. The group was convened following an international consensus meeting held in London in June 2008 that agreed the need for common guidelines. 

26. The consultation closes on the 6 December and can be downloaded from the HGC website at: http://www.hgc.gov.uk/Client/document.asp?DocId=214&CAtegoryId=3.  The HGC welcomes responses from any person or body, from any country, with an interest in genetic testing, including test providers, professional bodies, regulators and consumers. 

Assisted Dying and Euthanasia 

27. The Director of Public Prosecutions (DPP), Keir Starmer QC, is responsible for the vast majority of criminal prosecutions in England and Wales and is the head of the Crown Prosecution Service. 

28. On 30 July 2009 the UK House of Lords allowed an appeal by Debbie Purdy and required the DPP to promulgate an offence-specific policy on prosecuting cases of assisted suicide. 

29. The DPP does not have any authority to change the law but does have a discretion to decide, in cases where there is sufficient evidence, whether a prosecution is in the public interest or not. 

30. Assisting suicide refers to helping someone to take his or her own life. It does not refer to euthanasia or mercy killing. Taking someone's life, as opposed, to helping them to take their own life, is murder or manslaughter. 

31. The DPP's Interim Policy for Prosecutors in respect of Cases of Assisted Suicide: 

· details the public interest factors that CPS prosecutors will consider when deciding whether or not to prosecute someone for assisting suicide 

· details those public interest factors which carry more weight than others 

· supplements the Code for Crown Prosecutors, a publicly available document which gives guidance on the general principles to be applied when making decisions about prosecutions 

· will be applied to all current and future cases until a final policy is published in Spring 2010 

· applies to all cases where the act(s) of assisting the suicide are carried out in England and Wales, regardless of where the suicide takes place 

· applies in cases of attempting to assist a suicide 

· does not address euthanasia which remains murder or manslaughter 

· does not and cannot provide any individuals with immunity from prosecution 

· does not and cannot provide an assurance that individuals will be prosecuted 

· does not and cannot decriminalise assisted suicide 

32. The offence of assisting suicide is a criminal offence under Section 2(1) of the Suicide Act 1961 and carries a maximum penalty of 14 years imprisonment. The Act defines assisting a suicide as 'aiding, abetting, counselling or procuring' the suicide of another. 

33. Committing or attempting to commit suicide is not a criminal offence. 

34. All cases of suspected assisted suicide are referred to a central CPS team, the Special Crime Division. This division employs some of the most experienced prosecutors within the CPS. 

35. The CPS has never prosecuted any individual for assisting a suicide in relation to suicides committed abroad, including the Dignitas clinic in Switzerland. We considered 8 cases in the 10 years to September 2008 where the parties travelled or intended to travel abroad in order to commit suicide. 

36. The CPS has commenced criminal proceedings in 16 instances of alleged assisted suicide between April 2005 and today [23 September 2009].
37. The interim policy is accessible from:
http://www.cps.gov.uk/consultations/as_keyfacts.html 
Medical confidentiality 

38. The UK’s General Medical Council (GMC) has recently published new guidance on patient confidentiality, including supplementary guidance on disclosing information for insurance, employment and similar purposes.

39. The new guidance acknowledges that genetic and some other information about a patient might also be regarded as information about another person with whom the patient shares genetic or other links.  However, in most circumstances this information should only be disclosed to others where the patients have given explicit consent.  Where consent is absent, disclosure might be justified in the public interest, but doctors, "will need to balance [their] duty to make the care of [their] patient [their] first concern against [their] duty to help protect the other person from serious harm."  Wherever it is practicable, disclosures should be anonymised.

40. With regard to disclosures for insurance and similar purposes, the GMC's supplementary guidance advises doctors to: ensure that the patient fully understands the scope, purpose and likely consequences of any disclosure; obtain evidence that the patient has consented to the disclosure; only disclose information that is relevant to the request; and to offer to show the patient any report they have written, unless the patient has already indicated they do not wish to see it or it is likely to cause serious harm to them or someone else .  Where the patient withholds or withdraws their consent to disclose information to an insurance company or other third party, doctors may still do so if required to do so by the law or if there is a public interest justification.  Again, it is likely that any public interest justification would need to demonstrate that the risk of serious harm to a third party outweighs the patient's right to confidentiality.

41. The new Guidance can be found at:

http://www.gmc-uk.org/guidance/news_consultation/confidentiality_guidance.asp 
CANADA

The Tri-Council Policy Statement on the Ethical Conduct of Research Involving Humans (TCPS) (1998) is currently undergoing a major revision.  The TCPS was created by the three Canadian federal granting councils for institutions receiving federal funds.  It provides standards and procedures governing research involving human subjects, including biomedical research.

http://pre.ethics.gc.ca/eng/policy-politique/initiatives/draft-preliminaire/
Development is ongoing for a draft National Standard of Canada on “Research Ethics Boards Reviewing Biomedical Clinical Trials”, which will provide voluntary standards for Research Ethics Boards that review, approve, and provide oversight of clinical trials involving human subjects that are performed under the Canadian Food and Drugs Act and Regulations. http://www.tpsgc-pwgsc.gc.ca/cgsb/prgsrv/stdsdev/nsa/pubrevdoc/pubrevdoc-e.html
Guidance for Biobanking of Human Biological Material is now in development.  SEQ CHAPTER \h \r 1 This Guidance will be an internal policy for the Canadian Department of Health, providing ethical and technical guidance regarding activities that involve biobanking of human biological material.

Health Canada's 1997 draft Guidance on the Inclusion of Women in Clinical Trials is currently being reviewed.  The guidance is directed to sponsors conducting clinical trials in support of a submission to Health Canada for authorization relating to health products (drugs, natural health products, and medical devices).  The purpose of the review is to strengthen Health Canada's guidance on sex- and gender-related considerations in designing, conducting, and analyzing clinical trials by providing more detailed guidance and by addressing gaps and issues that have emerged since 1997.  The updated guidance document will be distributed for consultation in the near future.

An international conference on neuroethics was hosted by Novel Tech Ethics, based at Dalhousie University, Halifax, Canada, from September 24-26, 2009.  The conference, “Brain Matters: New Directions in Neuroethics,” brought together researchers from 15 countries and five continents, with diverse expertise in neuroscience, clinical practice, ethics, law and policy, social science, and philosophy of mind.  The conference provided a forum for the critical examination of a wide range of issues in neuroethics. 

http://www.noveltechethics.ca/site_brainmatters.php
A Guidance Document to provide assistance to industry and health care professionals on how to comply with the Canadian Cells, Tissues and Organs Regulations (2007) was adopted on April 6, 2009.  These regulations contain safety requirements with respect to: processing; storage; record keeping; distribution; importation; and error, accident, and adverse reaction investigation and reporting.  These Regulations are intended to result in improved protection of the health and safety of Canadian transplant recipients.

http://www.hc-sc.gc.ca/dhp-mps/brgtherap/reg-init/cell/cto_gd_ld-eng.php
ISRAEL / ISRAËL
1) Renewal of the Law prohibiting Genetic intervention (Cloning of humans and Germline gene modification) at the Israeli Parliament (Knesset).

In effect since 1999, the law was to be renewed every five years and included a periodical review of the field by a medical and bioethics committee. The law was renewed already once in 2004, at which time it was amended to precise that it is the introduction of a cloned human embryo into a womb which is the criminal offence. Germline gene modification is prohibited to avoid unpredictable effects in future generations. The Israeli Parliament (Knesset) Science and Technology Committee hold a public session on September 10, 2009 and decided to recommend that the law be renewed by the Knesset for a period of 7 years. The essence of the decision to keep the law as a renewable law is that research, such as in the field or nuclear reprogramming, may continue and be funded, while at the same time effectively prohibiting any attempt at human reproductive cloning or human germline gene intervention. It was also pointed out that the temporary status is a way to insure public discussion of the issues periodically. 

 

In the discussion, biomedical ethicists explained the importance of the special outlook of Jewish tradition on the benefits that Science could bring, and on not prohibiting medical research as long as it respects the bioethical guidelines. They also warned that one should avoid belief in full genetic determinism (as often cited to ban cloning), recalling that even a cloned child would be a human being with human rights and dignity, and therefore prohibition of human reproductive cloning is primarily because of its inherent dangers. The argument that it would be against nature is also to be qualified as long as it would be a isolated medical act needed for a therapeutic purpose, since medicine is by essence overcoming nature's defects.  

2) Fertility preservation  

The National Bioethics Council of Israel acting on a request from the Israel Ministry of Health made recommendations on an emerging new in the field of human assisted reproduction: oocytes and ovarian tissue cryopreservation. This issue is of importance for patients about to undergo medical treatments that are likely to cause sterility. Fertility preservation for women who face age-related sterility risks is also considered and bioethical recommendations are made. The latter issue is also important as it may decrease the need for oocytes from donors, since the woman can use her own eggs cryopreserved by vitrification.   

A discussion of the bioethical issues of oocyte cryopreservation was communicated to CDBI in November 2008 (see separate attachment resubmitted).

3) Website

The National Bioethics Council of Israel, with the support of the Israel Academy of Sciences and Humanities, maintains an informative Bioethics Website at the address: 
http://bioethics.academy.ac.il/
Developments report for 36th CDBI meeting in Strasbourg (not previously included)
The National Bioethics Council of Israel acting on a request from the Israel Ministry of Health considered and made recommendations on an emerging new in the field of human assisted reproduction: oocytes and ovarian tissue cryopreservation. Aspects of the recommendations are summarized below.

Oocyte freezing for fertility preservation 

The technology of oocyte freezing for the preservation of unfertilized oocytes, which can be later used for reproduction by in vitro fertilization (IVF), has made significant progress in the past few years. Vitrification of mature oocytes can give pregnancy rates which are close to those of fresh oocytes and higher than the rates previously seen by slow-freezing (Oktay et al 2006, 2008; Cobo et al, 2008; Noyes et al 2009). In the past, cryopreservation could be efficiently used only with embryos (i.e. following in vitro fertilization), but the new technology opens the way to preserve female fertility per se, while retaining future reproductive options. The need for this type of fertility preservation is particularly relevant for young women at risk of losing ovarian function as a side effect of treatments for malignancy, for example treatment with certain chemotherapy agents or by irradiation. Similarly, autoimmune disorders or organ transplantation also involve treatments that may cause sterility. With the development of efficient methods of oocyte cryopreservation, these patients may be able to regain fertility after recovering from their disease. The technology may also become a more general mean of postponing reproduction for a variety of age-related reasons, a possibility raising a number of ethical issues. As what was done for other aspects of assisted reproduction, the bioethical impact of oocyte cryopreservation has to be considered and appropriate regulations be put in place.

The modalities of oocyte cryopreservation differ markedly according to age. For prepubertal girls, the only possibility would be to freeze an ovary for later transplantation or a slice of ovarian tissue to preserve primordial and primary follicles. Recent research shows that it is then possible to increase the chances of achieving a future pregnancy, by in vitro maturation of immature follicles taken from the ovarian tissue and then vitrification of the resulting oocytes (Huang et al, 2008). After puberty, hormonal induction of in vivo follicle maturation can be done to retrieve by mature oocytes by transvaginal aspiration and  preserve these by vitrification. However, this is not practiced below age 18 and in addition cancer patients may sometimes not have the time to receive hormonal ovarian stimulation before starting the anticancer treatment or such stimulation may be contraindicated. In this cases again, obtaining immature oocytes from ovarian tissue and freezing them by vitrification, preferably after in vitro maturation, is the only course of action.  Adult women have the option of preserving by vitrification in vivo matured oocytes (after hormonal stimulation), or may chose to have an IVF with sperm of a male partner and then freeze the embryos. 

The ethical aspects of these different modalities need to be considered while respecting human rights and fundamental freedoms, and the bioethics principles of free informed consent, autonomy of choice, beneficence and avoiding harm.

While cryopreservation of oocytes appears scientifically feasible, there is not yet enough large scale experience to establish the precise efficacy for ultimately achieving pregnancy by these fertility preserving procedures. The question then arises of whether this is a research area or already a potential treatment. If it is research, does it justify the taking of oocytes? (which in Israel is permitted only for women undergoing IVF).  Oktay et al (2008) have argued that the most noble use of fertility preservation for patients facing cancer treatment-induced premature ovarian failure and sterility. Advances in cancer therapy have improved the long-term survival rates of young women suffering from malignancies, and makes it important to insure quality of life after the cancer treatment. Preservation of fertility contributes without doubt to the future quality of life. Although one cannot guaranty that ulterior pregnancy will be achieved, the whole procedure can be considered as a treatment. On the other hand, experimentation on freezing donated oocytes (which could be used also fresh without freezing) is less justified, although one may argue that it would allow to make banks of donated oocytes and thereby relieve the present shortage which forces many women desiring a child to receive oocyte donation abroad. Offering cryopreservation for social motives, such as delaying the moment of reproduction for convenience reasons is a much more controversial issue and may not justify the risks inherent in all IVF technologies. Thus, in all cases, the direct and indirect benefit for the patient, including his ability to function as a parent in the future, must be weighed against any possible harm that may ensue from the procedure in its different phases. 

Among specific recommendations made, some are general to patients of all age, and some address the problems of minors (see below).

I. For patients about to undergo medical treatments that are likely to cause sterility

It is considered a duty of the treating physician, responsible for the treatment of a cancer or other disease when this treatment threatens fertility, to alert and inform the patient about the possibility of fertility preservation. Failure to inform may cause even a live-saving treatment to be later considered as a "sterilization" and a lack of respect for the patient's human rights. On the other hand it is essential not to delay the treatment for the life-threatening or severe present disease (treatment which may cause sterility). Giving the best medication or treatment available for cancer must come in the first place, and measures to be taken for fertility preservation must be subordinate. The physician treating the present disease should be responsible for the treatment as a whole and he will approve in writing all procedures (including the possibility of hormonal treatments) that will be done in order to preserve fertility as proposed by obstetrics and gynecology fertility specialists. The principles guiding the physician must be: a) better a life without fertility than loss of life, b) the treatment must be optimal but if possible take into account the preservation of fertility.

Specialized IVF units in hospitals and medical centers will receive an authorization to carry out the different phases of fertility preservation: taking oocytes or ovarian tissue, in vitro maturation, freezing or vitrification with appropriate equipment, conservation of the frozen samples and the eventual future use of the oocytes for fertilization and implantation of the IVF embryos to initiate pregnancy. The same unit will be responsible for the whole procedure, keep exact records in order to allow evaluation of the efficacy and also allow cooperating with other IVF units if necessary. Just and equitable access to these IVF services for fertility preservation should be enforced. 

Patients should receive counseling on the risks to fertility caused by the treatment against their present disease (e.g. cancer, autoimmune disease or prevention of transplant rejection). Counseling will also ensure free informed consent, without pressure from the family or social environment. It is recognized that the patient's parents may have themselves desires regarding having or not having grand-children from the patient, and conflict should be avoided or resolved eventually with the help of clinical psychologists or social workers. The cost of the fertility preservation procedure should not be a cause of pressure on the patient's decision, and should be covered by state medical insurance.

II. Special considerations for patients who are minors.

All procedures must be done in respect of the protection of minors as stipulated by law. The information will be given to the parents or legal responsible. It is recommend that the minor will also receive counseling, which should be adapted to the age of the patient. Different options for fertility preservation should be presented according to age (below 7, from 7 to 14, from 14 to 18) and participation of the minor in the decision of which procedure to adopt should be sought after as much as possible. In the consent giving process, the child's best interest should be the guiding principle. 

III. The option of oocyte fertilization for fertility preservation.

If the patient is married or has a partner, it may be preferable to freeze fertilized oocytes since there is more experience with embryo freezing than with oocyte vitrification. 

For patients over the age of 18, this option can be considered, but if the medico-scientific evidence continues to indicate that vitrification of unfertilized oocytes is efficient, this should be the preferred option since it leaves all possibilities open for a decision to be made after the patient recovers from her present disease and decides what to do.

For minors, the option of storing fertilized oocytes should not be presented. In most cases for young girls below 18, will be ovarian biopsy, in vitro maturation of oocytes and their storage by vitrification. 

IV. Fate of stored oocytes in case the patient does not survive her present disease.

Thought should be given to the disposal of stored frozen oocytes. For deceased minors, no use of the oocytes should be allowed for reproductive purposes. The parents have no legal position entitling them to use the oocytes unless otherwise decided by a court of law.

If the deceased was married, there is at present no legal option for the husband to ask for a surrogate mother to give birth, since surrogacy in Israel is permitted only within a couple. This legal situation may change in the future, in particular for such painful cases.  

Donation of oocytes for medical research, with informed consent, should be considered in the framework of the law on oocyte donation (still in preparation in the Israeli parliament).

V. Fertility preservation for age-related conditions

There are request from women who cannot fulfill at present their reproductive projects and fear that they will lose fertility due to age (around age 40). Considering the existence of the technology for fertility preservation, such as oocyte vitrification, the question arises of whether such applications are ethically justified. The present IVF guidelines permit taking oocytes only in women with fertility problems and the question is whether aging is to be considered as fertility problem. The question of the age limit must also be considered. IVF with the women's own eggs is done in Israel until age 45, whereas IVF with oocyte donation is practiced up to age 51 but only for patients with medical disorders causing infertility. The eventuality to consider women who cannot have children now for a variety of age-related reasons (have not found a partner yet or have other objective obstacles preventing them from having a child now) is still being discussed. It is considered that such use of the technology may be permitted if a national board comprising a physician, a clinical psychologist, a social worker and a bioethicist, considers the request as objectively receivable. This should not become a social trend and the risks to the women and future child (due to mother's age for example), as well as costs to society must be carefully weighed.
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EUROPEAN COMMISSION / COMMISSION EUROPEENNE
Consultation on the 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.

A public consultation document along this line is published and can be downloaded at:

http://ec.europa.eu/enterprise/pharmaceuticals/clinicaltrials/clinicaltrials_en.htm

The direct link is:

http://ec.europa.eu/enterprise/pharmaceuticals/clinicaltrials/docs/2009_10_09_public-consultation-paper.pdf

Responses are sent preferably by e-mail to entr-pharmaceuticals@ec.europa.eu, or by post to Unit ENTR/F/2, BREY 10/114, BE-1049 Brussels.

Interested parties are invited to comment by 8 January 2010.

Consultation on the legal framework for the fundamental right to protection of personal data

The Commission, in collaboration with the representatives of the EU Data Protection Agencies (Art. 29-working Group), has recently launched a public Consultation on the legal framework for the fundamental right to protection of personal data. The objective of the consultation is to obtain views on the new challenges for personal data protection in order to maintain an effective and comprehensive legal framework to protect individual’s personal data within the EU. The questions to be replied are: 

· Please give us your views on the new challenges for personal data protection, in particular in the light of new technologies and globalisation 

· In your views, the current legal framework meets these challenges? 

· What future action would be needed to address the identified challenges? 

Contribution can be submitted via:

http://ec.europa.eu/justice_home/news/consulting_public/news_consulting_0003_en.htm

Interested parties are invited to comment by 31 December 2009.

Call for research proposals on the role of Ethics under EU policy and law 

The Commission has opened a new call for proposals under the Framework Programme 7 Science in Society Programme, regarding the role of Ethics under EU policy and law. Proposals should address issue such as the possible divergence or convergence of ethical standards among various regions in the world, the type of ethical 'expertise' that is needed for the development of public policies, and how this expertise should be governed - by ethical committees or otherwise?

The call identifier is: 

FP7-SCIENCE-IN-SOCIETY-2010-1

The topics are:

SiS-2010-1.1.1-1 The role of Ethics under EU policy and law: the EU as a global actor.

SiS-2010-1.1.1-2 The role of Ethics under EU policy and law: EU policy in the making

Date of publication: Thursday 30 July 2009

Deadline for the submission of proposals: Thursday 21 January 2010 at 17.00.00, Brussels local time.

Activities of the European Group on Ethics of science and new technologies (EGE) –May/November 2009.

On May 28, 2008 President José Manuel Barroso asked the European Group on Ethics of science and new technologies (EGE) to issue an Opinion on the ethical, legal and social implications that may derive from synthetic biology. Activities aimed to finalise this Opinion (to be adopted on November 18, 2009) included :

A working meeting for the adoption of the Opinion text took place in Brussels on October 20-21. Under the auspices of the Swedish Presidency, the EGE, the Swedish Council on Medical Ethics (SMER), the Forum of the National Ethics Councils (NEC Forum; clustering the Chairs of the EU 27 NECs) met in Stockholm on 15-18 September 2009. Under the auspices of the Czech Presidency, the EGE, the Czech Bioethical Commission of the Research and Development Council (CZ NEC), the Forum of the National Ethics Councils (NEC Forum; clustering the Chairs of the EU 27 NECs) met in Prague on 3-4 June 2009. The EGE organized a public Roundtable on 19 May 2009 to promote a open dialogue between parties representing different stakeholders groups dealing with synthetic biology. The debate was very open and vivid. Around 70 participants attended, including experts of the field, members of the National Ethics Councils (EU 27 Member States), farmer associations, consumer organisations, coordinators of European Union funded projects on synthetic biology (SB), environment protection organisations, academics, religious groups, industries, NGOs, etc. 

In its Opinion the EGE will point out a number of specific recommendations on synthetic biology, namely, inter alia: Safety; Environmental applications; Energy and sustainable chemical industry; Biomedicine and biopharmaceutical applications; Biosecurity; prevention of bioterrorism and dual use; Governance; Patenting and common heritage; Trade and global justice; Science and society aspects; Research. 

Activities of the Bureau of European Policy Advisors (BEPA) on Ethics of science and new technologies (EGE) –May/November 2009
The 9th meeting of the European Commission inter-service platform on ethics and EU policy  took place on September 22, 2009. 13 Commission services attended the meeting (RTD, INFOSO, JRC, AGRI, ENV, TRADE, SANCO, EMPL, ENTR, BEPA, SG, JLS). The following services presented ongoing activities in the fields of ethics: DG RTD: Ongoing Activities of the Council of Europe (Clinical Trials and Genetic Testing) where the EC is involved; DG ENTR: Ethics and EU Security Activity (policy actions in DG ENTR and research activities in FP7); DG RTD: The forthcoming 2nd Nano Implementation Report 2007-2009 (the societal aspects) to the Council and the EP; BEPA: forthcoming EGE Opinion on synthetic biology.

Following the agreement taken at the  first meeting of the EC international dialogue on bioethics –EC IDB, February 19 2009), organised by the European Commission (BEPA) at the request of the European Group on Ethics of science and new technologies (EGE) and in agreement with the EC President, an open web-portal has been published by the Commission in October 2009 . The above web page publishes, inter alia, EC ICD reports, speeches and materials presented at the event, relevant materials, and hyperlink between the National Ethics Councils of the 42 Countries involved in this initiative. The International Dialogue aims to facilitate information sharing and open dialogue in the field of bioethics between European and non-European National Ethics Councils (NECs). The second EC ICD meeting will be hosted by the Rotation Council Presidency of the EU (Spain) and will take place in Madrid the first week of March 2010 (in conjunction with the 15th Forum of National Ethics Councils).

WHO / OMS
The Ethics and Health Team is part of WHO's Department of Ethics, Equity, Trade and Human Rights. As of 1st October 2009, the department is headed by a new Director, Dr Rüdiger Krech from Germany. 

Our main current projects and activities are the following:

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/
The next Global Summit will take place 26-27 July, 2010 in Singapore 

(see: http://www.bioethics-singapore.org/ )

WHO Global Network of Collaborating Centers for Bioethics
On 19 April 2009, in a meeting hosted by the University of Chile, the WHO Global Network of Collaborating Centers for Bioethics was formally launched. So far, 6 institutions are part of the network:

Joint Center for Bioethics, University of Toronto, Canada 
Centro Interdisciplinario de Estudios in Bioética, Santiago de Chile 
University of Miami Ethics Programs, Miami, USA 
Espace éthique AP-HP, Paris, France 
Institute of Biomedical Ethics, University of Zurich, Switzerland

Centre for Philosophy and Public Ethics, Australian National University, Canberra, Australia

The Network will support the WHO Secretariat to implement its mandated work in the field of ethics and health. It will focus its collaborative activity in three key domains: public health ethics, research ethics, and clinical ethics.

WHO Taskforce on ethical issues in Tuberculosis
Tuberculosis (TB) prevention, care and control 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. 
in 2008, the Ethics and Health Team and the Stop TB Department jointly established a taskforce on Ethics & TB that will guide WHO and its Member States on how to address the ethical issues that arise in TB programs.  The goal is to develop a document "WHO guidance on ethical issues in TB care and control."
The taskforce gathered for its 1st meeting in December 2009 at the Joint Centre for Bioethics of the University of Toronto, a WHO Collaborating Centre for Bioethics. For this meeting, four background documents were produced, covering the topics of diagnosis and treatment, obligations and rights of health care workers, patients and communities, public health measures and research.  
A 2nd meeting of the Task Force occurred 26-28 August 2009 at WHO in Geneva, with a view to developing a guidance document for TB programs. A draft guidance document was reviewed in a consultation which took place 15 October 2009 in Geneva. Further drafts will be presented at several meetings in the coming months in order to help finalize the 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 H1N1 2009 Influenza
In view of the ongoing Pandemic H1N1 2009 Influenza, WHO's Ethics and Health team continues its work to address the wide range of challenging ethical issues raised by pandemic preparedness and response. The WHO guidance document "Ethical considerations in developing a public health response to pandemic influenza", published in 2007, is a widely used framework for addressing ethical considerations. Available at:
http://www.who.int/csr/resources/publications/WHO_CDS_EPR_GIP_2007_2c.pdf 

The four discussion papers, which had laid the foundation of this guidance document, have also been published and are available at:
http://www.who.int/csr/resources/publications/cds_flu_ethics_5web.pdf
They provide an in-depth analysis of many ethical questions arising in pandemics.

Research Ethics in International Epidemic Response
In response to the request for additional guidance, WHO's Global Influenza Programme and the Ethics and Health Team jointly convened a technical consultation on “Research Ethics in International Epidemic Response”, which took place in Geneva, 10-11 June 2009.This meeting brought together experts of international organizations, government agencies and ministries, professional medical associations, academic and research institutions, as well as staff of various WHO departments and Regional Offices, to 
· identify and elucidate the ethical issues related to public health research and related activities during infectious disease outbreaks, 
· provide WHO with urgently-needed guidance in this area, with specific focus on the question of whether and how prospective ethical review should take place for these activities, and 
· provide practical guidance to public health practitioners and researchers in the field. 
The discussion occurred in the context of the current influenza A(H1N1) event (which was declared a “pandemic” on 11 June 2009, the second day of the meeting), but it was noted during the meeting that the suggestions and approaches developed by the group could be extended to other infectious disease emergencies as well. The outcomes of the meeting will soon be available.

Manual for Research Ethics Committees
Following the implementation of several training activities in Africa, the ethics and health team published a manual on "Basic concepts for capacity building for research ethics committees." This manual describes basic concepts, including ethical analysis, risk/benefit evaluation, confidentiality and the informed-consent process, along with the role of the research ethics committee, the organization of a training programme and the issue of financial conflicts of interest. It is available in both English and French, the Spanish version will be published soon:

http://www.who.int/eth/Ethics_basic_concepts_ENG.pdf
http://www.who.int/eth/Ethics_basic_concepts_FR.pdf
Coordination between regulatory authorities and research ethics committees
The Ethics and Health Team has been working with the WHO department of Immunization, Vaccines and Biologicals on modalities to improve the coordination between ethics review of vaccine trials and regulations of new vaccines at national level. Two regional networks of countries are part of this project, one in Africa and another one in Asia. In September 2009, two regional meetings took place in Abuja Nigeria, and Bangkok, Thailand; concrete recommendations were formulated to ensure that effective mechanisms of ethics review and regulations are in place in countries.
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Third Act

on the Amendment of the Laws Governing Nursing Care

dated July 29th, 2009


		The Bundestag has adopted the following Act:


Article 1

Amendment of the Civil Code 

The Civil Code (Bürgerliches Gesetzbuch, BGB), in the version promulgated on January 2nd, 2002 (Federal Law Gazette (BGBl.) I p. 42, 2909; 2003 I p. 738), last amended by Article 1 of the Act dated July 6th, 2009 (Federal Law Gazette (BGBl.) I p. 1696), is hereby amended as follows:


1.
The table of contents is amended at Section 1901a by the following:


“Section 1901a
Advance Medical Directive 

Section 1901 b
Consultation to Establish the Medical Will of the Patient

Section 1901c
Wishes in writing with regard to custodianship, enduring power of attorney.


2.
The following Sections 1901a and 1901b are inserted following Section 1901:


“Section 1901a


Advance Medical Directive

(1)
Should a person of full age, who is capable of consenting, determine in writing, for the contingency that he or she is not capable of consenting, which examinations of the state of his or her health, therapeutic treatments or operations he consents to or prohibits, such examinations, treatments or operations not being immediately pending at the time the person makes such determination (advance medical directive), his or her custodian shall express the wishes of the person under custodianship and shall ensure that they are complied with.  An advance medical directive may be revoked at any time.


(2)
Should no advance medical directive have been made, or should the stipulations made in an advance medical directive not correspond to the current situation in life of the person under custodianship, or his or her treatment situation, the custodian shall determine the treatment wishes, or the presumable will, of the person under custodianship, and shall decide on that basis whether or not to consent to medical measures as set out in paragraph 1 hereof, or to prohibit them.  The presumable will of the person under custodianship shall be determined based on specific indications.  In particular, prior statements made orally or in writing by the person under custodianship, his or her ethical or religious convictions and other personal moral concepts shall be taken into account.

(3)
Paragraphs 1 and 2 shall apply independently of the nature and stage that an illness of the person under custodianship has reached. 


(4)
No-one may be placed under obligation to set up an advance medical directive.  Setting up or submitting such an advance medical directive

		

		may not be made a pre-requisite for the conclusion of any contract.


(5)
Paragraphs 1 through 3 shall apply mutatis mutandis to authorised representatives.

Section 1901b


Consultation to 
Establish the Medical Will of the Patient

(1)
The treating physician shall review which medical measures are indicated with a view to the overall state of health of the person under custodianship and his or her medical prognosis.  The physician and the custodian shall consult with each other regarding the measure, taking account of the patient’s will as a basis for the decision to be taken pursuant to Section 1901a.

(2)
In determining the patient’s will pursuant to Section 1901a paragraph 1 or the wishes concerning his or her treatment or his or her presumable will pursuant to Section 1901a paragraph 2, close relatives and other persons whom the person under custodianship trusts shall be given the opportunity to be heard, provided that this is feasible without any substantial delay.


(3)
Paragraphs 1 and 2 shall apply mutatis mutandis to authorised representatives.”

3.
The section identified thus far as ‘Section 1901 a’ becomes Section 1901 c.


4.
Section 1904 is amended as follows:


“Section 1904


Approval of the
Guardianship Court in the Case of Medical Measures

(1)
Any consent by the guardian to the examination of the health of the person under guardianship, to therapeutic treatment or to operations requires the approval of the guardianship court if there is justified cause to assume that the person under guardianship risks dying as a result of the measure, or may suffer serious and longer-term damage to his or her health.  Failing such approval, the measure may be performed only if postponing it would entail danger.

(2)
Any refusal of consent, or revocation of consent, by the guardian to the examination of the health of the person under guardianship, to therapeutic treatment or to operations requires the approval of the guardianship court if the measure is indicated in medical terms and there is justified cause to assume that the person under guardianship risks dying as a result of the measure not being taken, or being aborted, or may suffer serious and longer-term damage to his or her health.  


(3)
The approval in accordance with paragraphs 1 and 2 shall be granted if the consent or refusal to consent, or the revocation of consent, corresponds to the will of the person under guardianship.
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		(4)
The approval provided for in paragraphs 1 and 2 hereof shall not be required if the guardian and the physician treating the patient concur in that the consent, the refusal of consent or the revocation of consent correspond to the will of the person under custodianship determined in accordance with Section 1901a.


(5)
Paragraphs 1 through 4 shall also apply to an authorised representative.  He or she may consent, refuse to consent or revoke consent to any of the measures set out in paragraph 1 sentence 1 or paragraph 2 only if the authorisation expressly provides for these measures and has been issued in writing.”

Article 2

Amendment
of the Law on Procedures in Disputes under Family Law and in Matters of Non-Contentious Litigation

The German Law on Procedures in Disputes under Family Law and in Matters of Non-Contentious Litigation (Gesetz über das Verfahren in Familiensachen und in den Angelegenheiten der freiwilligen Gerichtsbarkeit, FGG) dated December 17th, 2008 (Federal Law Gazette (BGBl.) I p. 2586, 2587), last amended by Article 4 paragraph 8 of the Act dated July 29th, 2009 (Federal Law Gazette (BGBl.) I p. 2258) is hereby amended as follows:


1.
The following paragraph 3 is added to Section 287:


“(3)
 Any court order based on the approval provided for by Section 1904 paragraph 2 of the German Civil Code shall enter into force at the earliest two weeks after the guardian or authorised representative, as well as the guardian ad litem, have been notified of said order.”

		

		2.
Section 298 is amended as follows:


“Section 298


Procedure in Cases Governed by
Section 1904 of the Civil Code (Bürgerliches Gesetzbuch, BGB)

(1)
The court may approve the consent of a guardian or of an authorised representative to an examination of the state of the health of the person under guardianship, a therapeutic treatment or operation (Section 1904 paragraph 1 of the German Civil Code) only if it has previously heard the party affected.  The court shall hear the other persons involved.  Should the party affected so demand, the court is to hear a person close to the party effected, provided that this is feasible without any substantial delay.


(2)
Prior to its approval pursuant to Section 1904 paragraph 2 of the German Civil Code, the court shall hear the other parties involved.


(3)
The appointment of a guardian ad litem shall always be required if the subject matter of the procedure is an approval pursuant to Section 1904 paragraph 2 of the German Civil Code.


(4)
Prior to such approval, a report by an expert is to be obtained.  The said expert shall not be the treating physician.”


Article 3

Entry into Force

This Act shall enter into force on September 1st, 2009.



		

		

		





The constitutional rights of the Bundesrat
have been observed.


The above Act is hereby signed into law.
It is to be promulgated in the Federal Law Gazette (Bundesgesetzblatt).


Berlin, July 29th, 2009


The Federal President (Der Bundespräsident)
Horst Köhler


The Federal Chancellor (Die Bundeskanzlerin)
Dr. Angela Merkel


The Federal Minister of Justice (Die Bundesministerin der Justiz)
Brigitte Zypries
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