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GEORGIA (2009)
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.
SWEDEN (2009)
· 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. 

FINLAND (2008)
The Government bill on biobanks is to be finalised by an expert working group.
LITHUANIA (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). 

PORTUGAL (2008)

PUBLICATIONS

“Biomedical Research - Ethical reflections”

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

EUROPEAN COMMISSION (2008)
Ethics activities in the European Commission's Framework Programme for Research

Ethics research funding

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

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

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

http://cordis.europa.eu/fp7/sis/
CANADA (2008)

National Standard for Research Ethics Boards Reviewing Clinical Trials 

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

RUSSIA (2007)

Russian Committee on Bioethics (RCB) under UNESCO Commission of the Russian Federation was established in April, 2006. 

RCB includes more than 30 well known bioethicists from Russian Academy of Science, Russian Academy of Medical Science, Russian Universities (physicians, biologists, philosophers and lawyers).
Since establishing RCB: 

- initiated activities on prolongation of validity of the Federal Law «On temporary ban of human cloning» from 2002, expiring in June, 2007;

- issued the statement regarding desirability for Russia to join to the Council of Europe’s “Convention on human rights and biomedicine” (with reservations regarding Art. 20, 2, ii). 
- proposed an expert assessment of the draft of the Additional Protocol to the Convention on Human Rights and Biomedicine concerning genetic testing;

- proposed opinion with regard to euthanasia, which was expressed in the corresponding statement.

LITHUANIA (2007)

The Eighth Global Forum on Bioethics in Research (GFBR 8), organized in cooperation with other partners in the Global Forum on Bioethics in Research, 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 be made on the ethical aspects of mental health research (More: http://www.mies.mf.vu.lt/gfbr/index.html). 
SERBIA (2007)
We can inform you that during two days in the June National committee for bioethics of UNESCO commission of Serbia and experts from CE had first bilateral meeting within the framework of the Cooperation Programme to Strengthen the Rule of Law (agenda of the meeting hereafter).
After meeting, our Committee had initiated through official letter to Ministry for Foreign Affairs of Serbia, to start with activities for ratification of Oviedo Convention in the Parliament of Serbia. Also, we expect that book with the lectures presented on Belgrade meeting will be finished till the end of the year. 
BOSNIA AND HERZEGOVINA (2006)
Drafting of Law of patient data protection within unique informatics system is underway, and it will be addendum of Law of random access to information in Federation of Bosnia and Herzegovina. By this Law it should be guaranteed privacy and protection of patient personal medical data, and define way and persons which have right to dispose with data, with precisely quoted purpose of disposing. The patient should be in heart of this Law. 
CYPRUS (2006)
The Cyprus national Bioethics Commette – established as an independent body through the adoption from the Republic of Cyprus of the The Bioethics (Establishment and Function of the National Committee) Law of 2001- is the authorized body for the bioethical review of biomedical research on human beings for the clinical trials on medicinal products for human use for clinical trials and medical research using medical devises.
The Cyprus National Bioethics Committee (CyNBC) has recently established two Research Ethics Committees (RECs) for the review of research projects in relation to (a) biomedical research, and (b) Clinical Trials on medicinal products. Each committee consists of nine members and they are to hold office for two years, which may be renewed for another two years. 

The Cyprus National Bioethics Committee has also adopted the “Operational Guidelines for Ethics Committees that Review Biomedical Research” (Regulation 175/2005), to form the basis of the guidelines to be followed by RECs in the execution of their duties.

For the training of members of the newly established RECs, a training seminar was organized in Nicosia, Cyprus from 10-12 November 2005 in co-operation with IALES, under the title “FACING THE NEW CHALLENGES OF REVIEWING BIOMEDICAL RESEARCH: Sharing experiences around the Mediterranean Sea”. Distinguished speakers from WHO, UNESCO, IALES, Council of Europe as well as from other organisations were invited and participated in the seminar.
EUROPEAN COMMISSION (2006)

At the European Commission many preparatory actions have been carried out in light of the start of the 7th Framework Programme (FP), running from 2007 to 2013. In the new FP more emphasis will be put on the fact that science is part of, and takes place in society. The FP will introduce the 'Science in Society' programme, which is a continuation of the FP6 'Science and Society' programme but with novelties. For example, there will be a stronger focus on globalisation issues and on the participation of civil society organisations in research activities. Reflecting the aim to increase synergies, the Ethics and Science Unit of DG RTD has been given a broader remit and as of 1 October 2006 is called the Governance and Ethics Unit. The new Unit is headed by Pēteris Zilgalvis, J.D. and is placed in Direction L: Science, Economy and Society. Besides the scope of activities already falling under ethics and governance, the new Unit will also work on issues surrounding conflicts and peace and on fundamental rights and citizenship. The first call for proposals for research on ethics is scheduled to be published in January 2007.

The Unit Governance and Ethics has several projects in its portfolio that focus on the exchange of information and of best practises. Recently it supported a networking workshop for researchers on ethics and governance in Riga, Latvia on 4 October 2006. It aimed to increase contacts and collaboration between researchers from the new Member States and experienced project coordinators from the European Commission. More structural cooperation activities include the Forum of National Ethics Councils (NEC Forum) and a new global forum on health research ethics to start in November 2006. The NEC Forum met for its 8th meeting in Helsinki on 21/22 September. The NEC Forum is an independent informal platform consisting of the chairpersons and the secretaries of the National Ethics Councils. In Helsinki it had a joint session with the European Group on Ethics (EGE) on nanotechnology. Other topics discussed were, inter alia, the past and future of the Helsinki Declaration on medical research involving human subjects, interaction between society and science and a study on NEC opinions. See also http://ec.europa.eu/research/science-society/page_en.cfm?id=3161. 
UNESCO(2006)
Universal Declaration on Bioethics and Human Rights

After several years of efforts dedicated to the elaboration of normative instruments, in 2006-2007, UNESCO’s action is focused on the dissemination and the implementation of the principles set forth in its Declarations adopted in the field of bioethics, in particular the recently adopted Universal Declaration on Bioethics and Human Rights (2005).  UNESCO started with the publication of the brochure of the Universal Declaration in Arabic, Chinese, English, French, Russian and Spanish, as well the realization of plasticised versions in a pocket format.  In order to make it available to a broad public, the Declarations has already been translated / is being translated into many national languages in cooperation with the relevant National Commissions for UNESCO – among others Bulgarian, Croatian, German, Japanese, Italian, Hungarian, Korean, Latvian, Macedonian, Norwegian, Persian, Portuguese, Thai, Vietnamese. 

Moreover, a booklet compiling all background documents – reports, draft texts, etc -  elaborated during the process should published before the end of 2006, thus providing an overview of the entire process and of the evolution of the text.  An article-by-article commentary of the Declaration will also be published in 2007.
WHO (2006)
Public Health Ethics
· Ethics and Health participates in policy development regarding the scaling-up of prevention, testing, treatment and care for HIV/AIDS patients, advising the HIV department on related ethical issues, notably in clinical care and research (including the standard of care) and equitable access to antiretroviral treatment. A case study entitled Equity and fair process in scaling up antiretroviral therapy: potentials and challenges in the United Republic of Tanzania, has been published in June 2006, in collaboration with the German Technical Cooperation (GTZ) and the Ministry of Health of Tanzania. Further work on developing and implementing a policy of equitable access to antiretroviral treatments is under way in the Democratic Republic of Congo, as well as collaboration towards the new WHO/UNAIDS Testing and Counselling policy and manual to be published by end 2006.
· A guidance document entitled "Basic Principles For Treatment and Psychosocial Support of Drug Dependent People Living with HIV/AIDS" which has been produced in collaboration with the Departments of HIV and Mental health/Substance abuse, is in print. Its purpose is to promote equitable access to high-quality HIV care for intravenous drug users, particularly those involved in drug treatment programmes or the criminal justice system. 

· In collaboration with WHO's department of Epidemic and Pandemic Alert and Response (EPR/CDS), the Ethics and Health team organized an international consultation "Addressing Ethical Issues in Influenza Pandemic Planning", which took place in Geneva on 24-25 October 2006. The aim is to provide guidance for Member States and other stakeholders on how to include ethical considerations in pandemic preparedness. Based on four working papers already discussed during a technical meeting in May, the discussion focussed on the following topics: 
- equitable access to treatment and prevention, 


- isolation, quarantine and social distancing


- obligations of health care workers to do service,


- international cooperation.

     Publication of WHO report and guiding principles is expected for the beginning of 2007. Regional      and national consultations are in planning.

· Ethics and Health is involved in an initiative to promote access to opioid drugs for palliative care in developing countries. The topics on the agenda include equity in access, informed consent, cultural perceptions and barriers, and end-of-life issues. A background paper on these issues is being prepared, which will lay the ground for an international consultation on this topic. 

Ethics of Research

· Based on the collaboration with the Initiative for Vaccine Research (IVR), Ethics and Health contributed to the last regional consultation on "Ethical Considerations related to the Provision of Care and Treatment in Vaccine Trials" which took place in St Petersburg in September 06. Follow up activities are being planed. This collaboration also includes the elaboration of guidance for the participation of adolescents in HIV vaccine trials. 
· In the context of NEBRA (Networking for Ethics on Biomedical Research in Africa)
 is finalizing a strategic plan for the strengthening of ethical review of research in Africa. This document is based on the results of a survey implemented in 15 African countries and discussed during last NEBRA plenary meeting held in Mali in July 2006. 

· Ethics and Health is part of three proposals submitted to EDCTP
, one of them is coordinated by the University of Neuchatel and will provide African countries with tools for distance learning in research ethics. The two other projects are aiming to support local research ethics committees in Nigeria and Gabon.
SLOVENIA (2005)
A DEBRA meeting is planned for the 1st and 2nd December 2005, entitled International Ethical Standards of Biomedical Research on Human Beings, in Ljubljana, in collaboration  with the Ministry of Higher Education, Science and Technology, the Slovenian Academy of Sciences and Arts and the National Medical Ethics Committee.
NORWAY (2005)
 
Act of 5 December 2003 No. 100 relating to the application of biotechnology in human medicine, etc
 
Please click on the link below:
http://odin.dep.no/hod/english/doc/legislation/acts/048051-990012/dok-bn.html
 
Other Topics Concerned: Reproductive Decision - Making, Embryo Research and Cloning, Human Genetics
 
 
UNITED KINGDOM (2005)

 
 
 
Human Tissue Act 
 
The Human Tissue Act - http://www.legislation.hmso.gov.uk/acts/acts2004/20040030.htm - 
received Royal Assent on 15 November 2004.  The Act covers the removal, retention and use of human organs and tissue from the deceased, and retention and use of such material from living patients, for health-related purposes such as transplantation and medical research. It includes provisions for consent as the underlying principle, for a regulatory framework and for penalties where consent is not obtained.  It applies in England, Wales and Northern Ireland, with the exception of a new offence of having human material with the intention of analysing its DNA without consent, which also applies in Scotland.  
 
The Act:
         provides a consistent legislative framework for issues relating to whole body donation, and the taking, storage and use of human organs and tissue
         makes consent the fundamental principle underpinning the lawful storage and use of human bodies, body parts, organs and tissue and the removal of material from the bodies of deceased persons
         sets up an over-arching authority (the Human Tissue Authority) to rationalise existing regulation of activities like transplantation and anatomical examination, and to introduce regulation of other activities like post mortem examinations, and the storage of human material for education, training and research
         achieves a balance between the rights and expectations of individuals and families, and broader considerations, such as the importance of research, education, training, pathology and public health surveillance to the population as a whole
 
Other Topics Concerned: Organ Transplantation
 
 
 
JAPAN (2005)

 

 
Establishment of Governmental Organizations to Address Bioethical Issues 
In order to examine bioethical issues, especially issues on cloning technology, and to make national policies for these issues, the Bioethics Committee was established in October 1997, as one of the standing committees of the Council of Science and Technology (CST) which was an advisory commission to the Prime Minister.  The Bioethics Committee was chaired by Dr. Hiroo Imura, one of the executive members of the CST, and consisted of sixteen experts in biological, medical and social sciences, ethics, law, philosophy and others selected from the academic and industrial communities.  There were three subcommittees under this committee, the Subcommittee on Clone Technology, the Subcommittee of Human Embryo Research and the Subcommittee on Human Genome Research.  In the past years, these subcommittees discussed specific issues, formulated some reports and made some decisions.  Based upon these outcomes, the Government took actions such as drafting of law or guidelines on bioethical matters.
In the course of the Central Governmental Reform, the CST and the Bioethics Committee have dissolved on 6 January 2001, and the Council for Science and Technology Policy (CSTP) was newly established in the Cabinet Office.  The CSTP, run under the prime minister’s leadership, acts as headquarters to formulate comprehensive science and technology (S&T) policy in Japan and to coordinate S&T policies formulated by ministries concerned, such as Ministry of Education, Culture, Sports, Science and Technology (MEXT), Ministry of Health, Labor, and Welfare (MHLW), Ministry of Agriculture, Forestry, and Fisheries (MAFF), Ministry of Economy, Trade and Industry (METI), etc. To address bioethical issues, the CSTP established the Expert Panel on Bioethics (EPB) as one of subcommittees in January 2001. The mission of the EPB is to discuss bioethical issues comprehensively that cannot be addressed by individual ministries such as MEXT and MHLW so that the CSTP can submit reports on bioethical issues consulted by ministries concerned and present its opinions on bioethical issues to ministries concerned. 
MEXT was established by uniting the Ministry of Education, Science, Sports and Culture and the Science and Technology Agency.  MEXT is responsible for enforcing ‘The Law Concerning Regulation Relating to Human Cloning Techniques and Other Similar Techniques’ and ethical guidelines in basic research. To discuss bioethical issues, the Bioethics and Biosafety Commission was set up under the Council for Science and Technology, which was newly established in MEXT as an advisory committee to the Minister.
The Guidelines for Human Genome Research
   The Subcommittee on Human Genome Research under the CST summarized ethical principles ‘Fundamental Principles of Research on the Human Genome,’ concerning research on the human genome in June 2000.  This document was established in order that research on the human genome might be conducted in an appropriate manner without violating human dignity and rights. Based upon these principles, guidelines for the human genome research, which regulates the human genome research in practice, were prepared and notified in collaboration with MEXT, MHLW and the METI in March 2001. 
 
The Guidelines for Epidemiological Research
  Epidemiological research involves the collection and utilization of information on vast numbers of individuals, and retention of that information for relatively long periods of time. Based upon these backgrounds, MEXT and MHLW examined ethical issues on epidemiological research in cooperation, aiming at establishment of guidelines.  For that purpose those two Ministries set up the Subcommittee, and according to the discussion of this Subcommittee, they notified ‘The Ethical Guidelines for Epidemiological Research’ in June 2002. 
 
 
The Ethical Guideline for Clinical Study
Clinical study is a general term of scientific study of which subject is human. Clinical studies play an important role in recent advancement in science and technology. Advances in medicine often depend on clinical studies. Whenever a clinical study is conducted, a consideration to the subject’s welfare and the individual’s best interest should outweigh any scientific or social benefit. Considering these circumstances, Ministry of Health, Labor, and Welfare (MHLW) has set up a subcommittee on which experts have discussed ethical issues to establish guidelines for clinical study. MHLW has developed the Ethical Guidelines in Clinical Studies based the discussions of the subcommittee. MHLW has notified the guidelines in July 2003. The guidelines have set forth the principles outlined for investigators and research support staff on the implementation of clinical studies.
 
Other Topics Concerned: Ethics Commission  / Competent Body / Advisory Organization
 

WHO (2005)

 
Research ethics
 
· WHO has been engaged for many years in numerous activities in the field of research ethics, running workshops for Research Ethics Committees, promulgating guidelines and standards (http://www.who.int/ethics/research/). Based on collaborations within WHO, Department of Ethics, Trade, Human Rights, and Health (ETH) contributes to a number of training activities.  With the Moroccan Association of Bioethics and UNESCO, WHO organized a training workshop on research ethics in Fez in June 2005, this meeting was also an opportunity to discuss different ethical issues such as the universal declaration on bioethics being prepared by UNESCO. A similar activity was held in Dakar Senegal in July 2005, with participants from 10 African countries. Tree workshops have been held in China jointly with the Harvard School of Public Health. Training activities are planed for 2006 based on the collaboration of ETH with WHO's Department Initiative for research in vaccines (IVR) and WHO's research ethics committee (ERC). A project concerning distance learning is being prepared; training workshops and seminars will take place in Cyprus and Rumania, during the next months. 
· ETH is part of the Steering Committee of the Global Forum for Bioethics in Research. The last forum hosted in Blantyre, Malawi, in March 2005, was an occasion for 120 participants, most of them from developing countries, to discuss the issue of post-trial obligations of researchers and sponsors. The next forum is schedule on 17th and 19th February 2006 in Karachi, Pakistan. More information is available at: http://www.gfbronline.com/. 
· ETH is partner in NEBRA (Networking for Ethics on Biomedical Research in Africa) collaborating with a group of African and European institutions. This project, funded by the European Commission (6th Framework programme - Science and Society), started in February 2005. After the 1st plenary meeting hosted by MRC-Gambia in Banjul in April 2005, the pilot phase of the survey was implemented, preliminary results will be presented during the second plenary meeting scheduled on 31st October and 1st November 2005 in Cotonou, Benin, at which time a long term strategy will be elaborated as a basis for future activities in the 15 countries involved. 

  
FRANCE (2004)

 
GENERAL PRESENTATION 
OF THE BIOETHICS LAW OF 6 AUGUST 2004
 
Law No. 2004-800 of 6 August 2004 concerning bioethics is the outcome of a text examined in a first reading by the Assembly in January 2002 which, after a change in Government, was taken up again with some adaptations but without modification of its general organisation in the Senate at the start of 2003. The text was then examined at second reading by the National Assembly at the end of 2003 and finally by the Senate in July 2004.
 
The law henceforth establishes the term “bioethics” in its title itself, but does not challenge the main principles stated by the founding laws of 1994: requirement for free and informed consent, no property in the human body, free and anonymous donation and the requirement of health safety. 
 
The main points touched on by the law are the following (in the order of the adoption of articles by the legislator):
 
1 – To affirm the place of ethical reflection
The National Consultative Bioethics Committee for health and life sciences (CCNE) is confirmed as an independent authority; fora for ethical reflection are created at regional level. 
 
2 – Creation of a Biomedical Agency
A Biomedical Agency, which will henceforth integrate the tasks of the French Transplant Agency (FTA) will, besides the tasks formerly allotted to the FTA, have competence in the fields of reproduction, embryology and human genetics, for which it will deliver the necessary authorisations and approvals. In all its fields of competence it will contribute to the elaboration of regulations and recommendations. In particular, it is tasked with authorising research protocols using embryonic cells (see below). The composition of the advisory council (“conseil d’orientation”) gives a place to civil society in this eminently ethical field.
 
3 – Examination of people’s characteristics
The principal ethical issue of genetic medicine, concerning the problem of discrimination because of genetic characteristics (in the fields of employment and insurance) was dealt with by the law on the rights of patients of 4 March 2002. The bioethics law focuses on provisions reinforcing means of consent and information for the person concerning those examinations and deals with the question of identification by genetic fingerprinting post-mortem in the framework of a judicial procedure.
 
Moreover, after long debates, a provision was introduced concerning information for the family in the case of a serious genetic illness detected in a person, if preventative or treatment measures can be proposed. One part was finally retained, that the person concerned by the diagnosis shall be informed by the doctor of the risks that the family may incur if not informed; the liability of the doctor is limited to giving that information in writing and counter-signed (attestée). On the other hand, the liability of a person who does not implement the provision of information to the family in this framework is not addressed. Furthermore, the person is offered recourse to the procedure for medical information of a familial character in which the Biomedical Agency takes charge of contacting the members of the family concerned.
 
4 – Donation and use of elements and products of the human body
The bioethical issues in this field concern health and safety on the one hand, and the protection and respect of the person on the other. Health and safety have been greatly taken into account in the 1994 law and reinforced by the law of 1/7/1998 concerning reinforcement of health surveillance and monitoring of the health safety of products destined for humans. The newly adopted law does not reconsider the main ethical principles of 1994 recalled above. On the other hand, it brings an administrative organisational change with the creation of a Biomedical Agency (see above). The other new things mainly bear on two points: the clarification of consent regimes and an enlarged field of living organ donors, whilst an effort to unify the regime for collections of biological samples is made in aid of scientific research.
 
 
5 – Redefinition of cellular and gene therapies
The bioethics law puts in place a legal framework which is clear, coherent and adapted to the technological and medical developments of this sector. Cells, which previously came under different legal regimes (regime for cell therapy products, for cells not destined for cell therapy, for cells of medullary origin) are regrouped into a single framework: that of cell products for therapeutic purposes which only contain cells of human origin. Furthermore, the status of a medicament is conferred on cell products of animal origin and on gene therapy products.
 
6 – Embryology and reproduction
It is on this subject that the most profound reforms by comparison with the law of 1994 occur and where the most conflictual questions are sited.
From the first reading in the Senate, after the change of Government, the Government requested the deletion of provisions concerning new techniques of medically assisted procreation as well as those concerning the post mortem transfer of embryos (provisions provided in the initial draft and adopted at Ist reading in the National Assembly).
The new things introduced during the Ist reading in the Senate and from then on adopted concern:
            a) definition of the prohibition of cloning for the purpose of reproduction (which is based henceforth on genetic identity and no longer on asexual reproduction) and the creation of a crime against the human species, a real innovation in French penal law and which in particular permits prosecution of an infraction committed outside national territory;
            b) the prohibition of cloning with therapeutic aims, differentiated from reproductive cloning, which taking into account the less grave ethical issues however constitutes an offence;
            c) a limited opening on embryo research by the adoption of a 5 year positive moratorium.
In conformity with the principle set in the Oviedo Convention, the plan establishes the prohibition of the creation of embryos for research purposes. As regards research possibilities, the initial draft already proposed only a limited and very controlled opening on supernumerary embryos where there was no parental project (research for medical purposes, no method of comparable effectiveness, express consent from the two members of the couple, protocols duly authorised by the Biomedical Agency). The adopted text limits the possibilities still further in enclosing them within a “positive” five year moratorium at the end of which it was agreed to reconsider the issue. Research remains strictly controlled.
Moreover, a transitional provision allows the Ministers responsible for health and for research, after the opinion of an ad hoc committee, from the time of adoption of the law and without waiting for the creation of the Biomedical Agency, to authorise research on imported embryonic stem cells in accordance with the principles provided for in the law;
            d) extensions of the indications for pre-implantation diagnosis (PID) and in particular its strictly controlled use for the benefit of a sick sibling (a measure called “cell donor baby”).
 
7 – Patentability of human genes and the partial transposition (Article 5) of Directive 98/44 of 6 July 1998
Ignored in the original draft of the law, the question of the patentability of human genes and the application of Article 5 of the Directive 98/44 of the legal protection of biotechnological inventions was the object of a very lively controversy in the National Assembly. The Government then proposed a transposition of the Directive responding both to Community requirements (patentability of genes or gene sequences isolated from the human body) and to ethical demands expressed by the national representatives (very narrow limitation on the scope of patent protection). This provision was adopted and judged in conformity with the requirements of Community law by the Constitutional Council. 
Furthermore, there is a reform of compulsory licenses (“licences d’office”) granted by the State in the interests of public health to perfect the general equilibrium desired by the Government as a barrier to the situations of quasi-monopoly that an extensive application of a gene patent can confer (cf Myriad Genetics).
 
****
The legislator of 2004, like that of 1994, has includes a revision of the law in five years. The implementation of the new provisions will now require about 25 implementing regulations (“décrets d’application”).
 
 
Other Topics Concerned: Human Genetics, Embryo Research and Cloning, Biopatents 
 
 
REFORM OF THE FRENCH LEGAL PROVISIONS ON THE SUPERVISION OF BIOMEDICAL RESEARCH
 
Transposition of Directive 2001/20 of 4 April 2001 concerning clinical trials of medicaments
 
 
In Chapter IV, the law of 9 August 2004 concerning public health policy carries out a reform of the whole regime concerning biomedical research in order to, on the one hand, transpose Directive 2001/20 of 4 April 2001 concerning clinical trials of medicaments which  harmonises legislation at European level for clinical trials of medicines and facilitates carrying out multicentre international trials; and on the other hand, to adapt the provision dating from the law No. 88-1138 of 20 December 1988 (“Huriet-Sérusclat law”) to that development. In this way, the whole of biomedical research is subject to the new regime arising from the European Directive.
 
Objective: to promote the development of research while reinforcing the protection of people
 
1 – Protection of people: reinforcement of the role of the competent authority and the committees protecting people.
 
In order to reinforce the protection of participants, the law of 9 August 2004
            -           substitutes, for the complex distinction between research “with or without individual benefit” the delicate assessment by the committee for the protection of participants
of the “risk-benefit” balance, i.e. the evaluation for each research project of, on the one hand, the foreseeable risks and consequences, and on the other hand the expected benefit for the person or the public health interest.
            -           replaces the declaratory regime with a regime of prior authorisation by the competent authority (article 42- L. 1121-4).
            -           henceforth establish the necessity, for the carrying out of biomedical research, of a mandatory favourable opinion by the committee for the protection of persons, whose scope of activities are enlarged in order to allow better appreciation of the reality of the risks incurred by the participants (article 44- L. 1123-7).
 
2 – Participation of users and transparency
 
Two important new provisions in particular were introduced in the course of debates concerning:
            -           the participation of patient representatives or users of the health system within the committees for the protection of persons (article 44- L  .1123-2)
            -           the access of associations to relevant elements of the protocol appearing in a national database (article 42- L.1121-15).
 
3 – Adaptation of the conditions of participation and of consent of vulnerable persons to biomedical research.
 
The project specifies and harmonises the conditions of participation in research of vulnerable persons, maintaining strongly protective provisions for these people (article 42- L.1121-4; L.1121-6; L.1121-7; L.1121-8).
 
4 – A specific procedure for assessment of current treatments 
 
In the course of debates a specific supervision provision was introduced intended to encourage research aiming to assess treatments which are already in common use (article 42- L.1121-1).
 
 
 
GERMANY (2004)

 
Germany’s report to the CDBI 10/2004 on the 12th Law Amending the Drug Law (12. AMG-Novelle)
 
            The German Drug Law (Arzneimittelgesetz - AMG) lays down the regulatory requirements for the quality, safety and efficacy of drugs. It serves to guarantee the provision of both people and animals with a supply of safe drugs. The AMG covers, inter alia, the development, production and licensing of drugs; furthermore drug information, distribution, risk assessment and reporting, and monitoring.
 
            Taking effect this August 2004, the current 12th Amending Law is intended to further improve drug safety and essentially includes the amendments necessary to implement European Community legislation (Directive 2001/20/EC1) governing clinical trials of medicinal products in human subjects. 
 
            This piece of legislation harmonises and optimises the framework conditions for clinical research and the development of new and improved medicinal products in the European Union (EU). This eases the conduct of national and transnational multi-centre trials in the EU. 
 
            The amendments of the German law relate, specifically, to the procedures for involving ethics committees and the competent higher Federal authorities as well as provisions on the conduct of clinical trials of pharmaceuticals in minors. 
 
Procedure involving the ethics committees and requirements for licensing by higher Federal authorities (section 42)
 
            Also under the law in force so far, an independent ethics committee had to evaluate the clinical trial of a medicinal product in humans before it was allowed to commence. If the committee failed to arrive at a favourable opinion, the clinical trial was allowed to commence nevertheless as long as the competent higher Federal authority did not make a decision to the contrary within a period of sixty days. Henceforth, it will be mandatory to obtain the favourable opinion of the competent ethics committee prior to the commencement of the clinical trial. Concerning the (additionally) required official authorisation, an implicit authorisation is the standard in most cases, whereas for certain pharmacological substances, (among them somatic cell therapeutics, xenogenic cell therapeutics, gene transfer drugs, drugs containing GMO or biological products), explicit authorisation needs to be obtained. Moreover, the Amending Law requires the competent higher Federal authorities (Federal Institute for Drugs and Medical Devices - BfArM - and the Paul Ehrlich Institute) to share with the ethics committees information about other clinical trials that might be relevant for assessment; such as information about discontinued trials. 
Additional procedural rules are detailed in an Ordinance issued in respect of the Law. 
 
Clinical trials on children (section 40 (4), section 41(2) and on adults who are incapable of giving their consent (section 41(3)
 
            For the sake of improving the safety of drugs administered to children, the current provision that made the admissibility of therapy studies conditional on a potential individual benefit for the affected person, has been amended. Now, where children are ill, a so-called “group benefit” will suffice, which means that the affected child must belong to a group of patients suffering from the same disease which is expected to respond to the pharmaceutical involved. Moreover, the planned research must be absolutely essential. Consent must reflect the presumed wish of the minor. Equally, any refusal to participate, whether explicitly stated or otherwise, must be considered. By the same token, children may only be subjected to additional examinations if they involve minimal risks or stress. In this context, the German legislator has adopted the definitions of “minimal risk” and “minimal burden” from the Additional Protocol to the Council of Europe’s Convention on Human Rights and Biomedicine, on Biomedical Research. 
 
            The testing of diagnostic or prophylactic agents (incl. vaccinations) in healthy children continues to be conditional on a potential individual benefit for the child involved (section 40 (4)).
 
            In line with Directive 2001/20/EC, clinical trials on adult individuals who are unable to consent are also contingent on a potential therapeutic benefit for the trial subjects. Moreover, the research must directly relate to a life-threatening or severely debilitating clinical condition.
 
            The amended Drug Law makes the conduct of clinical trials in the foregoing groups subject to a series of requirements that are tiered according to the identified degree of vulnerability and need for protection of the various groups concerned and the cause for using the drug. These provisions take account of Directive 2001/20/EC and, beyond that, the more stringent requirements of the Council of Europe’s Research Protocol. The first tier includes adults who are unable to consent and minors in whom the clinical trials serve to treat a disease. The next tier involves healthy minors, on whom clinical trials of diagnostic and preventative means are only permitted if they have the potential to produce a benefit for these persons, and those incapacitated adults with whom the potential benefit for the individual concerned and “minimal burdens and other foreseeable risks” are admissibility requirements. The most stringent requirement (only in case of “minimal risk” and “minimal burden”) applies to minors, in whom therapeutic agents are to be tested invoking group benefit. 
 
More new provisions governing clinical trials in the 12th Law Amending the Drug Law
 
            The amendment discards what had been a strict requirement until now, the doctor’s prerogative. While it makes clear that the investigator must, as a rule, be a physician, in well-founded exceptional instances, however, another professional with corresponding qualifications can act as an investigator (section 4 (25)). The information and medical care of the subjects continues to be the prerogative of a doctor, as dental examinations continue to be that of a dentist. 
 
            Against the background of the hitherto poor inclusion of women into clinical trials, the requirements for the documentation to be submitted stipulate that clinical trials must include an appropriate number of female subjects to allow the identification of gender-specific differences (section 42 (3)).
 
LITHUANIA (2004)

 
 
With the implementation of the EU Directive on Good Clinical Practice (2001/20 EC) the system of ethical review of biomedical research as well as the Law on Ethics of Biomedical Research have been amended. One of the amendments provides for a renewed definition of principal investigator. The law has also been amended with the provision that clinical trials shall be regulated by a specific order issued by the Ministry of Health. As a consequence the Health Care Ministry decree on the Implementation of the Rules of Good Clinical Practice came into force in 11 May 2004. This legal document enforces the basic principals of the Directive 2001/20 EC. The most significant change in the system of issuing approvals to conduct biomedical research was the fact that the right to issue approvals to conduct research on medicinal products was assigned to the State Drug Control Agency after a positive opinion was given by relevant Research Ethics Committee. (Before May 2004 the approvals to conduct clinical research of medicinal products were issued by relevant Research Ethics Committee upon a recommendation of the State Drug Control Agency).  
 

 

 
 
GEORGIA (2004)

 Georgian Legislation Related to Bioethics 
Legislation of Georgia related to bioethics comprise texts which regulate various aspects of medicine/health care: rights of patients and research subjects (including vulnerable groups; such as minors, persons with mental disorders, patients with HIV/AIDS etc.), duties and responsibilities of health care professionals, human organ transplantation, assisted reproductive technologies etc.
Below in the table the list of laws (which are on different stages of preparation/adoption) related to bioethical issues are given. From these laws the Law of Georgia on Health Care is considered to be the framework law, which determines the priorities and sets out fundamental principles of the health care legislation of Georgia.
 
Table 1. Laws on the different stages of preparation/adoption (1995-2004)
 
	 
	BEFORE GOVERNMENT
	BEFORE PARLIAMENT
	ADOPTED
	LAST UPDATE

	The Law on Medical Activity
	 
	 
	2001 (08.06)
	2001 (26.10)

	The Law on the Rights of Patient
	 
	 
	2000 (05.05)
	 

	The Law on Human Organ Transplantation
	 
	 
	2000 (23.02)
	2002 (21.11)

	The Law on Protection and Promotion of Infant Natural Feeding 
	 
	 
	1999 (09.09)
	2000 (09.06)

	The Law on Health Care
	 
	 
	1997 (10.12)
	2003 (18.07)

	The Law on Drug and Pharmaceutical Activity
	 
	 
	1996 (25.12)
	2003 (8.05)

	The Law on Psychiatric Care
	 
	Since 2002  (New amendments)
	1995 (21.03)
	1999 (24.12)

	The law on HIV/AIDS Prevention
	 
	 
	1995 (21.03)
	2000 (08.11)

	The Law on Abortion
	 
	Since 2000
	 
	 

	The Law on Biomedical Research Involving Human Subjects
	 
	Since 2001
	 
	 

	The Law on Reproductive Health and Reproductive Rights
	2003
	 
	 
	 


 

Legislation Concerning Biomedical Research Involving Human Subjects 
There are three major documents serving the legal basis for biomedical research involving human subjects. These legal texts are:
         COE Convention on Human Rights and Biomedicine (Signed by Georgia in May 2000; Ratified by the Parliament in September 2002; Entered into force on 1 March, 2001);
         Law of Georgia on Health Care (Adopted by the Parliament of Georgia in December, 1997);
         Law of Georgia on Drug and Pharmaceutical Activity (Adopted by the Parliament of Georgia in 1995; Updated in 2001).
The draft of specific law on biomedical research –“Law on Biomedical Research Involving Human Subjects” (drafted in 1999-2000, submitted to the Government in 2000 and submitted to the parliament of Georgia by the President in 2002) will be the fourth and the most comprehensive document regulating research on human subject. Draft “Law on Biomedical Research Involving Human Subjects” has been reviewed by the expert appointed by the Council of Europe and updated according to the comments provided. Complete text of the draft law as it was submitted to the Parliament is given in the appendix 2 (on request).
Since the Convention on Human Rights and Biomedicine entered in force in Georgia it becomes the integral part of Georgian legislation, taking precedence over other laws and coming after the Constitution in the hierarchy of law. 
The law on Health Care includes separate chapter – Chapter XIX “Biomedical Research” (text of the Chapter is given in the appendix 3, on request), in which basic principles regulating biomedical research are set out. Particularly according to the above-mentioned law:
-          aims, objectives, methods and possible outcomes of the research should be specified in the research protocol; research should be carried out only within the frames of the research protocol;
-          research protocol should be reviewed by independent body and ethics committee;
-          risks and benefits of the research should be assessed; risk associated with the research should not be disproportional to the expected benefits;
-          research subject should be fully informed about the details of the research (objectives, methods, potential benefits, risks, alternatives etc.);
-          research should not be started without informed consent of the research subject;
-          research subject has the right to refuse to participate in the research or withdraw from the research at any time despite already given written informed consent.
The law also outlines general principles for the protection of incapable persons and minorities in the context of biomedical research.
The law on Drug and Pharmaceutical Activity sets out the rules for organizing drug trials including trials in clinical phase when human beings are involved in the research programme. It requires that ethics committee to be created at the institution where the trial is to be carried out. Interestingly, this law specifically mentions recommendations set out in WMA[1] Declaration of Helsinki to be the basis for conducting clinical trials on human beings. 
Although much has been done in building of the legal protection of the research subjects, many problems are remained to be addressed. Just to mention, no sanctions are yet introduced against violation of the rights of research subjects and infringement of the principles reflected in existing legislation on biomedical research. Also, existing ethics committees need be improved and the new system of research ethics committees is to be implemented. The draft regulation for the new system of research ethics committees has been already prepared. Its legitimisation will become possible after ratification of the Law on Biomedical Research Involving Human Subjects
 
Other Topics Concerned: Patients’ Rights, Ethics Commission / Competent Bodies / Advisory Organization, Organ Transplantation, Human Genetics, Reproductive Decision-Making 
 

LUXEMBOURG (2004)

 

Developments in the domain of bioethics in Luxembourg
 
1.      The Government has just approved a draft law concerning palliative care and assistance at the end of life, which will be now submitted to certain consultative bodies, before the continuation of the legislative procedure.

 

This draft establishes the right to palliative care, including the treatment of pain. It ensures the impunity of a doctor who, in the case of an incurable and terminal disease, renounces burdensome therapeutic treatments. It introduces the advance directive, under the terms of which any person can declare the intention not to receive life-prolonging treatment in the case that the person finds him/herself in a situation where he/she can no longer express him/herself and is affected by an incurable disease in the terminal phase. 

 

Finally, the draft put in place the necessary statutory basis for the implementation of the instruments indispensable for the payment for palliative care in the framework of the legislation applicable to social security. 
2.         A provisional draft law concerning biomedical research has been prepared by the Ministry of Health.
 
The tendency of this provisional draft is to require the submission for ministerial approval of all trials carried out on man in view of the development of biological and medical knowledge. It sets out the principles applicable to all research, notably in regard to scientific quality, the proportionality between risks and benefits, liability, financial guarantees as well as the procedure for information and consent. Finally it establishes the supplementary conditions of procedure and substance for particular situations (research in emergency clinical situations or during pregnancy or breastfeeding), as well as those to practice in regard to particularly vulnerable persons (those deprived of their liberty, minors, incapable adults).
 
The text repeats the provisions on the matter of the Oviedo Convention while anticipating those of the draft additional Protocol.
 
Other Topics Concerned: End of Life Decision-Making
 
  
DENMARK (2004)

Danish Legislation on Bio Banks
 An Act on self-determination of biological material donated in connection with examination or medical treatment entered into force 1 September 2004.
 
The basic aim of the bills is that the biological material must not be used for purposes other than those about which the patient / experiment person has been informed and which have expressly or tacitly been approved, or in the event of register research in which biological material is incorporated by having the committee system in certain research projects that do not cause any liability on the experiment person attend to his or her interests without obtaining any consent.
 
The central element in a re-arrangement is the opportunity of the patient to” back out” in relation to the Register for Application of Tissue with regard to non-treatment related application of donated biological material. Thus a patient may decide that biological material donated by that patient or which the patient has donated in connection with examination or treatment shall be applied only for examination or treatment of the person concerned and for purposes in immediate connection herewith. Such a decision must be recorded in the Register for Application of Tissue.
 
Hereby the patient is safeguarded against the application of donated biological material, for instance, for research or commercial purposes, as the health person responsible for storing the biological material will have to search for information in the register if a non-treatment related application of the biological material is contemplated.
 
This right to ”back out” in relation to the Register for Application of Tissue is supplemented with a right of destruction and a conditioned right to surrender of donated biological material. If a patient wishes that the donated biological material be destroyed, such wish shall – practically always – be fulfilled. If a patient wishes the donated biological material to be surrendered to him or her, the patient shall be able to show a special interest in this in order for the material to be surrendered.
 
Otherwise, the tissue donors have all the rights under the personal data act, e.g. the right to insight in information being processed and the right to be notified that information is being collected. In addition, the donor persons have all the rights and complaint opportunities under the act on the legal status of patients, act on central management of the public health service, etc., the act on patients' insurance, and the act on compensation for medicinal injuries. Thus the patient may complain to the Patients' Complaints Board of the National Health Service of the professional activities of health persons and raise issues on compensation for physical injury inflicted at a public hospital, etc., or compensation for medicinal injuries before the Patients' Insurance.
 
The new rules are only applying to biological material donated after the enactment of the bill, although the rules of the personal data act on processing of personal data should incorporate all established bio banks, i.e. also biobanks that were set up prior to the enactment of the new rules.
 
   
ICELAND (2003)

See the translated judgment of the Icelandic Supreme Court regarding the constitutionality of the Health Sector Database Act.
http://www.mannvernd.is/english/lawsuits/Icelandic_Supreme_Court_Verdict_151_2003.pdf
 
CANADA (2003)

 
Tri-Council Policy Statement : Ethical Conduct for Research Involving Humans
 
The Tri-Council is an association of three federal granting agencies.  The Councils will consider funding only to individuals and institutions which certify compliance with this policy regarding research involving human subjects.  This policy statement describes standards and procedures for governing research involving human subjects.  
 
The policy addresses the interdependent duties to research subjects that are shared by researchers, institutions and Research Ethics Boards. The policy also seeks to articulate ethical norms that transcend disciplinary boundaries. It reflects shared fundamental values that are expressed in the duties, rights and norms of those involved in research.  The policy seeks to harmonize the ethics review process.  It also seeks to avoid imposing one disciplinary perspective on others, while expressing the shared principles and wisdom of researchers in diverse fields. The policy updates some norms, while seeking to encourage continued reflection and thoughtful consensus around more contentious ethical issues.
 
The Policy is presently under review.  The consultation period ended September 30, 2003. 
 
 
  
EUROPEAN COMMISSION (2003)

 
The European Group on Ethics in Science and New Technologies to the European Commission (EGE) 
 
The EGE[2] is an independent, multidisciplinary and pluralist instance, composed of twelve members. Its role is to advise the Commission on how the ethical values of the European society can be taken into consideration in the scientific and technological development promoted by Community policies.

 
- ACTIVITIES  2003 -

 
Opinion nr. 17: "The Ethical aspects of clinical research in developing countries"  - February 4th, 2003
 

This Opinion aims at providing advise to the Commission on the ethical aspects of implementing EU-funded research activities in countries which culturally or economically differ from the West European context.

 

Clinical trials in developing countries (DCs) give rise to ethical questions linked to socio-economic inequalities, poverty and cultural diversity.  The EGE stresses that:

                                      the huge economic inequalities are the cause of most of the problems raised in this Opinion and that the private or public investigators who do their research in DCs have a moral duty to make a concrete contribution to overcome inequalities;
                                      the implementation of EU research programmes in DCs should be based on solidarity, in line with the Charter of Fundamental Rights.  Research activities involving human subjects cannot exclusively be assimilated to an economic activity subject to market rules. Health should be regarded as a public good rather than a commodity.

 

The general approach chosen in this Opinion is that the fundamental ethical rules applied to clinical trials in industrialised countries are to be applicable everywhere, namely :
- the principle of respect for human dignity and the principles of non-exploitation, non-discrimination and non-instrumentalisation,
- the principle of individual autonomy, entailing the giving of free and informed consent by each individual involved in a trial,
- the principle of justice and the principle of beneficence and non-maleficence, namely with regard to the improvement and protection of health,
- the principle of proportionality, between methods and aims of research.
The Group stresses that clinical research must have a specific interest for the host country and complies with its health priorities.
The Group underlined the importance of partnership stating that the involvement of local scientists from the host country at the very early stage of the planning and implementation of the research activities is crucial to develop a culture of collaboration which is different from charity help.
The evaluation both scientific and ethical of research protocol should involve local committees, or local independent experts. Where it is not possible to involve such an independent local representative in the evaluation, then no clinical trial should be implemented in the country.
Concerning the use of placebo in clinical trials, the use of placebos should be regulated in DCs in principle by the same rules as in European countries. Any exception must be justified and the justification clearly demonstrated in the research protocol submitted to the ethical committees and especially approved by the local committee.
In the context of cultural diversity, the Group emphasized that both the values and ethical principles of the funding agencies and of the host country have to be considered and in the case of conflicting views between parties, every effort should be made to negotiate solutions but without compromising the respect of fundamental ethical principles.
 
Opinion nr. 18:             "The Ethical aspects of Genetic testing in the work place" 
 
The Group is preparing this opinion, to be presented during the summer 2003.
 
Opinion  nr. 19 :           "The Ethical aspects of Cord Blood Banks"
 
The Group works on this opinion, to be finalised during the 1st semester 2004
 
 
   
LITHUANIA (2002)

 
 
This summary provides the information about the development of bioethics in Lithuania. It includes the description of the main institutions, projects and legal documents in the field of bioethics.

It should be stressed that Lithuania has recently ratified the Convention For The Protection Of Human Rights And Dignity Of The Human Being With Regard To The Application Of Biology And Medicine: Convention On Human Rights And Biomedicine together with its Additional Protocol on Prohibition of Human Cloning
 
A. institutions.
Lithuanian Bioethics Committee (www.sam.lt/bioetika) was established in the end of 1995 following the Law on the Lithuanian Health Care System in order to deal with the bioethical problems and to facilitate a general bioethics policy in the country. Committee consists of 17 members, half of them representing the field of biomedicine and the rest - non-medical areas (e.g., law, ethics, philosophy, psychology, theology, etc).  The first major area of the Lithuanian Bioethics Committee’s activities is the protection of patients' rights in the fields of biomedical research as well coordination of the ethical review of biomedical research protocols in Lithuania. This task has been facilitated by the Law on Ethics of Biomedical Research, which was passed in the Parliament in 2000. This law regulates the activities of Lithuanian bioethics committee, Regional biomedical research ethics committees (Kaunas regional biomedical research ethics committee was established in 2002), as well as provides the guidance on principles protecting the rights and dignity of research subjects. The second important task of the Committee is to inform and educate the biomedical community and general public about moral dilemmas arising in the context of new developments in modern biomedicine. As a consulting body LBEC also takes part in the process of health care legislation related with ethical issues. 
It is envisaged that ethical aspects of clinical practice in the health care institutions should be dealt with by Hospital ethics commissions. These commissions have been established following the Decree of Health Ministry issued in 1997. Lithuanian Bioethics Committee is responsible for the methodological support to both Research ethics committees and Hospital ethics commissions, for organizing workshops and conferences as well as translating, publishing and disseminating relevant material on biomedical ethics within the society and the biomedical community. 

Lithuanian Bioethics Committee has initiated publication of these books:

         Evans D., Evans M. Decent proposal: ethical review of clinical research. Vilnius: Charibdė, 1999. 

         Rogers A., Bousingen D. D. Bioethics in Europe. Vilnius: Kultūra, 2001.

         Wulff H, S. A. Pedersen, R. Rosenberg. Philosophy of Medicine. Vilnius: Charibdė, 2001.

         H. A. M. J. ten Have, R. H. J. Meulen, E. van Leewen, Medical Ethics.
 

Bioethics Association – is a nongovernmental organization, which deals with bioethics in Lithuania, was established in January 2000. It unites about 50 specialists working in different fields - biology, medicine, philosophy, theology, genetics and sociology - and lay people who are interested in bioethics.

Lithuanian Commission on Ethics of Use of Laboratory Animals under the State Food and Veterinary Service of the Republic of Lithuania is an advisory concerning the issue of protection of laboratory animals. It is responsible for the approval of biomedical research projects when laboratory animals are used.
 

B. international cooperation
Development of bioethics in Lithuania has been strongly supported Lithuanian Open Society Foundation as well as by the Council of Europe activities, for example DEBRA projects to develop research ethics committees in the countries of Central and Eastern Europe.

Lithuania has been involved in the international cooperation in the field of bioethics. Our country has been chosen as a host of UNESCO regional bioethics conference for Central and Eastern European countries to be held in the end of 2002. Lithuanian Bioethics Committee plays an active role in organizing this international event (http://www.unesco.lt/bioethics/conf.htm). 

 

XVIIth European Conference on Philosophy of Medicine and Health Care “European Integration - Philosophy and Ethics of Healthcare” will be organised by the European Society for Philosophy of Medicine and Health Care (ESPMH) in cooperation with the Lithuanian Bioethics Committee, the Department of Medical History and Ethics (Medical Faculty of Vilnius University), Lithuanian National Commission for UNESCO, the Central and East European Association of Bioethics (CEEAB) in August, 2003 in Vilnius (the information is available in English on the web: http://www.sam.lt/bioetika/ecpmhc/eng/index.htm). 
.
C. legal documents dealing with the bioethical issues
 

1. Law on Ethic of Biomedical Research 2000/05/11 No VIII-1679 (available in English on the web: http://www3.lrs.lt/c-bin/eng/preps2?Condition1=148740&Condition2= ) 

2. Law on Human Tissue and Organ Donation and Transplantation of Human Tissues (1996 /11/19, No. I-1626) (available in English on the web: http://www3.lrs.lt/c-bin/eng/preps2?Condition1=39564&Condition2) 

3. Law on the Care, Keeping and Use of Animals 1997/11/06 No. VIII-500 (available in English on the web: http://www3.lrs.lt/c-bin/eng/preps2?Condition1=59987&Condition2) 

4. Law On Legal Protection Of Personal Data 1996/06/11 No. I-1374 (available in English on the web: http://www3.lrs.lt/c-bin/eng/preps2?Condition1=38025&Condition2) 

5. Law On the Rights of Patients and Compensation of the Damage to Their Health (1996/10/03 No. I-1562) (available in English on the web: http://www3.lrs.lt/c-bin/eng/preps2?Condition1=42491&Condition2) 

6. Law on Genetically Modified Organisms 2001/06/12 No. IX-375 (will come into force on 2002/12/31; available in English on the web: http://www3.lrs.lt/c-bin/eng/preps2?Condition1=151558&Condition2) 

7. Law on Mental Health Care (No. I-924, 1996/06/06) (available in English on the web: http://www3.lrs.lt/c-bin/eng/preps2?Condition1=39589&Condition2=) 

8. Law on Registration of Human Death and Critical Conditions (No. IX-836 2002/04/04) (Lithuanian only) 

9. Law on the Identifying the Moment of Child’s Birth (Lithuanian only) 

10. Law on the Pharmaceutical Activity (Lithuanian only) 

11. Ministry of Health Decree on Hospital Ethics Commissions (Lithuanian only) 

12. Ministry of Health Decree on the Rules of Good Clinical Practice (Lithuanian only) 

13. Ministry of Health Decree on the Rules of Good Laboratory Practice (Lithuanian only) 

14. Ministry of Health Decree on Confidentiality (Lithuanian only) 

 

 

 

 

Draft laws:
1. Draft Law on Artificial Insemination (Lithuanian only) 

2. Draft Law on the Changing of Sex (Lithuanian only) 

3. Draft Law on Reproductive Health (Lithuanian only) 

 

All legal documents in Lithuanian are available on the Seimas of the Republic of Lithuanian website: http://www3.lrs.lt/DPaieska.html. 

 

Other Topics Concerned: Ethic Commission / Competent Body / Advisory Organization

 
  
FINLAND (2001)

 
Ratification of the Convention of Human Rights and Biomedicine:
 
Finland has not ratified the convention yet, but it is on its way to do that. There are still some amendments to be done for example to the Act on Sterilization and Act on the Interruption of Pregnancy. Also, a new Act on Transplantation of Organs and Tissues is presently being discussed at the Parliament. 
 
Medical Research
 
Medical Research Act has been in force for one year. During this time there has become a good and effective network and collaboration between ethics committees in hospital districts and the Sub-Committee on Medical Research Ethics (TUKIJA) of the National Advisory Board on Health Care Ethics (ETENE). The sub-committee on Medical Research Ethics has organised meetings with ethics committees, medicinal industry and researchers, and ethical evaluation of national and international research proposals has continued in spite of the changes in legislation. 
 
 
1.         The law on medical research will probably be accepted next week in our parliament. The law contains provisions for those who are unable to give consent because of mental disease or handicap, minors, pregnant women, and prisoners. Also, the law gives provisions for research on embryos and foetuses, and provides for ethical committees. 
 
The law follows closely the Convention on Human Rights and Biomedicine. 
 
2.         We have set up a National Advisory Board on Health Care Ethics, the relevant decree is following
 
Decree on the National Advisory Board on Health Care Ethics
(Unofficial translation 16.10.1998)
 
Issued on 26 June 1998
 
Section 1
The Advisory Board
 
There shall be a National Advisory Board on Health Care Ethics at the Ministry of Social Affairs and Health.
 
Section 2
Duties
 
In addition to the duties prescribed in section 2 a (1) of the Act on the Status and Rights of Patients (785/1992) the Advisory Board shall:
 
1) take initiatives and issue statements and recommendations on ethical issues in health care, including issues relating to nursing ethics, as well as to give rise to a societal discussion concerning these issues;
 
2) to render expert assistance in developing health care and related legislation;
 
3) to collect and convey information about ethical issues in health care and about international ethical discussion on health care, e.g. by means of various publications;
 
4) to monitor the development of health care and related technologies from an ethical point of view;
 
5) to carry out any other tasks designated by the Ministry of Social Affairs and Health related to ethical issues in health care.
 
Section 3
Composition
 
The Advisory Board shall consist of a chairperson, a vice-chairperson, and a maximum of 18 other members. Each of the last-mentioned members shall have a personal deputy. The Council of State appoints the chairperson, the vice-chairperson and the other members for four years at a time.
 
The members shall be familiar with ethical issues in health care. They shall represent the viewpoint of at least service users and providers, health care professionals, jurisprudence, health science and ethical research concerning man and society. At least four of the Advisory Board’s members shall be appointed from among the Members of Parliament.
 
If the chairperson, vice chairperson or other member or deputy member of the Advisory Board should resign or die during his or her term of office, the Ministry of Social Affairs and Health shall appoint a representative for him or her for the remainder of the term.
 
The Advisory Board has a secretary-general appointed by the Ministry of Social Affairs and Health.
 
The Advisory Board may call in permanent or temporary experts.
 
Section 4
Sub-Committee on Medical Research Ethics
 
The Advisory Board shall have a Sub-Committee on Medical Research Ethics appointed by the Ministry of Social Affairs and Health. The Sub-Committee shall:
 
1) support the regional ethical commissions in fundamental ethical issues concerning medical and other health care research and assist in arranging training concerning them;
2) after having heard the relevant regional ethical commissions, issue the national opinion concerning ethical issues in medical research required when carrying out international multi-centre research, if the Sub-Committee has not commissioned a regional ethical commission to do that. 
 
The provisions of section 5 (2) and (3) shall otherwise apply to the Sub-Committee on Medical Research Ethics.
 
Section 5
Sub-committees
 
If necessary, the Advisory Board may establish other sub-committees.
 
The chairperson and the vice-chairperson of a sub-committee shall be appointed by the Advisory Board from among its members.
 
A sub-committee may also have members who are not members of the Advisory Board.
 
Section 6
Application of committee regulations
 
The regulations on State committees shall otherwise apply to the Advisory Board.
 
Section 7
More detailed regulations
 
More detailed regulations on the application of this Decree will be issued as necessary
by the Ministry of Social Affairs and Health. 
 
Section 8
Entry into force
 
This Decree enters into force on 1 September 1998.
 
Measures necessary for the implementation of this Decree may be undertaken before its entry into force.
 
Other Topics Concerned: Ethics Commission / Competent Body / Advisory Organization
 
LUXEMBURG (2000)

 
1.                               The bill approving the Convention on Biomedecine is at the final government drafting stage.  Rather than simply approving the Convention, the new Act will bring about the amendments needed in existing legislation as a result of the Convention and will regulate the options which are available to member States under the Convention.  Given that a number of prohibitions contained in the Convention also have to be formulated in the Act with the degree of detail required under criminal law for a statute creating an offence, there has been a need for interministerial consultation and discussion, but a bill is expected very shortly.

 

2.                               A national research ethics committee (comité d’éthique national de recherche) has been set up by the Minister for Health and started work in October 2000.  All research projects relating to human beings require the committee’s prior approval.

 

3.                               Under the draft national hospitals plan, in future all general hospitals will comprise a department specialising in palliative medicine.

 

4.                               A private member’s bill on medically-assisted fertilisation has been tabled in Parliament.

 

The national ethics advisory board (commission consultative nationale d’éthique de recherche), which is not to be confused with the research ethics committee, is continuing its work in this field.  An opinion, which will also deal with new developments in the field of genetic engineering, is expected in the Spring of 2001.

 
 
1.       The Hospitals Act of 28 August 1998 concerns bioethics in several places.
 
-          It places an obligation on all hospitals to establish a hospital ethics committee, possibly in association with another hospital;
 
-          All clinical trials carried out on human beings must be submitted to a national research ethics committee for its opinion;
 
-          It recognises the rights of the patient (specifically to confidentiality, informed consent, access to the file, equality of treatment, complaints procedure.)
 
-          In the case of terminal or incurable ailments, it guarantees that irrespective of any prolongation of life for terminal patients, pain control measures are implemented and terminally ill patients are not left unaccompanied.
 
2.       In February 1999, the special Parliamentary Ethics Commission (the chamber of deputies) elaborated its ‘Preparatory report concerning the orientation debate on palliative medicine, prolongation of life for terminal patients and euthanasia’, independently of the Hospital Act. The orientation debate has just taken place in the middle of March.  Following this debate, the chamber adopted several motions concerning palliative care, specifically to request implementation of a national programme of palliative care, to call for the establishment of palliative care units in hospitals and to invite the Government to support associations working in this field.
 
However, opinions on euthanasia were divided.
 
3.       In the course of its work, Parliament has relied in particular on the views expressed on euthanasia by the National Ethics Commission (CNE).  In its opinion, the CNE reflects the divergent views of its members who have only arrived at a partial consensus.
 
4.       The work undertaken by the CNE and Parliament, which has been echoed in the press, has aroused public debate, reflected particularly in published letters to the editor in the various organs of the press.
 
5.  Parallel to this, conferences and debates have been organised by various associations.
 
Other Topics Concerned: End of Life Decision - Making
 
 
SWITZERLAND (2001)

 
1. Law on therapeutic products
 
The law on therapeutic products was passed on 15 December 2000 but has not yet entered into force.  It also governs the clinical testing of therapeutic products, taking account of the Convention on Human Rights and Biomedicine.
 
2. Embryo research
 
An initiative by a member of parliament requesting the prohibition of all research on embryos has been rejected by the National Council (one of the two chambers of the Federal Assembly).
 
1. Human genetic analysis
 
The draft (for which consultations took place between September 1998 and March 1999) won general approval, although some of those consulted thought it did not offer adequate protection against the effects of genetic analysis. The insurance and labour relations provisions were the most controversial. While there was unanimous approval for the principle that insurers cannot require persons not presenting symptoms to undergo analysis before the conclusion of any agreement, conflicting views were voiced on the question of giving them the right, under certain strict conditions, to request the results of previous analyses. One camp proposed that, in the interests of equality of information, there should be unrestricted access to the results of analyses already carried out; another advocated a complete ban in order to eliminate any risk of discrimination.
 
There was broad support for prohibiting in principle pre‑symptomatic analysis in the context of occupational medicine but permitting it under certain conditions with a view to preventing work-related illness and accidents. Some of those consulted, however, urged a total ban on such analyses, while others wanted a less restrictive approach.
 
The draft bill has now been revised to reflect proposals emerging from the consultations. The next step will be the preparation of a Message to Parliament (the government’s explanatory memorandum to the bill), which the Federal Council [government] is expected to consider in Spring 2001.
 
 
2. Therapeutic products
 
For nearly 100 years, the supervision of therapeutic products in Switzerland has been primarily a matter for the cantons. On 1 March 1999, the Federal Council (the executive authority) laid before Parliament a federal bill on medicines and medical appliances (the Therapeutic Products Act), with the associated Message to Parliament. Thus, for the first time, the supervision of therapeutic products should fall entirely under federal control.
 
The bill was passed in the National Council [lower house] of the Federal Assembly in March 2000.
The bill’s purpose is to protect health. To that end, it provides that all therapeutic products offered for sale must be of good quality, safe and effective.
 
In particular, it introduces regulations on the clinical testing of medicines on human beings, stipulating that in order to take part in clinical trials persons must give their consent freely, explicitly and in writing and must be informed about the nature of the trial, its purpose and the risks involved. Consent may be withdrawn at any time.
 
 
Clinical testing on minors, persons of unsound mind and persons incapable of understanding is subject to special regulation. The minimum requirements set out in the bill in this respect are basically consistent with Article 17 of the European Convention on Human Rights and Biomedicine:
 
-        In principle, research must be of direct therapeutic value for the health of the person concerned and it must not be possible to conduct such research on adults and persons capable of understanding. When the persons concerned are capable of understanding, their consent must be obtained; if they are incapable of understanding, it must be ensured that they do not object to taking part in the test. The consent of the legal representative is also necessary.  
 
-        Only on an exceptional basis does the bill authorise clinical tests of no direct therapeutic benefit on minors, persons of unsound mind and persons incapable of understanding. In addition to the above-mentioned requirements, such tests must aim to bring about a substantial improvement in scientific knowledge concerning the state of health, illness or disorders of other persons with the same characteristics. The tests must entail only minimum risks and discomfort which –according to the Federal Council's explanations – must not exceed those occurring in everyday life or in the course of common physical or psychological examinations or tests to which a reasonable person would agree to expose herself/himself or persons for whom she/he is responsible. Taking a single blood sample from a child can thus be regarded as entailing a minimal risk.
 
Transplants are not regulated by the bill on therapeutic products, since a bill on transplants is expected to be adopted in 2002 which will contain complete regulations in this area.  The provisions of the federal order on the supervision of blood, blood products and transplants is applicable pending the entry into force of this Act.
 
3. Research on human beings
 
On 3 May this year a group of experts began drafting a federal law concerning research on human beings. The process of consultation on the bill is expected to start in late 2001.
 
  
Human genetic analysis
 
Between September 1998 and March 1999, Switzerland held consultations on a draft federal bill on human genetic analysis.  This draft bill deals with genetic analysis for medical purposes, in the area of labour relations, in the areas of insurance and civil liability and for identification purposes.  A large majority of those consulted welcomed the adoption of federal legislation to standardise genetic analysis throughout Switzerland.  The Federal Council will make public the results of the consultation procedure shortly.  It is expected to lay a bill before Parliament in the near future.
 
5.         Research on human beings
 
On 3 February 1999, the Federal Council (Executive) announced that it was prepared to accept the following parliamentary motion:
The Federal Council is instructed to commission consultations, to last until the end of 2002, on a draft federal law on medical research on human beings, which is to be submitted to the Parliament in 2002.  This draft law will lay down the ethical and legal principles and limits to be respected in this area; it will guarantee respect for human rights to the greatest extent possible and will ensure that medical research may be conducted on human beings when this is useful.
 
Other Topics Concerned: Organ Transplantation, Reproductive Decision Making, Bioethics Convention, Embryo Research and Cloning
 
 

UNITED STATES OF AMERICA (2001) 

 
1.         The HIPAA privacy rule was issued by President Clinton 
 
The rule itself can be accessed at: http://www.hhs.gov/ocr/hipaa.html.  The first attachment is the regulation text (73 pages), and the second attachment is the preamble (719 pages), which includes a discussion of the NPRM versus the final rule, and the responses to public comments.  A Fact sheet on the rule can be accessed at: http://www.hhs.gov/news/press/2000pres/00fsprivacy.html.
 
 
2.         FDA proposes a new public disclosure rule for gene therapy and xenotransplantation clinical trials.
 
The Food and Drug Administration (FDA) today issued a proposed rule that would make publicly available information on all new or ongoing clinical trials involving either gene therapy or xenotransplantation. Under this proposed rule, published today in the Federal Register, FDA would provide public access to most of the study design and safety information about these types of studies. FDA would not release confidential business information or personal information related to study participants.
 
"Today's action is an important step in ensuring greater public confidence in these revolutionary therapeutic technologies," said FDA Commissioner, Jane E. Henney, M.D. "Both of these technologies hold great promise, but they may also pose a remote, but unique risk to the individuals who have volunteered to participate in these types of studies. Our proposal will ensure that the public is fully informed as we investigate these new public health opportunities and challenges."
 
Human gene therapy is defined as the administration of genetic material to modify or manipulate the expression of a gene product or to alter the biological properties of living cells for therapeutic use. Cells may be modified outside the body (ex vivo) for subsequent administration to the subject or altered in the body (in vivo) by gene therapy products given directly to the subject.
 
Xenotransplantation refers to any procedure that involves the transplantation, implantation, or infusion into a human recipient of either (1) live cells, tissues, or organs from a nonhuman animal source; or (2) human body fluids, cells, tissues, or organs that have had ex vivo contact with live nonhuman animal cells, tissues, or organs.
 
The proposal will also ensure that FDA's policies for public access to this information are compatible with those of other government agencies that oversee these types of research. Much of the information that would be disclosed about gene therapy trials under this proposal is already publicly discussed in open meetings of the Recombinant DNA Advisory Committee of the National Institutes of Health. Similarly, information about xenotransplantation trials will also be publicly available through the Secretary's Advisory Committee on Xenotransplantation, which is being assembled by the Department of Health and Human Services.
 
 
The National Bioethics Advisory Commission has issued its final report on Research Involving Persons with Mental Disorders that May Affect Decisionmaking Capacity.  Many of the recommendations are controversial and unlikely to be accepted by either patient advocacy groups or researchers.  The report goes to government agencies for review and any action they wish to take. A copy has been provided to the Secretariat as a resource.
 
 
TURKEY (1999)

 
1.                   Organ and Tissue Transplantation
 
Transplantation of organs and tissues is regulated in Turkey by the Law on removal, preservation and implantation of organs and tissues, N° 2238 ( 29 May 1979) (as amended by the Act N° 2594 of 21 January 1982).
 
The law N° 2238 is composed of four chapters: general provisions, requirements for removal of organs and tissues from living persons, requirements for organs and tissue removal from deceased persons and sanctions. [A report on organ transplantation in Turkey is available from the Secretariat of Bioethics Section ].
 
2.                   Protection of persons in medical research under Turkish law.
 
[A document concerning this issue is available from the Secretariat]
 
Medical research is subject to the regulations for Medical Deontology, Guide for Good Clinical Practices (1995) and the Guide for Good Laboratory Practices (1995) issued by the Ministry of Health. In the preparation of these guidelines, the Ministry has taken into account the worldwide established rules in these fields. The principles of the revised Helsinki Declaration and the guidelines for Good Clinical Practice in EU were adopted in many aspects of medical research on human beings.
 
Regarding informed consent to medical research, the Act on Practice of Medicine and its Branches, N° 1219 of 11 April 1928 applies mutatis mutantis. Moreover, the regulation of Medical Deontology of 13 January 1960 is taken into account.
 
Medical intervention on embryos is subject to the bylaw On treatment Methods Assisting Procreation. With regard to informed consent, general rules apply mutatis mutandis.
 
Drug trials may be carried out under the bylaw On Pharmaceutical researches. In such research, the Bylaw on Evaluation of Bioavailability and Bioequivalence of Pharmaceutical Preparations is also taken into account.
 
The mandatory rules of the Basic Law on Health services, N° 3359 requests informed consent in drug trials.
 
3.                   The Act on Population, N° 2827 (24 May 1983), addresses the questions on sterilisation and abortion. [The Secretariat has a document on this issue].
 
Other Topics Concerned: Organ Transplantation
 
 
 


1 Directive 2001/20/EC OF the European Parliament and of the Council of 4 April 2001 on the approximation of the laws, regulations and administrative provisions of the Member States relating to the implementation of good clinical practice in the conduct of clinical trials on medicinal products for human use. (OJ EC No. L 121 p. 34)
 
[1] WMA – World Medical Association
[2] More information: http://europa.eu.int/comm/european_group_ethics
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