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GERMANY (2008)

Amendment of the Stem Cell Act 

In Germany, the derivation of human embryonic stem cells (hES cells) is against the law. The Stem Cell Act, which came into force on 1 July 2002, regulates the import and use of hES cells and includes a general ban on their import and use. By way of exception the import and use of hES cells for research purposes is permitted under very strict conditions. In particular, this means that only stem cells derived before 1 January 2002 (“cut-off date regulation”) from an embryo that was created with the sole aim of achieving pregnancy can be imported. In addition, the hES cells can only be used for high-level research, and only if there are no alternatives. An interdisciplinary, independent Central Ethics Commission (ZES) consisting of biologists, ethicists, medics and theologians reviews each case to determine its ethical justification. If all conditions are met, the import is then approved by the Robert Koch Institute (RKI), a legally authorized supervisory authority.

In 2007, five years after the Stem Cell Act came into force, the German scientific community demanded that the Act be amended. On 11 April 2008, the German Bundestag passed a bill that was introduced from the floor of the Bundestag after extensive debate. It moves the cut-off date to 1 May 2007 and clarifies the criminal liability situation in such a way that only the unauthorized use of human embryonic stem cells located in Germany is subject to punishment.

The bill is currently being discussed in the Bundesrat. The new law is expected to come into force towards the middle of the year.

ISRAEL (2007)

Period October 2006 to November 2007

Preimplantation genetic diagnostic (PGD) for diseases appearing late in life

The Israel National Bioethics Council was asked by the Ministry of Health to give an opinion about the use of preimplantation (pregestional) test of IVF embryos for the diagnostic of genetic conditions that cause or predispose to diseases appearing in adult life and late life. Whereas the use of PGD for diseases that appear in newborns and infants, is permitted under Israeli regulations, there are ethical questions related to embryo selection by PGD when the disease appears only after a relatively long period of healthy life, as is for example the case for some cancer genes (e.g. BRCA genes). Arguments against this use of PGD include the possibility that a cure may be found before the onset of the disease, that there is no certainty that the disease will appear or will not be diagnosed in time to be able to cure it, and in general that events in life are unpredictable (including the possibility of great personal achievements before the onset of the disease). However, a real suspicion that the offspring will have at midlife, and with high probability, a severe disease that will cause premature death, causes very high anxiety in particular for mothers in families prone to grave genetic diseases or familial cancers.. In these situations, there is no clear difference between PGD for early or late appearing lethal or severe diseases since the distress to the mother is the basic ethical justification for pregnancy interruption and for PGD. It was, therefore, decided that after a comprehensive genetic counseling, the request for PGD should be authorized for known genetic conditions associated with a high probability of late-appearing disease. A list of late-appearing genetic conditions for which PGD is authorized was established (the present list includes eight neuromuscular degenerative dystrophies, eight types of familial cancer predisposition and two types of cardiomyopathies). The list can be updated periodically. In addition, there will be a case-by-case review by a local hospital board, to ascertain the genetic, familial and psychological data justifying the application of PGD in these case
ROMANIA (2007)

Although it hasn’t been issued any new law in the domain of bioethics there are several law projects that are under governmental and public discussion at the present moment:
1.
the safety, moral and legal acceptability of the use of Genetically Modified Organisms in Romania
2.
the use of genetic testing as a predictive and diagnostic tool in medicine
3.
the safety, legal and moral acceptability of stem cell research

LITHUANIA (2007)

Events

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).
Legal developments

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

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

ICELAND (2007)

A bill of law, concerning the revision of the Artificial Fertilisation Act no. 55/1996, has been proposed and is currently being discussed in Alþingi (Iceland’s parliament). The bill addresses stem cell research on excess ART embryos and defines the legislative framework of such research.  

A revision of the regulation on scientific research within the health sector is in its final stages.

A committee is working on the revision of the Act on Biobanks no. 110/2000 and is expected to conclude its work in the spring of 2008.
UNITED KINGDOM (2007)

Human Fertilisation and Embryology Bill 

The Human Fertilisation and Embryology Bill was introduced into Parliament on 8 November, starting in the House of Lords.  The Bill is the outcome of the Government's extensive review of the law on assisted reproduction and embryology, and was scrutinised in draft form earlier this year (then known as the Human Tissue and Embryos Bill).   The main change made following scrutiny was that the Government decided not to continue with its proposal to merge the Human Fertilisation and Embryology Authority and the Human Tissue Authority.

The Bill now allows for the creation of inter-species embryos, under licence from the HFEA.  This includes 'cytoplasmic hybrids', for the creation of which the HFEA has received two licence applications and undertaken a wide ranging consultation. 

The Bill is published by Parliament and is available from The Stationery Office (www.tso.co.uk).  A link to the Bill and supporting documents - such as Explanatory Notes - is on the Department of Health's website: http://www.dh.gov.uk/en/Publicationsandstatistics/Legislation/Actsandbills/DH_080211
The Bill will be debated in both Houses of Parliament and it is anticipated that its provisions will come into force early in 2009.
Human Tissue and Embryos (Draft) Bill 

The Government published the draft Human Tissues and Embryos Bill on 17 May. The draft bill represents a major overhaul of the law on assisted human reproduction and embryo research.  The draft bill will be subject to pre-legislative scrutiny by a joint parliamentary committee, expected to report at the end of July.

Measures contained in the draft bill include a ban on sex selection for non-medical reasons, explicit rules for embryo screening, and more scope for embryo research.  It also contains further details of the proposed new Regulatory Authority for Tissue and Embryos (RATE), which will replace the existing regulators the Human Fertilisation and Embryology Authority (HFEA) and the Human Tissue Authority (HTA). 

The draft Bill also sets out the Government's position on the use of inter-species embryos (or so-called hybrid embryos) for research.  The Government accepts the recent House of Commons Science and Technology committee's recommendation that the creation of inter-species embryos (except true hybrids, created by mixing human and animal gametes) should be allowed for research purposes and will seek the views of the pre-legislative scrutiny committee as to how this is best put into effect. 

Key measures set out in the draft bill include: 

· ensuring that all human embryos outside the body - whatever the process used in their creation - are subject to regulation 

· a ban on sex selection for non-medical reasons 

· retention of the duty to take account of the welfare of the child in providing fertility treatment, but removal of the reference to "the need for a father" 

· explicit criteria in the law for the screening of embryos for diseases 

· increasing the scope of legitimate embryo research activities, subject to strict controls 

The draft Bill is available on-line at: http://www.dh.gov.uk 

Details of the pre-legislative scrutiny committee will be available shortly at http://www.parliament.uk
Hybrid and Chimaera Embryos

In November 2006, the UK’s Human Fertilisation & Embryology Authority (HFEA) received applications from two different research teams for a licence to derive stem cells from human embryos. In order to overcome the shortage of egg donors, the researchers proposed using animal eggs instead of human eggs to create the embryos. These embryos would be a kind of hybrid, known as a cytoplasmic hybrid embryo, containing a small amount of animal DNA from the egg.

Because of the significant social and ethical implications, the HFEA decided to postpone consideration of the research licence applications until a consultation -- seeking the views of the public, interest groups and the scientific community, about this kind of research in the broad context of embryonic stem cell research, other possible kinds of hybrid research and chimera research -- has been carried out.  A consultation paper was published in April and is available on the Authority’s website: http://www.hfea.gov.uk/en/1517.html  

In February, the House of Commons Science and Technology Committee's announced a short inquiry into the Government's proposals for the regulation of hybrid and chimera embryos.  The enquiry took evidence from a range of witnesses including the Minister for Public Health, Caroline Flint MP, the Chief Medical Officer, Sir Liam Donaldson.  The Committee’s report, which was favourable to research using embryos created by transferring a human nucleus into an enucleated animal egg was published in April and is available on the Committee’s website: http://www.publications.parliament.uk/pa/cm/cmsctech.htm 

The UK Government is considering the Committee's recommendations carefully, in the context of draft legislation to revise the Human Fertilisation and Embryology Act 1990.
NORWAY (2007)

Currently, research on human embryos, research on embryonic stem cells derived from fertilized eggs and therapeutic cloning is prohibited in Norway. 

See the Biotechnology Act, Chapter 3 (Act of 5 December 2003 No. 100 relating to the application of biotechnology in human medicine, etc)

www.ub.uio.no/ujur/ulovdata/lov-20031205-100-eng.doc
However, the Norwegian Government presented January 26th 2007 a bill for parliamentary debate proposing to lift the current ban on human embryonic stem cell research. The Government wants to allow research on spare human embryos on certain strict conditions and under strict legal and ethical control. 
The proposed new legislation was sent on a broad public hearing in April 2006. The majority of the bodies that responded were in favor of the proposed amendments to the Biotechnology Act. 

The Norwegian Biotechnology Advisory Board has organized several open meetings on this subject; the latest was in December 7th 2005.    
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). RCB is the interdepartmental public expert and advisory body. 
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). 

- made decision on support of the initiative of the Secretary of the Department of bioethics of the Council of Europe about participation of Russia in the tripartite project of the Council of Europe/ the European Union and the Russian Federation under “Program of development and support of activity of ethical committees network in Russia”.

In the nearest future RCB is going to produce its opinion with regard to regulation of research on embryonic stem cells; besides, it is planned to organize and carry out the first All-Russia conference « Bioethics and human rights » (Moscow, 2008).

UNITED KINGDOM (2006)
Review of the Human Fertilisation and Embryology Act

The Human Fertilisation and Embryology Act 1990 -

http://www.hmso.gov.uk/acts/acts1990/Ukpga_19900037_en_1.htm - is in the process of being reviewed.  After a consultation exercise that ended in November last year, officials are considering detailed proposals for changes to the existing legislation with a view to publishing any proposed changes later this year.  

Responses to the consultation covered a wide range of opinions and viewpoints.  They clearly point to an ongoing need for active regulation and monitoring as well as legally defined limits to reproductive liberty.  The majority of responses were in favour of a ban on non-medical sex selection, retention of some form of welfare of the child consideration, controls on artificial gametes, and more clearly defined criteria for embryo screening and selection.

The Review of the Human Fertilisation and Embryology Act Consultation document can be viewed at:
http://www.dh.gov.uk/Consultations/ClosedConsultations/ClosedConsultationsArticle/fs/en?CONTENT_ID=4123863&chk=zy5dcI
UK Stem Cell Initiative

The UK Government set up the UK Stem Cell Initiative in March 2005, with the aim of working with the public and private sectors to draw up a ten-year vision for UK stem cell research. Led by Sir John Pattison, the initiative involved representatives from the Medical Research Council (MRC), the Biotechnology and Biological Sciences Research Council (BBSRC), the Department of Health (DH), the UK Stem Cell Foundation, the Academy of Medical Sciences (AMS), medical research charities and industry. In late 2005 it reported that the UK is a world leader in stem cell research and development – but that more investment is needed if this position is to be maintained. The report also contained 11 recommendations to Government for taking forward stem cell research in the UK; which the Government accepted in full. These included a Government partnership with the pharmaceutical industry to develop stem cell as tools for the development of safer medicines; supporting the UK Stem Cell Bank; recognising and funding Stem Cell Centres of Excellence; achieving effective and proportionate regulation of research and clinical trials and improving co-ordination of research and public dialogue. As a result, the Government has allocated an additional £50million for stem cell research, bringing total investment to £100million by 2008. 

UK Stem Cell Funders Forum

The UK Stem Cell Funders Forum was set up in 2006 to take forward the recommendations of the UK Stem Cell Initiative. Its members include research councils, major charities working in stem cell research, UK health departments and the Scottish Executive. The Forum allows members to discuss and exchange information on their current stem cell work and funding priorities, to work together to identify barriers to stem cell research and ways to overcome these, and to recognise new areas that could benefit from joint funding.

A further part of the Forum’s remit is to coordinate public communication activities for stem cell research. This has been taken on by the Stem Cell Communication Coalition. Established in 2002, the coalition has coordinated a number of activities including a public survey of attitudes toward the use of embryos in medical research and a campaign to raise awareness about stem cell research among EU parliamentarians. The coalition is a group made up of representatives from the Forum’s member organisations and from the Royal Society, the UK Stem Cell Bank, and the Human Tissue Authority (HTA), who joined in 2004 following its establishment.

ISRAEL (2006)

Contributions from Israel for the period March to October 2006:

Oocyte donations: An open day on the subject of oocyte donations was held on September 1st, 2006, under the auspices of the National Bioethics Council of Israel, the Israel Fertility Association and the National Committee for Human Medical Research of the Health Ministry. The altruist donation of oocytes has become an important issue as it allows new possibilities for the treatment of women infertility. In addition, donations of oocytes for biomedical research are essential for the continued development of in vitro fertilization technologies, as well as for attempts to derive patient-specific embryonic stem (ES) cells through transfer of cell nuclei into oocytes. Until now, only women who were undergoing in vitro fertilization were allowed to donate to other infertile women, the eggs that were not needed for their own treatment. A new Law on oocyte donation would allow all women to donate even if not undergoing fertility treatment. The donation would be altruistic and anonymous, primarily to help others to have children but with the possibility to donate part of the oocytes for research. It is estimated that 3000 women need to receive oocyte donations in Israel. Questions discussed were related to the maximum age limit at which pregnancy may be initiated with eggs from a donor, and to whether in the conditions of anonymity may be lifted in exceptional cases such as when donation is only possible from parents or friends. A special committee may be established to review such cases. Another issue was whether in the future, a woman may donate oocytes exclusively to produce patient-specific ES cells (once the nuclear transfer technology becomes practical), in order to prepare tissues that could treat a diseased relative through regenerative medicine. The meeting of bioethics experts and of physicians delimited both the medical needs and the ethical guidelines which have to be put into practice in order to ensure full respect of the rights, dignity and freedom of the persons involved in the donation process as well as their fully informed consent. 

As indicated in the March 2006 contribution, the National Bioethics Council of Israel  has continued to consider a) the use of preimplantation genetic diagnostic (PGD) for late appearing diseases and for susceptibility genes; b) issues related to avian flu and risks of pandemia, in particular defining priorities for drug distribution and protecting human rights in case of pandemia; c) ethical bases for governmental health plans to pay for pharmaceutical products in particular life prolonging  anticancer drugs (i.e. not life-saving)and medications that only improve quality of life. 

The website (both in English and Hebrew) containing comprehensive information on Bioethics in Israel continues to be operated and developed under the auspices of the Israel National Academy of Sciences and Humanities (editors: Dr Ilana Hopfeld and Prof. Michel Revel). The website contains reports on Embryonic stem cell research, Human genetic databanks as well as many publications from leading bioethicists in Israel on various subjects such as prenatal and preimplantation genetic diagnostic, behavioural genetics, etc..  It contains also information on Israeli Laws and guidelines related to Biomedicine. 
The website address is: http://www.academy.ac.il/bioethics/index.html
CZECH REPUBLIC ( 2006)
A law on embryonic stem cell research (using supernumerary embryos) and assisted reproduction has been adopted by the Parliament but waits still for the signing by the President.
UNITED STATES (2006)

Stem cell research:  In May 2005, the President’s Council on Bioethics issued a report on the topic of alternative sources of pluripotent stem cells.  [The report may be accessed at: http://www.bioethics.gov/reports/white_paper/index.html.]  The Council report analyzes various proposals that purport to circumvent the ethical difficulties in embryonic stem cell science.  Since its publication in May 2005, several scientists have attempted, with some success, to retrieve stem cells from these proposed sources, but the controversy continues because of questions about whether the source is truly ethical.  The agenda for the Council’s November 2006 meeting includes an update on developments in stem cell science.  

On December 20, 2005, President George W. Bush signed into law H.R. 2520, the Stem Cell Therapeutic and Research Act of 2005.  This legislation directs the Secretary of Health and Human Services (HHS) to enter into contracts with qualified cord blood banks to assist in the collection and maintenance of 150,000 new units of high-quality cord blood to be made available for transplantation through the C.W. Bill Young Cell Transplantation Program, and, in the case of cord blood units that are not appropriate for clinical use, for research.  A qualified cord blood bank must agree to participate in the C.W. Bill Young Cell Transplantation Program for a period of at least 10 years. 

The law directs the Secretary to establish a three-year demonstration project under which qualified cord blood banks may use a portion of the funding under the contract for the collection and storage of cord blood units for a family where a first-degree relative has been diagnosed with a condition that will benefit from transplantation at no cost to such family. 

The legislation also establishes the C.W. Bill Young Cell Transplantation Program as a successor to the National Bone Marrow Donor Registry.  Its purpose is to increase the number of transplants for recipients suitably matched to biologically unrelated donors of bone marrow and cord blood.  The Program will be under the general supervision of the Secretary of HHS, but the law directs the Secretary to establish an Advisory Council to advise, assist, consult with, and make recommendations to the Secretary on matters related to the activities carried out by the Program. 

Under the law, the Secretary shall ensure that health care professionals and patients are able to search electronically for cells from bone marrow donors and cord blood units through a single point of access.  The Secretary shall require all recipients of contracts under this section to make available a standard dataset in a standardized electronic format that enables transplant physicians to compare among and between bone marrow donors and cord blood units to ensure the best possible match for the patient.

The Program will carry out activities for the recruitment of bone marrow donors, identifying populations that are underrepresented among potential donors enrolled with the Program.  The Program will also support activities, in cooperation with cord blood banks, for the recruitment of cord blood donors, identifying populations that are underrepresented among cord blood donors. 

The law further directs the Secretary to establish and maintain an office of patient advocacy to provide to the patient (or others acting on behalf of the patient) individualized services and to conduct an ongoing search for a bone marrow donor or cord blood unit, and assist with information regarding third party payer matters.  The Office shall provide individualized case management services directly to the patient (or others acting on behalf of the patient), including, for those patients who have completed the search for a bone marrow donor or cord blood unit, providing information and education on the process of receiving a transplant, and the post-transplant process.

Finally, the law establishes a Stem Cell Therapeutic Outcomes Database to hold information relating to patients who have been recipients of a stem cell therapeutics product (including bone marrow, cord blood, or other such product) from a donor.  The outcomes database shall make relevant scientific information not containing individually identifiable information available to the public in the form of summaries and data sets to encourage medical research and to provide information to transplant programs, physicians, patients, and cord blood banks.        

The text of the law can be found at http://thomas.loc.gov/bss/109search.html
SLOVENIA (2005)

Earlier this year, Slovenia took part in the UN discussion on human cloning. Upon the recommendation of the National Medical Ethics Committee (NMEC) and the Slovenian Academy of Sciences and Arts, Slovenia took a stand against all forms of cloning of human beings, and on 8th March 2005 voted for the final text of the United Nations Declaration on Human Cloning. The NMEC voiced its support to the provision in the Convention on Human Rights and Biomedicine banning the creation of human embryos solely for research. This position was also expressed on the occasion of a workshop on Ethical aspects of stem cell repositories and stem cell data bases, organised by the European Commission in Brussels in February 2005.

UNITED KINGDOM (2005)
Review of the Human Fertilisation and Embryology Act

The Human Fertilisation and Embryology Act 1990 -

http://www.hmso.gov.uk/acts/acts1990/Ukpga_19900037_en_1.htm - was a landmark piece of legislation and has stood the test of time well.  However, any cutting-edge legislation, no matter how successful, needs at some stage to be reviewed to ensure that it continues to be effective.  The Government published a consultation document 'Review of the Human Fertilisation & Embryology Act: A Public Consultation' on 16 August 2005.  The consultation will run until 25 November 2005.  
The Government’s review of the 1990 Act is wide ranging. It considers whether the Act needs to be updated and if so how.  It does not, however, open up the fundamental principles of the Act.  Certain issues such as embryo research, stem cells, and cloning, have been extensively and conclusively debated in Parliament in recent years and the Department does not intend that the review will go over that ground again.  The aim is to ensure that the law remains fit for purpose in the 21st century, taking account of the development of new procedures in assisted reproduction, international development in standards the clinics have to meet and changes in public attitudes on complex ethical issues.

The questions that are being asked about updating our fertility laws are difficult and complex. It is Government's responsibility to make sure that a proper and open debate is had on these issues. Only by doing so can Government ensure that the benefits of the latest scientific developments are experienced within a system that continues to inspire public confidence.   The House of Commons Science and Technology Committee's inquiry into human reproductive technologies and the law, report was published on 24 March 2005.  This will be considered as part of the review of the HFE Act. 
Therapeutic cloning research

The UK has a legal ban that prevents any attempt to carry out reproductive cloning. This offence carries up to 10 years in prison as a punishment. The law to achieve this, the Human Reproductive Cloning Act, was passed in 2001.  UK law permits therapeutic cloning – the creation of embryos for research by cell nuclear replacement.  But the law is clear that it can only be carried out under licence from the Human Fertilisation and Embryology Authority. (The law on cloning research was upheld by the House of Lords in a judgement on 13 March 2003). 

In August 2004 the HFEA granted the first research licence to the Centre for Life, Newcastle and the Institute of Human Genetics at Newcastle University to produce embryos by cell nuclear replacement (therapeutic cloning) from which stem cells would be derived. The embryos would be produced from eggs donated after fertility treatment.  In February 2005 the HFEA granted a second licence to the Roslin Institute to create stem cell lines from embryos created by therapeutic cloning in order to study Motor Neuron Disease. 

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, Genetics, Biomedical Research
SWEDEN  (2005)

Amendments on stem cell research in the Act on Activities Involving Human Eggs for Research or Treatment Purposes has come into effect on 1 April 2005. 

Fact sheet on Swedish legislation regarding stem cell research:   


Fact sheet on Government Bill 2003/04:148, Stem cell research: http://www.sweden.gov.se/content/1/c6/02/63/32/387bbc1d.pdf
Swedish legislation regarding stem cell research

With the further development of Swedish stem cell research in mind, the Swedish Government has proposed amendments and clarification concerning stem cell research in current legislation. Parliament earlier this year decided that these amendments should come into force on 1 April 2005.

Previous legislation

In Sweden, research on embryos has been permitted since 1991. The In Vitro Fertilisation Act (1991:115) was primarily introduced to regulate research focused on improving techniques for in vitro fertilisation. The Act provides for research on fertilised eggs under certain conditions. Research is only permitted in the first 14 days after fertilisation. After this, the egg must be destroyed. A fertilised egg that has been subject to research may not be implanted into a woman’s body. 

Amendments according to cell nuclear transfer and reproductive cloning

According to the amendments research on stem cells from fertilised eggs is allowed under certain circumstances. Such research is subject to the same kind of limitations as those already applying to research on fertilised eggs. In the context of research somatic cell nuclear transfer is permitted as well. There is also an explicit, unequivocal ban on human reproductive cloning, both in research and in other contexts. All research projects are subject to an approval by an Ethics Committee.

Donation of eggs for research purposes 

Up to now, most research has been done on surplus eggs after completed treatment with in vitro fertilisation. The couple that has received treatment may then give their consent to the use of these eggs for research purposes. If the egg has been fertilised via donated sperm or donated egg, the donors of the egg or sperm must also give their consent.

A prerequisite for somatic cell nuclear transfer is that a woman donates an unfertilised egg and another individual donates a human cell. Here too, consent is required. 

Ethical review of research

Research on fertilised eggs comes under the provisions of the Act on Ethical Review of Research involving Humans (2003:460). The aim of the Act, which entered into force on 1 January 2004, is to protect the individual in the context of research. According to the Act, research will be permitted only if it is undertaken with respect for human dignity. Research may only be undertaken if the risks it may entail are outweighed by its scientific value. Research may not be approved if the same result can be achieved in some other way that entails fewer risks. 

The Act on Activities Involving Human Eggs for Research or Treatment Purposes 

issued on 14 March 1991. Amendments on stem cell research comes into force 1 April 2005.

Section 1 (1) 
Activities pursuant to this Act involving human eggs that have been fertilized or used for somatic nuclear cell transfers may only be undertaken if the donors of eggs, sperm or somatic cells have been informed of the purpose thereof and have given their consent.
(2)
In the case of fertilization within the meaning of the Fertilization outside the Body Act (1988:711), the female or male member of the couple that underwent treatment who is not the donor of eggs or sperm must also have been informed of the purpose of the activities and consented thereto.

(3)
“Somatic nuclear cell transfer” means replacement of the nucleus of an egg cell by the nucleus of a somatic cell.

Section 1 a (1) 
Provisions relating to ethical reviews of research concerning eggs that have been fertilized or used for somatic nuclear cell transfers are contained in the Ethical Reviews of Research Involving Human Subjects Act (2003:460).
(2)
With regard to research for which an ethical review is required pursuant to the said Act, the provisions of sections 16, 17 and 19 of the Act relating to information and consent shall be applicable instead of the provisions of section 1 above. In the case of fertilization within the meaning of the Fertilization outside the Body Act (1988:711), the female or male member of the couple that underwent treatment who is not the donor of eggs or sperm shall be deemed to be the research subject.
Section 2 (1) 
Experiments for research or treatment purposes on eggs that have been fertilized or used for somatic nuclear cell transfers may be performed up to and including the fourteenth day after the fertilization or somatic nuclear cell transfer. The purpose of experiments must not be to achieve hereditary genetic effects or to develop methods for that purpose.
(2)
If eggs that have been fertilized or used for somatic nuclear cell transfers are used in an experiment, they shall be destroyed without delay upon completion of the activity in question.

Section 3 (1) 
Eggs that have been fertilized or used for somatic nuclear cell transfers may be stored in a frozen state for up to five years or for the longer period determined by the National Board of Health and Welfare pursuant to section 5. 
(2)
The time during which eggs have been frozen shall not be included in the period during which experiments are permitted pursuant to section 2.

Section 4 
Fertilized eggs that have been used in an experiment for research or treatment purposes must not be implanted in a woman’s body. The same shall apply to eggs prior to fertilization and sperm used for fertilization that have been used in an experiment and to eggs that have been used for a somatic nuclear cell transfer.

Section 5 (1) 
Where special reasons exist, the National Board of Health and Welfare may grant an extension of the period of storage in a frozen state referred to in section 3.

(2)
If such an extension is granted, the Board shall determine the additional period during which storage is permitted.

(3)
Conditions may be attached to the grant of an extension. It may be revoked in the event of failure to comply with the conditions or any other cause for revocation.

Section 6 (1) 
Any person who intentionally fails to comply with the provisions of sections 2, 3 or 4 shall be liable to a fine or a term of imprisonment not exceeding one year. No penalty shall be imposed for a minor offence against section 3.

(2)
Public prosecutions for offences against this Act may only be brought with the consent of the National Board of Health and Welfare.
Section 7 (1) 
Appeals against decisions of the National Board of Health and Welfare pursuant to section 5 may be lodged with an ordinary administrative court.
(2)
Leave to appeal must be obtained for an appeal to an administrative court of appeal.

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.
Overview of the CST and CSTP’s (EPB’s) discussion

The bioethics Committee of the CST issued reports concerning the regulation of cloning technology applied for human being and human embryo research focusing on the human embryonic stem cells, and summarized fundamental ethical principles of research on the human genome. After the CSTP was established, as for bioethical issues, the CSTP has submitted two reports in response to consultations by MEXT and has presented one opinion to ministries concerned through discussion of the EPB since the EPB’s first meeting in April 2001. From April 2001 to August 2001, the EPB had examined draft guidelines for derivation and utilization of human embryonic stem cells consulted by MEXT and the CSTP submitted a report to MEXT in August 2001. Also, the EPB had examined draft guidelines for handling a specified embryo consulted by MEXT from August 2001 to November 2001 and the CSTP submitted a report to MEXT in November 2001. In addition, based on the stipulation of the Law, the EPB started discussion on treatment of human embryos. The EPB had discussed this issue with 32 meetings for nearly three years— from August 2001 to July 2004. The CSTP approved outcome of this EPB’s deliberation as the CSTP’s opinion on the basic conceptual approach relating to treatment of human embryos on July 23, 2004. The CSTP presented it to ministries concerned on the same day, which directs these ministries to promote policies for treatment of human embryos appropriately based on this opinion.

The Legislative Regulation of Cloning Technology Applied for Human Being  
‘The Law Concerning Regulation Relating to Human Cloning Techniques and Other Similar Techniques’ (the Law) was proclaimed on 6 December 2000 and came into force on 6 June 2001.  The 3rd Article of the law prohibits the production of human clone individuals, banning the transfer of 4 human clone and other similar embryos into uterus. 
The 4th Article of the law prescribes that the guidelines on research with the specified embryos such as a somatic clone embryo and a human–animal chimeric embryo shall be made. After public hearing and consultation with the CSTP, MEXT notified ‘The Guidelines for Handling of a Specified Embryo’ on 5 December 2001.  In these Guidelines, only an animal-human chimeric embryo shall be allowed for the research use for the time being. Based on the CSTP’s opinion on the Basic Conceptual Approach Relating to Treatment of Human Embryos (July 2004), MEXT starts discussions about research use of human cloning embryos in subcommittee of the Bioethics and Biosafty Commission and will revise the guidelines.

The Guidelines for Derivation and Utilization of Human Embryonic Stem Cells

The Subcommittee of Human Embryo Research published in March 2000 ‘Report on the Human Embryo Research Focusing on the Human Embryonic Stem Cells’, which indicated basic concept concerning research on human embryos focusing especially on human embryonic stem cells (ES cells).  The report stated that in future development of life sciences would make possible the production of tissues or organs from ES cells, and that application of these techniques to medical treatment for diseases was expected.  On the other hand, the report required the establishment of strict rules regarding ES cells from ethical points of view.  The report also indicated stricter attitude to the research on human cloned embryo.  Based upon the report, draft guidelines for derivation and utilization of human ES cells were prepared in the Government and were deliberated in the Bioethics Committee and in the Subcommittee on Human Embryo Research.  The draft guidelines were revised and were submitted to CSTP for additional examination.  CSTP submitted a report to MEXT in August 2001, and MEXT completed and noticed ‘the Guidelines for Derivation and Utilization of Human Embryonic Stem Cells’ on September 25, 2001.  A protocol of human ES cell research shall be reviewed both in an Institutional Review Board (IRB) and the Bioethics and Biosafety Committee, MEXT: Double Reviewing System.  

Overview of the CSTP’s Opinion on the Basic Conceptual Approach Relating to Treatment of Human Embryos
This CSTP’s opinion is a conceptual basis for the Japanese policy on treatment of human embryos. The purpose of the EPB’s deliberation on the treatment of human embryos was to examine social norms in treatment of human embryos that meet the demands for pursuit of better human health and welfare while preserving the fundamental order of society regarding respect for human dignity. Based on the discussion at the EPB, the CSTP’s opinion permits creation and utilization of human fertilized embryos and human somatic cell nuclear transfer (SCNT) embryos for research under limited conditions.

The CSTP’s opinion suggests that medical research on human fertilized embryos for the purpose of infertility therapy such as improvement of in-vitro fertilization can be permitted and that ministries concerned should formulate guidelines for regulating the treatment of fertilized embryos.

     Regarding human SCNT embryos (embryos prepared by transfer of nucleus of a somatic cell such as skin cell into an enucleated donor oocytes), at present, “The Guidelines for Handling of a Specified Embryos” under the Law does not permit creation and utilization of human SCNT embryos. Based on this opinion, ministries concerned will revise “The Guidelines for Handling of a Specified Embryos” and will formulate additional guidelines when necessary so that the basic research on human SCNT embryos can be permitted under strict conditions.

Other Topics Concerned: Ethics Commission / Competent Bodies / Advisory Organization

UNITED STATES OF AMERICA  (2005)
Stem Cell Research

On May 24, 2005, the U.S. House of Representatives passed H.R.2520, the Stem Cell Therapeutic and Research Act of 2005, by a vote of 431-1.  This legislation, which is supported by President Bush, provides for the collection and maintenance of human cord blood stem cells for the treatment of patients and for research.  Similar legislation has been introduced and is expected to pass the U.S. Senate this year.  

The Stem Cell Therapeutic and Research Act of 2005 requires the Secretary of Health and Human Services (HHS) to contract with qualified cord blood stem cell banks to assist in the collection and maintenance of human cord blood to be made available for transplantation.  It requires the Secretary to require that recipients of such contracts: (1) acquire, tissue-type, test, cryopreserve, and store donated units of human cord blood acquired with the informed consent of the donor in a manner that complies with applicable federal and state regulations; (2) make collected cord blood units available for stem cell transplantation or, if not appropriate for clinical use, available for peer-reviewed research; and (3) submit data for the Program and for inclusion in the stem cell therapeutic outcomes database.

The legislation also requires the transplantation program, to be located at the Health Resources and Services Administration within HHS, to: (1) operate a system for identifying, matching, and facilitating the distribution of donated cord blood units; (2) allow transplant physicians, health care professionals, and patients to search by electronic means for available cord blood units; (3) support studies and demonstration and outreach projects for the purpose of increasing cord blood donation to ensure a genetically diverse collection of cord blood units; and (4) carry out information and educational activities for the purpose of increasing cord blood donation and promoting the availability of cord blood units as a transplant option. 

The President’s Council on Bioethics

In May 2005, the President’s Council on Bioethics issued a White Paper entitled:  Alternative Sources of Human Pluripotent Stem Cells.  Since the January 2004 publication of its report, Monitoring Stem Cell Research, the President’s Council continued to look into ways of obtaining pluripotent stem cells that are the functional equivalent of human embryonic stem cells, which do not involve the creation or destruction of human embryos.  The Council identified four possible approaches, and this White Paper introduces and discusses them.   These include stem cells that might be obtainable:  from dead embryos; from living embryos, by non-destructive biopsy; from bioengineered embryo-like artefacts; and from reprogrammed adult somatic cells.   The White Paper can be found at the following site:  http://www.bioethics.gov/reports/white_paper/index.html
In March 2004, the President’s Council on Bioethics issued a report, Reproduction and Responsibility:  The Regulation of New Biotechnologies, the result of a comprehensive inquiry into the regulation of those biotechnologies that touch on human reproduction. 

The Council found that U.S. regulatory institutions have not kept pace with rapid technological advance.  “There is no authority, public or private, that monitors how or to what extent these new technologies are being or will be used, or that is responsible for attending to the ways they affect the health and well-being of the participants or the character of human reproduction more generally.”
  The Council did not, however, propose any major new regulatory changes, but rather called for additional information on matters such as the health effects of assisted reproductive technologies on children, mothers and egg donors, and in the area of informed consent and the potential benefits and drawbacks of stronger regulations in this field.   The Council presents recommendations that are addressed both to government and to scientific and medical practitioners.  These range from a call for greater professional self-scrutiny to some very narrow legislative proposals to target the most troubling practices in human reproductions, such as “attempts to conceive children other than by the union of egg and sperm, to produce a hybrid animal-human embryo, to initiate a human pregnancy for any purpose other than to produce a live-born child, or to try to grow human embryos in the bodies of animals.”
  Support for these recommendations on the Council was unanimous.  

This report can be found at the following site:
http://www.bioethics.gov/reports/reproductionandresponsibility/index.html
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Introduction

Human stem cells are a subject of continuing scientific, medical, ethical and political discussion and controversy within Europe and the wider international arena. The working group on Bioethics and Biotechnology of the Church and Society Commission of the Conference of European Churches (CEC)
 has played a significant role in the European debate. It produced a position paper on human and animal cloning in 1998.
 In 2000, it produced a discussion document on therapeutic uses of cloning and embryonic stem cells, inviting wider debate.
 The working group also gave an opinion on stem cell patenting to the EC European Group on Ethics in Science and New Technologies in 2002.
 Our 2000 report reflects a diversity of views which exist among our member churches of CEC on the status of the human embryo and stem cell research. We now present a short update on stem cell ethics in the light of developments in research during the past five years to April 2005, to be read in conjunction with our earlier paper. These developments include obtaining stem cells from surplus embryos from pre-implantation genetic diagnosis (PGD); creating cloned embryos to provide a source of cells to study particular diseases; deriving stem cells by parthenogenesis (stimulating a human egg to be fertilised chemically without sperm) or from animal-human hybrid embryos as alternatives to human embryos; and the prospects for reprogrammable adult stem cells. We aim to foster discussion within our churches and to contribute to the wider debates of stem cell and cloning and related issues both in Europe and further afield. 

A Brief Summary of Views on Embryo Stem Cell Research 
We begin by summarising the main arguments about embryonic stem cells. The prospect of using stem cells to provide replacement cells to treat a wide range of otherwise incurable degenerative diseases is a compassionate aim with which most agree. The primary ethical controversy is whether the human embryo can be used as a source for these cells. There is also a major scientific debate on the potential and efficacy of embryonic versus adult stem cells. Among our member churches there are many for whom all research on embryos which causes their destruction is completely unacceptable, as a matter of fundamental principle. Human life is seen as a continuum from conception to death. To destroy an embryo by using it for research is tantamount to the wilful destruction of a human life. For those holding to this view, the ethical case is clear and straightforward. The position is “under no circumstances.” Only adult or cord blood stem cell research is permissible. 

Many of our churches do not, however, share this view and consider that the status of the human embryo increases with development, and would allow embryo research under particular circumstances. Some would argue that to use embryos to create stem cells for potentially life-saving therapies is more justified than for treating infertility, providing that no other means are possible and that embryos are not used beyond 14 days. This is a “yes, provided ..” position. 

Others argue, on the contrary, that to use embryos merely as a source of cells is too instrumental, negating any sense that the human embryo has a special status. To the extent that embryo research is allowed for limited purposes, a measure of instrumentality is accepted, but this does not mean all uses are thereby permitted. Many would therefore object to the creation of embryos for stem cell research, but might reluctantly agree to use of surplus embryos from IVF treatment, given that these would normally be destroyed. This position is “No, unless …”.

Embryos from Pre-implantation Genetic Diagnosis (PGD)

Some scientists consider that surplus PGD embryos offer a much better chance of producing stem cell lines. It is beyond the scope of this brief report to discuss the controversial ethics of embryo selection to avoid genetic disease. If one accepts the use of surplus embryos from IVF treatments it would seem logical also to accept the use of discarded PGD embryos, because use in stem cell research would seem preferable to destruction. With PGD embryos the instrumental element is stronger, however. In IVF, the couple wishes to have babies which they would not otherwise be able to have, and would not intend any embryos for destruction, as such. In PGD the couple knowingly embarks on a process of creating embryos, some of which they would choose to have destroyed. If accepted, there would need to be very strict conditions to separate the professional staff involved with the PGD procedure from the research group that would use the embryos, especially to ensure that the number of embryos being produced were no more than that reasonably required for the PGD selection.

Cloned Embryos for Therapy
We welcome the near universal rejection of the reproductive cloning of human beings. The development of animal cloning to date has continued to show problems in pregnancy, foetal abnormalities and early deaths of new born animals. This makes it quite clear that for the foreseeable future it would be criminally foolhardy to attempt to clone human beings, quite apart from the very strong principled ethical objections, for which the churches were among the first to give a clear ethical basis.
 
 

In 2004, Korean researchers announced the first human cloned embryos and a stem cell line derived from them. In the UK, two research teams have recently been granted licenses for cloned embryo research, but it is banned in many EC countries. Many object to the creation of cloned embryos as with creating IVF embryos just for research, or consider that it could too easily lead to reproductive cloning by maverick scientists operating outside normal regulatory frameworks. 

We also call into question the justification for so-called ‘therapeutic cloning’ as a therapy with widespread use. Substantial doubts are raised by leading UK and US scientists that it would ever to become routine clinical practice. The wide range of degenerative diseases which were cited to justify therapeutic cloning affect millions of patients across Europe. Each patient would require the creation of an individual cloned embryo, each requiring several donated human eggs. Thus therapeutic cloning implies the donation of possibly tens of millions of eggs. The donation of intimate tissues by an invasive and sometimes painful procedure on such a scale is without precedent. Pressures may also be put on women to donate. Alternatively, if only a few eggs were available, these therapies would be available only for a select few who could afford to pay. This would raise questions of justice and honesty about research whose justification had been presented in terms of widespread availability of a new ‘regenerative’ medicine. Some speculate that human eggs might one day be produced in unlimited numbers in vitro from embryonic stem cells, but no one knows if this would be either feasible or safe. Given these very large uncertainties and that other routes, like a bank of different adult or IVF embryo-derived stem cell lines look more feasible, we would not justify therapeutic cloning to make genetically matched replacement cells as a primary research aim.

A new cloning issue is raised by the Roslin Institute in Scotland which proposes to create cloned embryos to make diseased cells to research the causes of motor neurone disease. Cloning offers a way to obtain a long term supply cells which show the disease in progress, which is currently impossible in any other way. A cloned embryo would be made from, say, a skin sample from someone who had just developed the symptoms of this disease. Stem cells would be removed from the embryo and turned into neurones which exhibited the disease. Researchers say it would be a substantial step towards understanding the causes and to test possible therapeutic drugs. For those opposed to creating embryos for research, however, this poses a dilemma in that it provides a route to study serious diseases that no other method currently seems to offer. For some, however, this type of research might be a justifiable exception.

Parthenogenesis and Animal-Human Hybrid Cells

Some scientists propose that the ethical problems over human embryo research could be avoided by using non-viable ‘embryos’ which could never become babies. It is claimed that such ‘embryos’ might be generated either from animal-human hybrid cloning or by parthenogenesis.
 In the former case, the nuclear transfer cloning process is used to inject a human body cell into a cow or rabbit egg, to create a hybrid embryo with a human nucleus and animal cytoplasm. This would be incapable of proceeding to a viable pregnancy, but the embryo could develop just enough to obtain stem cells from the blastocyst stage of development. Parthenogenetic embryos can be created by chemically inducing a human egg to develop as though it had been fertilised, but without using sperm. Again, it might be possible to extract stem cells before the embryo inevitably died. In theory, large numbers of either sort of embryo could be created, but there would be formidable technical problems, as well as significant risks to be addressed that seriously damaged or cancerous cells might result from such irregular ways of creating embryos.

The ethical argument is that since these embryos would be non-viable by definition, one would not be destroying a human life.
 In the one case, the mixing of human and animal genetic and cellular material at such a profound level would, however, raise a major intrinsic ethical objection for many people. The moral status of parthenogenetic creations is not clear. They are not viable because certain crucial mechanisms necessary for normal embryo development are compromised. Are these to be seen as defective human embryos, or are they not real embryos at all? If they are defective embryos, many would have serious objections to pursuing a route which could only produce embryos so malformed that they could not be viable. In general, one does not address a basic ethical problem with a technical fix. However satisfied a scientist might be that these were ‘ethical’ alternatives to embryos,
 the crucial issue is whether those who object to using embryos in stem cell research are satisfied by the argument. Neither parthenogenesis and animal-human hybrid embryos seem likely to meet the case, since both present at least as many new ethical problems as they might solve, quite apart from the risks.
Should we research adult cells, embryo cells or both?

Placental cord blood and many tissues and organs in the adult body also contain stem cells. These stem cells can normally only produce types of cell relevant to that tissue. Some are already used therapeutically, for example bone marrow transplants, but they are often few in number and usually restricted to the organ in question. It has, however, been found that under some circumstances some adult stem cells may apparently be induced to turn into other cells - bone marrow into liver cells or nerve cells, for example. It is not clear how repeatable or how widely applicable these findings are, nor if these would produce enough cells to be therapeutically useful. Obtaining bone marrow cells is also a very invasive process. While encouraged by these developments, we caution against making premature claims or reliance on such prospects. Human stem cell research is still a very young science. No one knows how effective either adult or embryo cells may prove. Other embryo research seeks to find the chemicals which control cell differentiation, hoping they might be used to transform adult cells directly into any desired cell type without using embryos in future.

A priori, the case for adult and cord blood stem cells as a general source of replacement cells for degenerative diseases is weaker. By definition embryonic stem cells must be capable of producing all cell types of the human body, whereas adult stem cells are not designed to do this. If only adult cells were researched the risk is that less conditions might be treatable than if both routes were researched. Some of us would advocate pursuing embryo and adult cell research in parallel, with a cross-fertilisation of knowledge, but others of us consider that ethically, only adult cells can be researched, and any limitations duly accepted.

Opportunity Costs

We offer these reflections on a variety of high technology developments of recent science, but as churches we are also acutely aware of the global health context and of the plight of readily treatable disease that afflicts so many millions of our brothers and sisters in the poor countries of the world. We draw attention to concerns that expensive stem cell research may be a luxury of ‘Northern’ lifestyle which expects to live in good health to a good old age. For many of the world’s population, living even a full span of life would be a welcome change to their normal expectations. We ask how far stem cell research is justified while European countries promoting it still have not fulfilled their promises of the percent of their GDP they dedicate to aid and support for healthcare in the developing world. 

Glossary

Stem cells – Stem cells are unspecified cells which are found in a number of tissues and organs of the body. They can be found in the early embryo (embryonic stem cells), in the blood of the placental cord, and in many tissues of the adult body (adult stem cells). What makes them unique is that they can either simply reproduce themselves, or they go through a process called differentiation to generate particular types of body cells such as muscle, nerve or bone cells. 

Adult stem cells - the primary function of adult stem cells is to act as a repair system, to replenish cells in body to replace those which naturally wear out, such as skin and blood cells. Under normal circumstances, adult stem cells produce only the types of cell belonging to the relevant tissues of the body. For example, bone marrow stem cells make the various different types of blood cells but normally do not make skin or liver cells. Recent research suggests that under some circumstances some adult stem cells can apparently be induced to generate other cell types than they would naturally produce in the body. 

Differentiation – a gradual (and so far not well understood) process by which stem cells generate specific types of body cells. This process goes through intermediate stages where cells are partially differentiated, until when it is complete, cells are said to be terminally differentiated. Once a cell begins to differentiate it does not normally change into another type of cell (but see adult stem cells and nuclear transfer cloning). 

Embryonic stem cells – these are cells extracted from the early embryo which are responsible for generating all the cells and tissues of the body in the normal development from embryo to baby. The normal source is surplus embryos from IVF treatments, but cloned embryos and surplus PGD embryos have also be used. Research with embryonic stem cells is allowed in some countries and banned in others.

Stem cell therapy – a range of potential therapies using stem cells to regenerate cells destroyed by serious diseases. In one type of therapy, adult stem cells are used directly to regenerate cells, for example blood cells in bone marrow transplants. A future possibility is that embryonic stem cells (and possibly adult stem cells) may be used to generate specific types of replacement body cells (e.g. nerve cells for Parkinson’s, pancreas cells for diabetes). 
Cloning – A process which makes a genetically identical copy (a clone) of a gene, a cell or an entire organism, derived from the Greek word for taking a cutting from a rose bush.

Cloning by nuclear transfer – a laboratory process in which a body cell of an animal is transformed into a cloned embryo which is almost genetically identical to the embryo from which the animal originally came. The body cell is fused with an animal egg cell whose nucleus has been removed. The fusion causes the egg cell to act as if it has been fertilised as an embryo with the genetic composition of the donor cell. If the cloned embryo is implanted successfully in the womb of a female, a clone of the original animal can be produced, which is almost a genetic copy, but it carries a small amount of genetic material from the egg which is normally from a different individual of the species. 

Animal cloning - nuclear transfer cloning has produced cloned sheep, cows, pigs, rabbits, mice, horses and some other animals. It has also often been associated with serious physiological and pregnancy problems and is not so far in general commercial use. 

Cloned embryo – an embryo produced by nuclear transfer cloning from a cell taken from an existing individual
Embryo splitting – the natural process in which an early embryo sometimes divides into two (or more) embryos, which are initially exactly genetically identical to each other (more identical than clones would be). Some differences emerge as the embryos develop and after birth, but the twins normally resemble each other quite closely. Although commonly known as ‘identical’ twins, each twin is a distinct and unique individual. 
Human cloning – nuclear transfer cloning has now also been performed in humans up to the early embryo stage. No case is known where a cloned human embryo has been successfully implanted to produce a cloned baby. This would be illegal in many countries and is outlawed in the Council of Europe’s Convention on Human Rights and Biomedicine and in a recent recommendation of the United Nations General Assembly. 

Reproductive Cloning - if a cloned embryo is implanted in the womb and the pregnancy goes to term to produce a cloned animal (or, in theory, a cloned baby). 

Research Cloning - if a cloned embryo is not implanted in the womb but used for research purposes, for example to extract stem cells, this is sometimes known as research cloning. 

Therapeutic Cloning – Correctly, this term refers only to a future idea to use cloning to provide genetically-matched replacement cells to treat patients suffering from degenerative diseases, some spinal injuries and burns. A cloned embryo would be created from a skin or blood cell of the patient by nuclear transfer cloning.  Embryo stem cells would be extracted from the cloned embryo, and used to generate the particular cells types relevant tor the patient’s condition, of the same genetic type as the patient. It is suggested that this would reduce the risk of rejection by the body. The term therapeutic cloning has sometimes been used wrongly and confusingly to describe all potential embryo stem cell therapies.

Hybrid cloning – nuclear transfer cloning where the egg is taken from a different species from the donor animal (or human). This produces a non-viable embryo with some genetic material from both species, but which might be a source of stem cells of the donor species. 
Degenerative disease – a disease in which body cells die but are not regenerated, so that the relevant function of the body gradually degrades, e.g. Parkinson’s and Alzheimer’s. 

in vitro – a process carried out in the laboratory (literally “in glass”)
in vivo – a process that happens in the body (literally “in life”)

IVF (In vitro Fertilisation) – A process developed in the 1970’s to help otherwise infertile couples have babies. It is done by extracting eggs from the woman’s body and fertilising them in the laboratory with the man’s sperm. If an embryo is produced, it is placed into the woman’s womb. If all goes well it will develop as a normal pregnancy. If several embryos are produced, couples often have the unused ones frozen for future attempts to have a baby. If these are unused they become surplus IVF embryos, which are the major source of embryo stem cells.
Motor Neurone Disease – an incurable degenerative disease of the nervous system
PGD (Pre-implantation Genetic Diagnosis) – a way of testing for certain genetic abnormalities in the developing embryo which can sometimes be performed during IVF treatments. If a couple carries a serious incurable genetic disease which they want to avoid passing on to any future children, they may choose not to have children by normal sex, but instead they use IVF to produce several embryos which are tested by PGD. The couple select for implantation only embryos which do not carry the genetic abnormality. 

Parthenogenesis – The chemical activation of an egg without the involvement of a male sperm. The egg develops abnormally into an embryo, with the genetic composition of the egg. In mammals and humans, parthenogenetic embryos are not viable, but some may survive long enough for scientists to remove embryonic stem cells from them.

Regenerative medicine – treatments which can provide replacement body cells, derived from either adult or embryonic stem cells.
UNITED KINGDOM  (2004)

Human Fertilisation and Embryology Authority (HFEA)

Future of HFEA

· In July the Secretary of State for Health announced that following the Department of Health’s review of the role and functions of its arms length regulatory bodies, it had been decided that the HFEA and the Human Tissue Authority (HTA) will be replaced by a new regulatory body, the Regulatory Authority for Fertility and Tissue (RAFT). The creation of RAFT (and the dissolution of the HFEA and HTA) will require primary legislation. This will now be part of the review of the Human Fertilisation & Embryology Act 1990 announced in January.  It is expected that RAFT will formally take on the regulatory functions of the HFEA and HTA in 2008. (The review can be found at http://www.dh.gov.uk/PublicationsAndStatistics/Publications/PublicationsPolicyAndGuidance/PublicationsPolicyAndGuidanceArticle/fs/en?CONTENT_ID=4086081&chk=y4UIfP)

Therapeutic cloning research

· On 11th August the HFEA announced that it had granted a research licence to the Centre for Life in Newcastle to carry out research involving the creation of human embryonic stem cells using cell nuclear transfer “therapeutic cloning”. The research, carried out in partnership with Institute of Human Genetics at Newcastle University, will initially involve the creation of embryos by inserting the nuclei from human skin or stem cells into human eggs. This is a preliminary research project to develop techniques. It is not aimed at finding a treatment for a specific condition, although this will form a foundation for such work in future.  The licence has been granted to increase knowledge about the development of embryos and enable such knowledge to be applied in developing treatments for serious disease; both purposes set out in primary legislation for which the use of human embryos in research is permitted.

Preimplantation genetic diagnosis with tissue typing
· In July the HFEA decided to extend the rules allowing embryos to be tested in order for families to have a child who could be a tissue match for a seriously ill brother or sister. In 2001 the HFEA adopted a precautionary approach when considering this procedure and decided that it should only be permitted when it was combined with tests to enable parents to select embryos, which are free from a serious genetic disorder. This was because the technique was invasive and there was a concern about a potential risk of damaging the embryo, so tissue typing was only allowed on cells which had already been taken from the embryo for genetic diagnosis.  

· The HFEA has now reviewed the medical, psychological and emotional implications for children and their families as well as the safety of the technique. There have been three further years during which successful embryo biopsies have been carried out, both in the UK and abroad and shown no evidence of increased risk. The HFEA has decided, in principle, to permit PGD with tissue typing to take place where there is no health benefit for the resulting child and the sole purpose of the procedure is the treatment of the sick older sibling. The HFEA will consider each case on its individual merits and a licence will only be granted where the HFEA is convinced that the child born as a result of this procedure will be a valued member of the family and that the procedure is the last option for treating the older sibling. 

· On 8th April 2003, the Court of Appeal overturned the high court’s ruling that the HFEA's decision to allow tissue typing to be carried out in conjunction with PGD for a serious genetic disorder was "ultra vires" the Authority’s powers and, therefore, treatment licences could not be issued for this procedure (under para. 1(1) of Sched.2 to the Human Fertilisation and Embryology Act 1990). The appeal court ruling allowed the clinic treating Mrs Shahana Hashmi, whose case has attracted wide media attention, to go ahead with such treatment. The appellant Comment on Reproductive Ethics (CORE) has been given leave to appeal to the House of Lords. The hearing is scheduled to take place in March 2005.

House of Commons Science & Technology Committee inquiry “Human Reproductive Technologies and the Law” 

· The Committee launched its inquiry in January. Following receipt of written memoranda from a range of organisations and individuals, the Committee started taking oral evidence in June. So far, witnesses have included professional bodies, patients, research scientists, faith and pro-life groups and the HFEA executive. The Committee will continue to take evidence, including a session on PGD, until January 2005. The report of the Committee is expected at Easter 2005. 

Donor information 

· In January Ministers announced regulations lifting anonymity from future gamete and embryo donors, allowing donor conceived children to access the identity of their donor when they reach the age of 18.  The new regulations will only apply to people who donate after 1st April 2005. People donating sperm, eggs or embryos before April 2005 will not be identifiable. When the new regulations do come into force, they will not impact on a donor's responsibilities to any child born as a result of their donation. As now, they will have no financial or legal obligations towards the child.  The regulations were passed by Parliament on 9 June. 

Link: Ethics Commission / Competent Bodies / Advisory Organization, Reproductive Decision - Making
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 preimplantation 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: Biomedical Research, Human Genetics
SWEDEN  (2004)

Regulation of stem cell research in Sweden
(Government Bill 2003/04:148)
Stem cell research is an important field of research, which in the long term can offer the potential to deliver new treatments for serious diseases. To enable further progress in this field, it is essential that research is undertaken in ethically acceptable forms. With the further development of Swedish stem cell research in mind, the Swedish Government has proposed amendments and clarification with regard to stem cell research in current legislation. The proposed date of entry into force of these amendments is 1 January 2005.
The Swedish Government proposes that research on stem cells from fertilised eggs be permitted under the conditions formulated in the Act from 1991 concerning research on fertilised eggs. It also proposes that so-called somatic cell nuclear transfer (therapeutic cloning) should be permitted in the context of research. In the initial stage, the same method is used as in cloning human beings. This is why the Government proposes an explicit, unequivocal ban on human reproductive cloning, both in research and in other contexts. All research projects are to be subject to approval by an ethics committee. 
Most controversy concerning stem cell research has centred upon research on embryonic stem cells taken from fertilised eggs.  The Swedish Government has found that under certain conditions such research could be ethically acceptable like other research on fertilised eggs. 
Previous legislation
In Sweden, research on fertilised eggs has been permitted since 1991. The Act (1991:115) concerning research on fertilised eggs was primarily introduced to regulate research focused on improving techniques for in vitro fertilisation. The Act provides for research on fertilised eggs under certain conditions. Research is only permitted in the first 14 days after fertilisation. After this, the egg must be destroyed. A fertilised egg that has been subject to research may not be implanted in a woman’s body. Nor may the purpose of the research be to create genetic changes that can be inherited. 
Research on fertilised eggs also comes under the provisions of the Act on Ethical Review of Research involving Humans (2003:460). The aim of the Act, which entered into force on 1 January 2004, is to protect the individual in the context of research. According to the Act, research will be permitted only if it is undertaken with respect for human dignity. Research may only be undertaken if the risks it may entail are outweighed by its scientific value. Research may not be approved if the same result can be achieved in some other way that entails fewer risks. 
Cell nuclear transfer
In the Government bill, it is proposed that somatic nuclear cell transfer, sometimes referred to as therapeutic cloning, should not be prohibited but could be permitted on a case by case level and subject to the same kind of limitations as those applying to research on fertilised eggs.
Donation of eggs for research purposes
Up to now, most research has been done on surplus eggs after completed treatment with in vitro fertilisation. The couple who have received treatment may then give their consent to the use of these eggs for research purposes. If the embryo has been produced via donated sperm or donated egg, the donors of the egg or sperm must also give their consent.
In the case of research on somatic cell nuclear transfer, a woman has to donate an unfertilised egg and another individual has to donate a human cell. Here too, the Government proposes that donor consent is obtained.
CZECH REPUBLIC  (2004)
Developments in the Field of Bioethics (since October 2003) in the Czech Republic

Review Boards (= Ethics Committees) for Multicentric Studies have been established in University hospitals and Medical faculties. They are approved and controlled by the Ministry of Health and by the State Institute for Drug Control.

Their task is the ethical evaluation of drug studies and of biomedical research projects. In this year such Boards will be established also on regional levels. Several courses for their members have been organised.

A law forbidding reproductive and therapeutic cloning and the creation of human embryos for other than reproductive purposes has been submitted to the legislative process.

An other law regulating research on so called supernumerary embryos is now prepared under the direction of the Ministry of Education, in collaboration with  the Bioethics Commission of the Council of Research and Development (prof. Vladimír Viklický).

A University Center for Bioethics at the Masaryk University at Brno has now worked for some years (Ms. Dr. Renata Veselská, PD., Mgr. Josef Kuře).

A Center for Bioethics  is also connected with the Medical Faculty of the Charles University at Prague (Jan Payne, MD).

A Society for Medical Ethics (member of the Czech Medical Society) organises seminars about actual ethical topics (this year it will be ethics and justice in health care allocation). 

All medical faculties have obligatory courses in bioethics in their curriculum. Courses in bioethics are also part of the education of nurses and paramedics. 

Dagmar Pohunková

NORWAY  (2004)
New Norwegian Act relating to the Application of Biotechnology in Human Medicine

Last year the Norwegian Parliament passed a new Act relating to the Application of Biotechnology in Human Medicine. With the exception of the provisions on the right of children to know the identity of sperm donors and the provisions on prenatal diagnosis the Act entered into force 1 January 2004. 

The Act contains provisions on the prohibition against research on embryos and on the prohibition against all forms of human cloning. It also contains provisions on genetic testing and gene therapy.

For the most part the new Act is based on the same restrictive principles as the old Act from 1994 as amended until last year.

The core values enshrined in the Act is the respect for human dignity and the fundamental ethical principles of our western cultural heritage.

Other Topics Concerned: Human Genetics
SPAIN  (2004)

NEW SPANISH LAW ON ASSISTED REPRODUCTION

On 21 November 2003, the Spanish Parliament approved a new Law modifying the Law of 1988 on medically assisted reproduction. 

Among the most significant changes the following can be highlighted:

-
Medically assisted reproduction treatment must be preceded by an individualised examination of the woman or the couple. The treatment must prevent multiple pregnancies, fetal reduction and the production of supernumerary embryos.

-
A maximum of three embryos may be transferred per cycle.

-
A maximum of three oocytes may be fertilised per cycle.

Exceptionally, when some specific pathologies occur, a higher number of oocytes may be fertilised. The Ministry of Health, after the opinion of the Commission on Assisted Reproduction, will elaborate a protocol on this subject taking into account age and causes of infertility.

-
If, exceptionally, the number of embryos produced is greater than the number of embryos transferred, the remaining embryos must be cryopreserved for a period equivalent to that of the fertile period of the woman. The couple are able to consent to the donation for reproductive purposes of embryos that they decide not to transfer. No other use of the embryos is permitted.

-
Regarding embryos cryopreserved before the new law enters into force, the couple can choose from the following options: transfer; donation free of charge to another couple for reproductive purposes; utilisation for research purposes of biological structures obtained at the time of unfreezing, although revival is not permitted in any case; unfreezing with no other aim.

-
Embryos cryopreserved before the entry into force of the new law where the couple have given their consent for donation to another couple can be cryopreserved for a further 5 years. After that period they must be given to the National Centre of Transplantation and Regenerative Medicine.

-
Where the couple of embryos cryopreserved before the entry into force of the new law are not known, or where their decision is not communicated within a year, the embryos will be cryopreserved for a further four years so that they can be donated for reproductive purposes. If donation does not take place within that period, the embryos must be given to the National Centre of Transplantation and Regenerative Medicine.

-
A regulation will define the conditions for using biological structures for the purposes of research or regenerative medicine, under the responsibility of the National Centre of Transplantation and Regenerative Medicine. The aims of the research must be of particular importance, such as the progress of basic research or the improvement of diagnostic, preventive or therapeutic methods applicable to man.

-
The current National Centre for Transplantation will be part of the new National Centre of Transplantation and Regenerative Medicine.

The full text of the new Law (Law 45/2003, November 21th, modifing Law 35/1988, November 22th, on medically assisted reproduction is available at:

http://www.boe.es/boe/dias/2003-11-22/pdfs/A41458-41463.pdf  

The full text of the Spanish Law (Law 35/1988, November 22th, on medically assisted reproduction is available at the following file:

<Ley 35-1988 sobre técnicas de reproducción asistida.doc>

Other Topics Concerned: Reproductive Decision-Making
ISRAEL (2004)
Developments in Bioethics in Israel revolve in great part around the renewal of the 5-year Law prohibiting genetic intervention on germline cells and cloning. The following link summarizes the legal process underway at the Knesset.

http://www.bioisrael.com/Homeinc_coverstoryDetails.asp?Id=90
Efforts are made to promote Bioethics teaching in public schools. A one-day conference for 1,200 biology teachers will take place on March 30 2004, in the Department of Science Teaching of the Weizmann Institute of Science, Rehovot, Israel. The topics include the bioethics of human genetics and methods for teaching various bioethical dilemmas in high-school.

Information can be obtained from Dr Ilana Schmidt – Hopfeld. (e-mail: ilana.Hopfeld@weizmann.ac.il).

SPAIN (2003)

August 2003

PROPOSED NEW SPANISH BILL ON ASSISTED REPRODUCTION AND STEM CELLS

On 25 July 2003, the Spanish Government approved a draft Bill modifying the Law of 1988 on medically assisted reproduction that was subsequently presented to Parliament. The Health Minister expressed the hope that the Bill would be passed during the lifetime of the present Government. 

Among the most significant changes the following can be highlighted (non-official synthesis prepared by the CDBI secretariat):

· Medically assisted reproduction treatment must be preceded by an individualised examination of the woman or the couple. The treatment must prevent multiple pregnancies, fetal reduction and the production of supernumerary embryos.

· A maximum of three embryos may be transferred per cycle.

· A maximum of three oocytes may be fertilised per cycle. Exceptionally, and when following repeated failures the existence of additional difficulties is scientifically certified, a higher number of oocytes may be fertilised. The Ministry of Health, after the opinion of the Commission on Assisted Reproduction, will elaborate a protocol on this subject taking into account age and causes of infertility.

· If, exceptionally, the number of embryos produced is greater than the number of embryos transferred, the remaining embryos must be cryopreserved for a period equivalent to that of the fertile period of the woman. The couple are able to consent to the donation for reproductive purposes of embryos that they decide not to transfer. No other use of the embryos is permitted.

· Regarding embryos cryopreserved before the new law enters into force, the couple can choose from the following options: transfer; donation free of charge to another couple for reproductive purposes; utilisation for research purposes of biological structures obtained at the time of unfreezing, although revival is not permitted in any case; unfreezing with no other aim.

· Embryos cryopreserved before the entry into force of the new law where the couple have given their consent for donation to another couple can be cryopreserved for a further 5 years. After that period they must be given to the National Centre of Transplantation and Regenerative Medicine.

· Where the couple of embryos cryopreserved before the entry into force of the new law are not known, or where their decision is not communicated within a year, the embryos will be cryopreserved for a further four years so that they can be donated for reproductive purposes. If donation does not take place within that period, the embryos must be given to the National Centre of Transplantation and Regenerative Medicine.

· A regulation will define the conditions for using biological structures for the purposes of research or regenerative medicine, under the responsibility of the National Centre of Transplantation and Regenerative Medicine. The aims of the research must be of particular importance, such as the progress of basic research or the improvement of diagnostic, preventive or therapeutic methods applicable to man.

· The current National Centre for Transplantation will be part of the new National Centre of Transplantation and Regenerative Medicine.

The full text of the Bill in Spanish is available at:

http://www.diariomedico.com/sanidad/celmadre280703.pdf
Among the reactions to the Bill: 

The Executive Committee of the Spanish Episcopal Conference considered, in a Note of 25 July, that the reform went in the right direction but that it was very insufficient. The text of that Note can be consulted at the following address: http://www.conferenciaepiscopal.es/documentos/Conferencia/embriones_julio03.htm

- The Association CERES (Grouping of couples having problems with reproduction) has criticised the restriction to three oocytes that can be fertilised per cycle. 

Le gouvernement espagnol approuve un avant-projet de loi sur la procréation assistée et les cellules souches
Le 25 juillet 2003, le gouvernement espagnol a approuvé un avant-projet de loi modifiant la Loi de 1988 sur la procréation médicalement assistée, qui a été présenté ensuite au Parlement. La ministre de la Santé a déclaré espérer que la nouvelle loi puisse être adoptée par le Parlement au cours de la présente législature.

Parmi les changements les plus significatifs on peut mentionner les suivants (synthèse non officielle, préparée par le Secrétariat du CDBI):

- Le traitement d'assistance médicale à la procréation devra être précédé d'un examen individualisé de la femme ou du couple. Le traitement devra éviter les grossesses multiples, la réduction embryonnaire et la production d'embryons surnuméraires.

- On ne pourra transférer que trois embryons au maximum par cycle.

- On ne pourra féconder que trois ovocytes au maximum par cycle. A titre exceptionnel, et lorsque, à la suite d'échecs répétés, il est scientifiquement constaté l'existence de difficultés supplémentaires, un nombre supérieur d'ovocytes pourra être fécondé. Le Ministère de la Santé, après avis de la Commission sur la procréation assisté, élaborera un protocole a ce sujet tenant compte de l'âge et des causes de la stérilité.

- Si, exceptionnellement, le nombre d'embryons constitués était supérieur au nombre d'embryons transférés, les embryons restants devront être cryoconservés pour une période équivalente à la période de fertilité de la femme. Les géniteurs peuvent consentir au don à des fins de procréation des embryons qu'ils décideraient de ne pas transférer. Aucune autre utilisation de ces embryons ne sera permise.

- S'agissant des embryons cryoconservés avant l'entrée en vigueur de la nouvelle loi, les géniteurs peuvent choisir parmi les options suivantes: le transfert; le don à titre gratuit à un autre couple à des fins de procréation; l'utilisation à des fins de recherche des structures biologiques obtenues lors de la décongélation, la réanimation n'étant cependant permise en aucun cas; la décongélation sans autre but.

- Les embryons cryoconservés avant l'entrée en vigueur de la nouvelle loi que les géniteurs auraient consenti à donner à un autre couple seront cryoconservés pendant 5 années supplémentaires. Passé ce délai, ils seront cédés au Centre national de la transplantation et de la médecine régénérative.

- Lorsque les géniteurs des embryons cryoconservés avant l'entrée en vigueur de la nouvelle loi ne sont pas connus, ou lorsque leur décision n'est pas communiquée dans un délai d'un an, les embryons seront maintenus en cryoconservation pendant quatre années supplémentaires en vue d'un don éventuel à des fins de procréation. Passé ce délai sans que le don ne soit intervenu, les embryons seront cédés au Centre national de la transplantation et de la médecine régénérative.

- Un règlement définira les conditions d'utilisation des structures biologiques à des fins de recherche ou de médecine régénérative, sous la responsabilité du Centre national de la transplantation et de la médecine régénérative. Les buts de la recherche devront être d'une importance particulière, tels que le progrès de la recherche fondamentale ou l'amélioration des méthodes diagnostiques, préventives ou thérapeutiques applicables à l'homme.

- L'actuel Centre national des transplantations fera partie du nouveau Centre national de la transplantation et de la médecine régénérative.

________________________________________________________________

Le texte intégral en espagnol de l’avant-projet de loi est disponible à l’adresse suivante: http://www.diariomedico.com/sanidad/celmadre280703.pdf
Parmi les réactions au projet de loi:

- Le Comité exécutif de la Conférence épiscopale espagnole a estimé, dans une Note du 25 juillet, que la réforme va dans le bon sens mais qu'elle est très insuffisante. Le texte de cette Note peut être consulté à l'adresse suivante: http://www.conferenciaepiscopal.es/documentos/Conferencia/embriones_julio03.htm
- L'association CERES (groupant des couples ayant des problèmes de procréation) a critiqué la limitation à trois du nombre d'ovocytes pouvant être fécondés par cycle.
Other Topics Concerned: Reproductive Decision - Making
CANADA (2003)
Canadian Institutes of Health Research (CIHR) 

Recognizing the urgent need for clear guidelines pertaining to stem cell research- guidelines that allow for response to rapidly evolving science and shifting public opinion, and ensure ethical and scientific oversight – The Canadian Institutes of Health Research introduced Human Pluripotent Stem Cell Research : Guidelines  for CIHR-funded Research in March 2002.

CIHR was established by the Government of Canada in 2000 as the federal funding agency for health research in Canada.  The CIHR funds a broad spectrum of health research, including biomedical, clinical science, health systems and services, and population health research.  CIHR seeks to ensure that research carried out under its auspices involving humans or human biological material meets the highest ethical standards.  The ethical principles governing research involving humans including tissues, biological fluids, embryos and fetuses are laid out in the Tri Council Policy Statement:  Ethical Conduct for Research Involving Humans (TCPS).  The TCPS applies to all research funded by CIHR and all research conducted at institutions that receive any CIHR funding.

The stem cell guidelines are based on the provisions of the Tri-Council Policy Statement:  Ethical Conduct for Research Involving Humans (TCPS).  Therefore, the guidelines are based on several guiding principles, such as:

· Research undertaken should have potential health benefits for Canadians;

· Free and informed consent, provided voluntarily and with full disclosure of all information relevant to the consent;

· Respect for privacy and confidentiality; and
· No direct or indirect payment for tissues collected for stem cell research and no financial incentives.

These guidelines apply to all proposals for human pluripotent stem cell research submitted to CIHR.  They do not apply to research proposals to other public sector funding organizations or to the private sector.

ISRAEL (2003)
October 2003

1) Renewal of the Law that prohibits Genetic Intervention in Human Being (cloning of entire human being and germline therapy) – 1998. 

The Law is for 5 years and the time for renewal will be January of 2004. A National Committee on the Status of the Human Embryo has been asked to prepare the renewal of the Law, which is expected to be prolonged by the Israeli Parliament for another 5 years.

2) Bioethics Committee of the Israel National Academy of Science and Humanities (Chair: Prof. Michel Revel, michel.revel@weizmann.ac.il)

 
A website on Bioethics is being maintained to publish the activities of the Committee. The website can be accessed at :  http://www.academy.ac.il/ (button bioethics) or at http://stwww.weizmann.ac.il/bioethics/.

Reports of the Academy Bioethics Committee on a) The Human Embryo Stem Cell Research, and b) Large Scale Population based DNA banks are found on the website in English and Hebrew, and can be easily downloaded. A new Report on the Limits of Prenatal Diagnostic will be available soon. The website also displays articles from members on various bioethics topics. There is a forum for teachers (high school) and FAQ section which deals with many questions related to cloning, ES cells and sex selection. Webmaster Dr Ilana Schmidt Hopfeld.

3) A Helsinki committee on Genetic Research in Human Beings (Chair: Prof. Boleg Goldman) watches over the strict application of the Law on Confidentiality of Genetic Information. 

EUROPEAN COMMISSION /(2003)
DG Research 

Human embryonic stem cell research

The question of EU funding for human embryonic stem cell research was left open in the FP6 decision-making process. The Commission agreed temporarily not to fund research projects using human embryos and embryonic stem cells, with the exception of banked or isolated human embryonic stem cells in culture. The Council of Ministers, the European Parliament and the Commission agreed to decide on this issue in the course of 2003.

In order to provide a basis for an informed debate the European Commission, DG Research prepared a report on “Human embryonic stem cell research”. The report, which review the state of play of the scientific, ethical, legal, social and economic issues related to human embryonic stem cell research, was published 3 April 2003. http://europa.eu.int/comm/research/press/2003/pdf/sec2003-441report_en.pdf
The report laid the groundwork for the inter-institutional seminar on 24 April 2003 debating human embryonic stem cell research in the context of FP6. The gathering contributed to an open debate between Members of the European Parliament, representatives from Member States, accession countries, candidate countries and the other countries associated to FP6, the Commission and experts in science, ethics and law. 

http://europa.eu.int/comm/research/conferences/2003/bioethics/bioethics-programme_en.pdf
The Commission now intends to submit to the Council and Parliament a proposal for establishing guidelines for EU funding of research projects involving human embryos and human embryonic stem cells in the context of FP6. 

UNITED NATIONS (2003)
The Working Party on an international convention against the reproductive cloning of human beings met in New York on 29 September - 3 October 2003, in the framework of the 58th session of the Sixth Committee (Legal), to consider the elaboration of a mandate for the negotiation of an international convention against the reproductive cloning of human beings. Two diverging approaches were opposed on the scope of a possible convention: a "global approach" in favour of a total ban of all forms of human cloning (written proposal presented by Costa Rica) and a "differential approach" to reproductive cloning (which would be banned) and other forms of cloning, including the so called "therapeutic cloning" (which could be regulated - written proposal presented by Belgium at the end of the meeting). Despite intense discussions, the Working Party, as in its meeting in September 2002, was not in a position to reach any consensus on a draft scope of a possible future convention.

The question was therefore referred to the Sixth Committee which examined it on 6 November 2003. At the end of the discussions, the Sixth Committee adopted, by 80 votes in favour, 79 against and 15 abstentions, the motion presented by the delegation of Iran, on behalf of the member States of the Organisation of the Islamic Conference, to defer until 2005 consideration of proposals for the elaboration of an international convention on the cloning of human beings. http://www.un.org/law/cloning/
NETHERLANDS (2002)
The use of gametes and embryos (the Embryo Act)

The Embryo Act entered into force on 1 September 2002. The Act contains rules governing many of the features and consequences of artificial insemination techniques. Its aim is to ensure that embryos are handled with respect, to give them special protection as the beginning of life, and to safeguard the interests of the child such an embryo may become.

The Act places control over embryos in the hands of those for whom they are intended. In most cases, this will be the person whose gametes were used to create the embryo. But if there are embryos that are genuinely surplus following fertility treatment they may be made available for donation or research.

A major part of the Act is concerned with conditions governing the use of embryos in research. The conditions are largely comparable to those laid down by the Dutch Medical Research (Human Subjects) Act: both an ethical review and the consent of the persons for whom the embryos are intended are required. The Act also considers whether there should be scope for creating embryos specifically for research purposes. This will be banned for the first five years after the Act's entry into force (phase 1), after which a decision will be taken on whether to lift the ban so that creating embryos for research purposes may be allowed subject to extremely strict conditions (phase 2). 

The Act also contains a number of specific permanent prohibitions: creating human-animal hybrids (chimeras) or genetically identical individuals (cloning) and applying techniques determining the sex of the child are all banned.
DENMARK (2002)
The ad hoc Committee on Gene Technology was set up in consequence of a debate in the Danish Parliament in January 2001. The committee was given the task of describing potential benefits and risks related to the cloning of stem cells, xeno​transplantation, gene therapy and genetic testing of healthy individuals. The committee was not asked to prepare legislation. 

Jointly with the Minister for the Interior and Health and the Minister for Justice, the Minister for Science, Technology and Innovation was given the task of appointing the committee. 

The committee has covered the following questions:

>
What are the potential benefits and risks of using stem cell therapy, xenotransplantation, gene therapy and genetic testing of healthy individuals? 

>
Considering the future application of these emerging technologies, which problems are important to consider? How could these problems be solved and who should contribute to the task of problem solving?

Based on the current leading-edge science within the four areas, as well as the ethical aspects and the legislative matters, the committee points to a number of problems that should be addressed as a prerequisite for future application of the new technologies. 

Stem cell therapy: 

Stem cells are the „primordial cells“ of human beings and they have the ability to differentiate into all the other types of cells. Thus, the vision is that the use of stem cells will make it possible to repair for instance nerve cells that have been destroyed in patients suffering from Parkinson’s disease or repair liver cells in a malfunctioning liver.

Today, it is assumed that stem cells obtained from the human embryo have the greatest potential. However, there is increasing evidence that adult stem cells e.g. from cord blood and fully developed tissue might, if properly treated, exhibit a potential similar to the potential of embryonic stem cells. Both nationally as well as internationally, attention is focused on embryonic stem cells. The major concern is whether the possibility of developing new medical treatments can justity the ethical doubts related to the isolation of stem cells from the embryo. The isolation of stem cells is permitted in, for instance, Sweden and the United Kingdom. Whereas in Germany, for instance, and in the United States as far as federally financed research is concerned, only research on already existing stem cell lines is permitted. 

In Denmark the situation is not clarified. The field is regulated by the Act on Medically Assisted Procreation. Stem cells are not mentioned directly in the Act. However, it regulates the utilisation of the human embryo in a research context. Only research which aims at improving the IVF treatment and pre-implantation diagnosis is permitted, and only when using embryos left over from the IVF treatment. According to government interpretation the act does not restrict research performed on imported stem cell lines. This matter has not been taken to court.

Independent of Parliament’s wish either to widen the possibilities of carrying out research on embryonic stem cells, or to maintain or to further limit the current possibilities for such research, the committee finds that there is a need to clarify existing regulation trough a legislative revision. 

It is recommended
>
that parallel with a public debate, political clarity concerning the use of embryonic stem cells be established as soon as possible. On this basis and if needed, a legislative preparatory work should be initiated, also with a view to a revision of the Act on Medically Assisted Procreation.

Seven key questions require political resolution:

1) Should it be permitted to derive stem cells from fertilised eggs/embryos left over from an IVF treatment with the aim to perform basic research on stem cells and to explore the possibilities of new treatments? 

Today, the Act on Medically Assisted Procreation does not allow the utilisation of human embryos for research purposes unless the purpose is to improve the IVF treatment or methods for pre-implantation diagnosis. 

Should there be a political wish for establishing the possibility of employing embryonic stem cells, it would require an amendment to the Act on Medically Assisted Procreation. 

If such an amendment is adopted, Parliament should also decide whether there is a need for special approval schemes.

2) Should the fertilisation of eggs by means of IVF technique be permitted even though it is not part of a fertilisation treatment?

Fertilisation of an egg solely for the purpose of the formation of embryos for research purposes is, as mentioned above, not permitted at present. Should there be a political wish to allow this procedure, it would require an amendment to the Act on Medically Assisted Procreation and an amendment to Denmark’s ratification of the Convention on Human Rights and Biomedicine of the Council of Europe.

If such amendments are adopted, Parliament should also decide whether there is a need for special approval schemes.

3) Should the formation of embryos through nuclear transfer from somatic cells be permitted? 

Today, the formation of embryos through nuclear transfer from a somatic cell to an unfertilised egg is not permitted for research purposes. 

Should there be a political wish for allowing nuclear transfer, it will require an amendment to the Act on Medically Assisted Procreation and an amendment to Denmark’s ratification of the Convention on Human Rights and Biomedicine of the Council of Europe. 

If such amendments are adopted, Parliament should also decide whether there is a need for special approval schemes.

4) Should there be specific rules for the use of embryonic stem cell lines?

If the derivation of stem cells from the embryo is permitted through an amendment to the Act on Medically Assisted Procreation, self-renewing stocks of these cells (stem cell lines) may be created. 

If these stem cell lines are regarded as being equal to cells isolated from other tissues, the utilisation in research and in industry will be covered by general acts and rules. However, if these cell lines are regarded as being different from other cell lines, there will be a need for setting up specific rules concerning the use of the cells. 

5) Should specific rules apply with regard to information and consent from the couples/the women who might donate fertilised and non-fertilised eggs? 

The limited research relating to the IVF treatment and pre-implantation diagnosis that is currently permitted on embryos must be approved according to the rules of the scientific ethical committee system.

Provided that possibilities for research employing embryos are extended, it should be considered whether there is a need for specific rules concerning information and consent.

6) Should research on imported embryonic stem cell lines be regulated?

According to the Ministry of the Interior and Health, the Act on Medically Assisted Procreation cannot be extended to apply to research on imported embryonic stem cell lines. A possible need for regulation concerning the use of imported embryonic stem cell lines should be part of a comprehensive resolution in this field. 

7) Should the use of adult stem cells be regulated further? 

At present, adult stem cells may be used for research in accordance with the rules of the scientific ethical committee system.

It is possible that in time there will be a sliding transition between cell lines produced from adult stem cells and from embryonic stem cells. Provided that regulation on the use of embryonic stem cell lines is established, it will therefore be relevant to ensure that regulation in this area is in accordance with regulation applicable to adult stem cell lines.

Xenotransplantation:

Xenotransplantation comprises methods of treatment where cells, tissue or organs are transplanted from animals to humans. The vision for xenotransplantation is that tissues or organs from animals - in particular from genetically modified pigs - replace malfunctioning tissues/organs in humans. At present, xenotransplantation is not offered as a treatment in Denmark and the future importance of applying xenotransplantation in clinical medicine is uncertain. 

From a public health point of view, one of the main concerns is the risk of new and unknown epidemics based on disease transmission from animals to man (zoonosis) and from man to animals. Thus, the most important question will be to balance the advantages that this treatment will offer the individual patient with the societal risks of major epidemics among human beings and animals. In spite of extreme care, screening of donors and isolation of recipients, it will never be possible to guarantee the elimination of all risks of transferring an infection.

In Denmark there are at present no clinical trials related to xenotransplantation, but in the event of an international breakthrough in this field, it may be desirable for Denmark to participate in clinical trials. 

Statements from The National Board of Health and the Central Scientific Ethical Committee ensure that no treatment involving xenotransplantation is permitted and that xenotransplantation should be performed solely as part of a research project and only after a permission has been granted by the Danish Central Scientific Ethical Committee.

The ad hoc Committee on Gene Technology finds that this field is at present sufficiently regulated.

It is recommended
>
that the present restrictions are maintained. However, in the event of an international breakthrough this should be reassessed. 

Gene therapy: 

Gene therapy is based on the introduction of genes into the cells of a patient - either to replace diseased genes or to adjust the production of cellular proteins. 

Early high hopes of applying this technology or treatment have been replaced by more cautious assessments, but gene therapy is none the less seen as holding important promises for treatment of conditions such as inherited disorders as well as cancer and cardiovascular diseases. 

The most essential problems relate to engineered viruses that are often employed to introduce the genetic material. One concern is that the use of virus may involve a risk of inducing or transmitting infections. Gene therapy is covered by the existing legislation. The committee finds that at present there is no need for any further regulation. 

It is recommended 

>
that gene therapy as a field of research and treatment should be monitored with a view to its possible future introduction in clinical medicine. This applies to both possible new breakthroughs, questions of side effects and possible future needs for regulation. 

Genetic testing of healthy individuals:

Genetic testing is used in the Danish health services today, and it is expected that its use will increase in the years to come. The committee has in particular been concerned with tests involving analyses of DNA or the related RNA. 

Analyses of DNA/RNA will increase the knowledge concerning genetic predisposition for development of diseases later in life. At the same time such analyses are likely to establish a new paradigm, allowing for genetic counselling, prevention and treatment of diseases that are far more individualised than we know today. 

However, a number of challenges and problems are related to genetic testing of healthy individuals. Firstly, it is important to secure the right of citizens who prefer „not to know“. Secondly, it is anticipated that the increasing number of genetic tests will result in an increased need for counselling. Thirdly, commercial aspects of offering these tests outside the authorised or established medical laboratories or clinics might in some cases outweigh the regards for proper counselling as a prerequisite for testing. 

The introduction and use of genetic tests are regulated just as any other kind of diagnostic test used within the health services or offered on the market. The Danish acts regulating this field are the Act on Hospital Services, the Act on the Practice of Medicine, the Act on the Rights of Patients and finally the Act on medical utensils implementing the „in vitro directive“ that covers approval, including approval of genetic tests to be marketed in the European Union. The committee finds that the major problem within this field relates to the counselling of the individuals both before as well as after genetic testing has been performed. 

It is recommended 

>
that the need for counselling of the person to be tested should be assessed in the light of future developments in this area. The capacity for genetic counselling should be matched to meet future demands.

Other Topics Concerned: Organ Transplantation, Human Genetics 

GERMANY (2002)

Bioethics: Recent Discussion and Legislation in Germany

Embryonic Stem Cell Research

Embryo Protection Act (1998)

Until 2002 in the Federal Republic of Germany, the Embryo Protection Act (Embryonenschutzgesetz – EschG) was the decisive piece of legislation governing the production of human ES cells. It assumes that a human being exists starting from the completion of cell nuclear fusion, and takes into account the constitutional obligations to protect human dignity and human life. The definition of an embryo protected by this Act also includes a totipotent cell removed from an embryo that is capable of dividing and developing into an individual human being if the necessary conditions prevail. From this follows the prohibition on any use of human embryos that does not directly benefit the subject. The Embryo Protection Act prohibits the production or use of embryos for any purpose other than the establishment of a pregnancy. Therefore it prohibits the creation of ES cells in Germany, because the derivation of ES-cells includes the destruction of embryos.

Furthermore, any manipulation of an embryo created outside the body that does not serve its preservation is prohibited. Thus, any embryo research not pertaining to the embryo's preservation is prohibited. In addition, § 6 (1) stipulates that “whoever, by artificial means, effects that a human embryo with the same genetic information than another embryo, a fetus, an adult, or a deceased person, is generated, is liable to sentence of imprisonment of up to five years or liable to penalty.”

The import of, and research on, stem cell lines derived from embryos abroad were not explicitly prohibited by the Embryo Protection Act. Since ES-cells are not totipotent, they are not embryos according to the legal definition of the embryo in the act.

Furthermore, there was a controversial debate in Germany on the question, whether the Embryo Protection Act needs to be amended in view of the highly significant therapeutic purposes of stem cell research. 

Statements and Recommendations of the German Research Foundation DFG (2001)

In line with its 1999 opinion, the German Research Foundation, DFG (Deutsche Forschungsgemeinschaft), on 3 May 2001 passed new recommendations on human stem cell research and proposed a “step-by-step scheme for standardisation and international co-operation”, as well as “research on ‘surplus’ embryos subject to strict conditions”. (1st step) It calls for the import of and research on stem cell lines derived from surplus embryos abroad, both of which are not currently prohibited by the Embryo Protection Act. (2nd step) If necessary, however, institutional international co-operation should be promoted using DFG funds. (3rd step) Furthermore, if necessary, the DFG proposes to the legislator to allow the production of stem cell lines from 'surplus' embryos also in Germany. Research would be monitored by an “independent, pluralistic commission at the Federal level”. The DFG rejects the production of embryos exclusively for purposes of research, reproductive and therapeutic cloning as well as germ line manipulation. At the insistence of the German Ministry of Research, the DFG’s executive committee on 4 May 2001 postponed the decision regarding the application for approval of a research project using imported stem cells at Bonn University. 

Study Commission “Law and Ethics in modern Medicine” of the German Bundestag (12 November 2001)

Study commissions are advisory bodies of the German Bundestag. Their task is to gather, process and analyse scientific information on complex issues. They are important interfaces between politics and science: in contrast to the permanent parliamentary committees, independent experts who do not belong to the Bundestag work alongside the Members on an equal basis. The purpose of the study commissions' work is to develop recommendations which are presented in a report before the end of the electoral term. This report serves as a basis for the preparation of decisions by the Bundestag.

The Study Commission on "Law and Ethics in Modern Medicine" began its work on 15 May 2000. It consists of 13 Members and their substitutes from the five parliamentary groups represented in the German Bundestag. Thirteen experts - doctors, scientists, lawyers, theologians, philosophers, and social scientists - have also been appointed to the Commission to contribute their specialist knowledge to its work.

On 12 November 2001 the Study Commission stated in its Second Interim Report: “Sub-Report Stem Cell Research" (BT-Drs. 14/7546) that “a legal release for the derivation of stem cell lines from so-called ‘supernumerary’ embryos by amending the protection standard in the Embryo Protection Act cannot be recommended“. The high level of protection afforded by the German Embryo Protection Act was to be retained. In the Commission’s opinion the derivation of stem cells from embryos, which accepts the destruction of human life, could not be justified. The Study Commission formulated two lines of argument concerning the import of human embryonic stem cells. The precondition common to both lines of argument is that the necessary regulations must apply equally to the public and private sectors:

Line of argument A: the use of human embryos for research purposes is not ethically defensible and not sufficiently substantiated scientifically as the necessary fundamental research can also be undertaken using stem cells of a different origin. The Commission’s majority voted against the import of human embryonic stem cells. Everything possible has to be done to avoid imports of this kind (26 of the 37 Commission members voted for A).

Line of argument B: it is doubtful whether a complete ban on the import of human embryonic stem cells can be substantiated on the basis of German constitutional law and European law. Hence, the import is to be tolerated “subject to strict preconditions“ and is to be monitored by a "transparent control agency established by law“ within the framework of a weighing up of the ethical considerations. These strict preconditions include restricting imports to human embryonic stem cell lines available at present, the “outlining of the suitability, necessity and appropriateness of the research project for which an import application has been submitted“ along with evidence of informed consent from the donor couple (12 of the 37 Commission members voted for B, one member voted for both options).

German National Ethics Council (20 December 2001)

Following a resolution by the Federal Government of 2 May 2001, the German National Ethics Council was established on 8 June 2001 as the national forum for dialogue on ethical issues in the life sciences. On 20 December 2001 it published an "Opinion on the import of human embryonic stem cells". Despite the lack of agreement on the question "whether the embryo at the earliest stage is also vested with human dignity and the conclusions to be drawn for its claim to protection of life“, the members of the National Ethics Council do agree that "human dignity prohibits the use of embryos prior to nidation for arbitrary purposes “ Based on "two systematising outlines" of arguments for and against the derivation of human embryonic stem cells and on arguments for and against their import, four "evaluation options in the import issue" are formulated.

"Option A" and "Option B" advocate the import of human embryonic stem cells initially restricted to a period of three years under strictly defined conditions (origin from "supernumerary" embryos, the informed and remuneration-free consent of the embryo donors etc.) Restricting imports to stem cells which have been derived before a specific deadline is considered to be pointless as the German demand would "not influence" the further production of stem cell lines abroad and research scientists in Germany would otherwise "be denied the possible use of progress made abroad". These import conditions are to apply equally to state-funded and privately-funded research. Unlike "Option B", "Option A" explicitly assumes that not only the import of human embryonic stem cells but also their derivation from "supernumerary" embryos is "ethically acceptable".

"Option C" advocates the "provisional rejection" of imports. The legislator should take a decision once various questions including the potential of the stem cells which do not come from embryos, and the ethical evaluation of the methods used to derive them, had been clarified by him by the end of 2004. 

According to "Option D" all imports of human embryonic stem cells are "ethically unacceptable". Here, it is assumed that the derivation of stem cells from human embryos was to be considered as an "unacceptable instrumentalisation of human life" and, therefore, "the import too” would have to be rejected. "By increasing demand, the import makes a causal contribution to the use of embryos in the ‘export countries’” and would lead "to the level of protection for embryos being lowered in Germany, too".

Out of the total 25 members of the Ethics Council, 15 were in favour of "Option B" of which 9, at the same time, of "Option A". 10 members voted for "Option C" including 4 at the same time for "Option D".

Stem Cell Act (2002)

On 30 January 2002 the German Bundestag passed a resolution by a majority vote to regulate the import of human embryonic stem cells by law subject to strict requirements. The motions for an absolute ban on imports and for a more extensive release for the import of human embryonic stem cells were not passed. The Embryo Protection Act will not be amended. On this basis the German Parliament passed a law which only permits the import, for research purposes, of human embryonic stem cells which were produced before a certain deadline abroad. The aim is to prevent the further use of embryos for the derivation of ES-cells abroad for research purposes in Germany. "A transparent control agency, established by law, will ensure compliance with the preconditions outlined; its approval is the prerequisite for their import." (from the motion). The approval has to be given if the prerequisites are fulfilled.

Based on this parliamentary resolution, a multi-faction group of MPs submitted a "bill ensuring protection of embryos in connection  with the importation and utilization of human embryonic stem cells (Stem Cell Act - StZG)" to the Bundestag (BT-Drs. 14/8394) on 22 February 2002. Following deliberations in the committees, the German Parliament passed the law on 25 April 2002. It entered into force on 1 July 2002 (Federal Gazette - BGBl. I p. 2277). In the final roll-call vote, 559 votes were cast: 360 in favour, 190 against and 9 abstentions.

According to this law, the import and use of human embryonic stem cells are, in principle, banned. However, under circumstances defined in this law import and use are admissible for research purposes as an exception (Section 4): The stem cells must have been derived "before 1 January 2002" in the country of origin "in accordance with relevant national legislation there". They must be derived from embryos which "have been produced in order to induce pregnancy" but which "were definitely no longer used for this purpose", furthermore, it must be shown that "there is no evidence that this was due to reasons inherent in the embryos themselves" (These conditions limit the import to human embryonic stem cells derived from so-called supernumerary or surplus embryos). For the supply of these embryos for stem cell derivation, "no compensation or other benefit in money’s worth has been granted or promised". There must be "scientific reasons" showing that the research work pursues eminent goals, that the questions to be studied , have been "clarified" as far as possible through in vitro models using animal cells or through animal experiments, and that the scientific knowledge to be obtained from the research project "cannot be expected to be gained by using cells other than human embryonic stem cells”. The meeting of these preconditions is to be verified "by an agency to be determined by ordinance of the Federal Ministry for Health from its portfolio". This agency is to be advised by an independent, interdisciplinary "Central Ethics Commission on Stem Cell Research" to be set up by it. “It shall be composed of nine experts from the disciplines of biology, ethics, medicine and theology“ (Section 8).

On 22 June 2002 the Robert Koch Institute (RKI) was chosen by the Federal Cabinet as the competent agency for the approval of applications for the import or use of human embryonic stem cells. The Central Ethics Commission on Stem Cell Research was appointed as the advisory body and to evaluate the applications. It met for the first time in the Robert Koch Institute (RKI) in Berlin on 22 July 2002.
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LEGAL COMMITTEE IS TOLD OF EFFORTS TO REACH CONSENSUS

IN FORMULATING CONVENTION AGAINST HUMAN CLONING
Delegates called for consensus on elaboration of a convention against the reproductive cloning of human beings as the Sixth Committee (Legal) this afternoon began its consideration of the question.

Peter Tomka (Slovakia), Chairman of the Ad Hoc Committee and of the Working Group established to consider the elaboration of the convention, introduced their reports.  He said there was firm opposition to the reproductive cloning of human beings and general agreement that it should be banned.  However, views differed on the scope of the ban.  Some progress had been made in bridging the gap.  Hopefully, the Sixth Committee would resolve the differences during the present session so the Ad Hoc Committee could begin elaborating the instrument next year.

France and Germany had first proposed the elaboration of a convention to ban the reproductive cloning of human beings.  They had asserted that, while only a small number of researchers of scientific institutions had the technical capacity to perform such operations, there was no doubt that they would have an impact on the entire human family.

Today, Germany’s representative said a revised draft resolution was circulating in the Committee which addressed the concerns that had been raised. Amendments had been made that should speed consensus.  A competing initiative by the United States and others to elaborate an instrument calling for a comprehensive ban of cloning held the risk of missing the opportunity to ban reproductive cloning now.

The representative of the United States said a ban on reproductive cloning only would be difficult to enforce in an environment that permitted therapeutic cloning in laboratories.  The proposal he was co-sponsoring provided a programme of action that would include negotiation of a convention prohibiting all cloning that produced human embryos.  It would also call for a moratorium on cloning human embryos pending adoption of a comprehensive convention.

Statements were also made by the representatives of Spain, Costa Rica, Cameroon, Mexico, Switzerland, Sudan, Brazil, Senegal, Liechtenstein, Gabon, Cyprus, Norway, Chile, Cuba and Greece.  The observer of the Holy See also spoke.

Also today, Marcello Vazquez (Ecuador), Coordinator of the informal consultations on the scope of legal protection under the Convention on the Safety of United Nations and Associated Personnel, gave the Committee an oral report on the outcome of consultations held on 8, 9 and 11 October.

A draft resolution on the scope of legal protection under the Convention on Safety of United Nations and Associated Personnel was introduced by Bulgaria’s representative.  A draft concerning the omnibus resolution on the report of its thirty-fifth session by the United Nations Commission on International Trade Law was introduced by the representative of Austria.

Background
The Sixth Committee (Legal) met this afternoon to begin considering the report of its working group on an international convention against the reproductive cloning of human beings.  A number of resolutions were expected to be introduced this afternoon.

The General Assembly established an Ad Hoc Committee on the international convention by its resolution 56/93 of 12 December 2001, and said the Committee’s work should be continued within the framework of a working group of the Sixth Committee.  The report of the Ad Hoc Committee, which held its first meeting from 25 February to 1 March this year, is contained in document A/57/51.

For its consideration of the item on cloning, the Sixth Committee has before it the Working Group’s report (document A/C.6/57/L.4), which summarizes the group’s deliberations on the question of elaborating a mandate for negotiating an international convention against the reproductive cloning of human beings.  The report concludes that the Ad Hoc Committee should continue work on the subject, taking into account the working group’s discussions and proposals.  The working group held seven meetings at Headquarters between 23 to 27 September under its Chairman, Peter Tomka (Slovakia), who is also Chairman of the Ad Hoc Committee. 

Annex I to the working group’s report contains those proposals in the form of written amendments and submissions presented by delegations.  Included are a revised proposal for a draft resolution submitted by France and Germany as well as an aide-memoire to it; a memorandum outlining the Spanish position on the cloning convention; and proposals submitted by Mexico, the Holy See, Brazil, United Kingdom and China.

Annex II contains the Chairman’s informal summary of the working group’s discussions.  In brief, he states that all speakers expressed their firm opposition to the reproductive cloning of human beings.  Some said it raised ethical, moral, religious, scientific and other concerns, and also had far-reaching implications for human dignity.  Some were equally opposed to both therapeutic and experimental cloning.  Regarding an approach, views differed.

Some delegations favoured the elaboration of a convention banning reproductive cloning, he continues.  That would send a clear message that the reproductive cloning of humans was unethical, intolerable and illegal.  A pragmatic and principled step-by-step approach was favoured first to address reproductive cloning, and then to address therapeutic cloning later.  It was held that this approach recognized the concerns, complex issues and conflicting views about both therapeutic and experimental cloning while still reflecting the consensus that reproductive cloning was morally unacceptable.  Since work on human cloning was already taking place, it was considered important to elaborate a convention against it as soon as possible.

Other delegations, the Chairman says, favoured the elaboration of a convention calling for a comprehensive ban on both reproductive human cloning and on human cloning for therapeutic and experimental purposes.  Since the technology for both was the same, it was held that a partial ban on reproductive cloning would be ineffective and would send the wrong signal by implicitly authorizing the creation and destruction of human embryos for experimentation.  Further, a partial ban on cloning would create legal uncertainty.  The distinction between reproductive and other cloning masked the reality that a human being was being created for the purpose of destroying it to produce embryonic stem cell lines or to carry out other experiments -- techniques that were highly controversial and raised profound ethical and moral questions.

Regardless of purpose, the Chairman says, it was pointed out that human embryonic cloning conflicted with international legal norms protecting human dignity.  Other cloning techniques such as adult stem cell research did not pose a problem and would not be covered by a comprehensive ban.  It was suggested that no avenues of medical benefit should hastily be cut off before there was a proper understanding of it, and it was unclear whether adult stem cell research yielded the same benefits for medical science as embryonic cells.

Alternative approaches included a moratorium pending entry into force of a convention against reproductive human cloning, the Chairman says.  Also proposed were:  a permanent ban on reproductive cloning and a temporary one on therapeutic cloning to buy time for study; a fast-track approach to reproductive cloning and a slower-track one for therapeutic; and a two-tiered approach focusing on reproductive cloning and containing provisions on other cloning activities that Contracting Parties to the convention could opt in and out of.  References were made to efforts at regulating or banning human embryonic cloning at the national level.  Suggestions for the working group's future work included the defining of basic terms, the consideration of establishing an international cloning commission and the promotion of international cooperation geared towards alternative technologies for developing countries.  The convention should refer to fostering alternative technologies, capacity-building and setting up of international research networks.

Introduction of Reports

PETER TOMKA (Slovakia), Chairman of the Ad Hoc Committee and of the Working Group on an International Convention against the Reproductive Cloning of Human Beings, introduced the reports of those two bodies.  He said the Ad Hoc Committee met at Headquarters from 25 February to 1 March this year to consider the elaboration of a mandate for the negotiation of an international convention against the reproductive cloning of human beings, as stipulated in General Assembly resolution 56/93 which established the Committee.  Five experts provided the Ad Hoc Committee with scientific, technical, ethical, philosophical and legal information relevant to the topic.

The Ad Hoc Committee also considered the issue of a list of international instruments to be taken into consideration, and had before it an information paper prepared by the Secretariat.  In accordance with General Assembly resolution 56/93, the Ad Hoc Committee continued within the framework of a working group of the Sixth Committee.

During consideration of the topic, all speakers expressed their firm opposition to the reproductive cloning of human beings.  He said there was general agreement that it should be banned, and that it raised ethical, moral, religious, scientific and other concerns, and that it had far-reaching implications for human dignity.  However, different views were expressed as regards the scope of the ban.

He said both the expert-level segment as well as the discussions held both in the Ad Hoc Committee and in the working group helped all delegations to enrich their understanding of the issue of human cloning.  Some progress was made, although there remained a divergence of views on the core issues.  It was his hope that a solution to those difficulties would be found during the present session of the Sixth Committee, so that the Ad Hoc Committee could meet again next year to begin the elaboration of an international convention.

Statements
CHRISTIAN MUCH (Germany) said two doctors had now credibly announced that the first cloned baby could be born within a year or two.  Amendments had been made to the Franco-German draft resolution on an international convention on reproductive cloning, which was contained in the working group’s report.  The new version addressed concerns and would hopefully speed consensus.  It now had

50 co-sponsors.

He said there was a competing initiative, led in particular by the United States, which proposed the mixing of consensual and non-consensual issues in one negotiating process.  That approach held the risk of missing the opportunity to ban reproductive cloning now.  An all-out approach that led to nothing benefited the wrong side, that of irresponsible researchers, of fraudulent doctors and obscure religious sects.  Nor should the need to clarify terminology be an impediment to banning reproductive cloning.  It had to be universally banned immediately for a number of reasons.

First, he said, even with national legislation against cloning unscrupulous researchers could perform their experiments in unregulated countries.  Secondly, a signal needed to be sent out to the global community that the supply of money for human reproductive cloning should be eroded.  Most of it was private.  The danger of reproductive cloning would be significantly reduced if its financiers were told:  You’re not heading for a Nobel Prize but for a solid reputation as an enemy of humanity.  Finally, the all-or-nothing approach was all the more dangerous as there were countries with cloning research that had reached a high degree of sophistication but where no national laws were in place.

The Committee and the United Nations must live up to their responsibilities to take immediate action against human reproductive cloning, he said.  They must not be seen as impotent to take preventive action in the face of a generally recognized and repudiated imminent danger.  The disagreement over defining the most efficient approach would be construed as a disagreement on the repulsiveness of reproductive cloning.

JORGE ROMEU (Spain) said a draft resolution L.3 would be formally introduced with the co-sponsors and said he wished, in the meantime, to draw attention to an error in the heading of the Spanish version of the text.  He described in detail the consequences of human cloning, explaining that that was why Spain and the

co-sponsors were presenting the draft text.  They were moved by the desire to achieve a broad consensus for negotiations on a convention to begin in a constructive atmosphere.

His delegation would work with the Secretariat to ensure that their draft entailed no financial implications.  He trusted that the draft would earn support and that it would eventually be adopted by consensus.

CARLOS DIAZ PANIAGUA (Costa Rica) said human dignity was irreversible and irreplaceable, and it was unfortunate that it was threatened by technology.  His delegation believed that it was indispensable for a ban to be placed on all forms of human cloning.  It considered that human life began at conception, and that it must have full respect of human rights.

He noted the range of different views heard during the session of the Ad Hoc Committee and the working group.  He said that in the draft text L.8 some delegations urged cloning for medical purposes.  It seemed certain that pharmaceutical companies saw economic gains in that, but the medical value of the research had not been proved at present, he said.  His delegation supported draft resolution L.3

IYA TIDJANI (Cameroon) said new technology often brought humanity face to face with new moral issues.  Bio-research was one of the fastest changing areas of science to present such challenges.  “Science without a conscience could destroy the soul”, he said.  Human reproductive cloning was morally incompatible with the essence of humanity.  It was a violation of humanity’s deepest roots.  It was clear that the entire human community opposed the activity that would change the vision of human relations by subjecting the person created to be the property of the creator.  Would a child become nothing more than an assembly-line production?

It was urgent for the international community to go beyond divergences, and agree on an approach to banning cloning.  A consensus message should be sent to those questioning the sacred nature of life.

SOCCORO FLORES (Mexico) said she would not repeat her country’s well-known position.  Human reproductive cloning violated the most sacrosanct essence of the human being.  New information was emerging daily with regard to cloning that made human cloning a virtual reality.  The United Nations must ban reproductive cloning of human beings as a starting point for international action on all types of cloning that violated human dignity.  A moratorium should be enforced until the international instrument was in effect.  The drafts circulating in the Committee showed substantial differences in views on approaches.  All approaches must be considered but the ethical and moral dimensions of the question demanded prudence and immediate action.

MONIKA MATTI (Switzerland) said her delegation had co-sponsored draft resolution A/C.6/57/L.8 which called for the urgent drafting of an international convention by the Ad Hoc Committee.  It also called for an immediate moratorium on experiments in human cloning.  There was need to preserve human dignity whatever the circumstances.  She said measures should be taken now.  Draft resolution L.8 responded to an urgent need, set realistic goals and specific action.  She hoped international consensus would be achieved on a text and invited all delegations to help achieve it.

ELFATIH ERWA (Sudan), speaking for the Organization of the Islamic Conference, said the inconclusive nature of scientific research into cloning techniques raised serious concerns whether those techniques could be carried out successfully on a human being.  Opposition to human cloning also stemmed from the underlying fears that the technique could fall into the hands of some unscrupulous elements who could abuse it for their nefarious purposes.

The group of Islamic States felt that the Ad Hoc Committee should be requested to proceed, as a matter of urgency, with the preparation of a draft text on the subject.  It believed that with the completion of the draft, negotiations should continue to address the issues relating to therapeutic cloning.  The group strongly encouraged other cloning techniques to produce DNA molecules, organs, plant tissues and cells other than human embryos.  It believed that such techniques should be permitted.

MARCEL FORTUNA BIATO (Brazil) said he favoured the step-by-step approach of the French-German draft resolution his country would co-sponsor.  The proposal was pragmatic and principled.  The conflicting moral issues raised by the subject of human cloning would not disappear soon, but cloning for human reproduction was simply unacceptable.  The international community must put aside its differences and give an immediate message.  Such an action on human reproductive cloning would not be sending any kind of message about other forms of cloning.  The French-German text was a balanced document to accomplish the necessary action for repressing the intolerable activity.

CHEIKH NIANG (Senegal) said the serious impact for human dignity of human reproductive cloning made immediate action imperative.  All cloning involving human embryos was condemned.  Cloning technologies could be used for other medical purposes such as for cloning of cells and organs, but the cloning of human embryos must not be allowed.  The cloning methods used for those other purposes should be in the strictest conformity with international legal standards.  As a nation that honoured and respected human life, his country had ratified all instruments on human rights and would endorse no activities that destroyed human dignity.

JONATHAN HUSTON (Liechtenstein) said he supported the French-German proposal for a convention against reproductive cloning.  The approach represented a net benefit to all States, including those that believed that all forms of cloning should be prohibited.  A convention elaborated according to the mandate spelled out in that document would encourage States to crack down on the cloning practices they deemed unethical.  At the very minimum, it would also bring about an absolute ban on the cloning of humans for reproductive purposes.  Beyond all complexities of the question, one fact was certain.  The proposal would discourage unethical behaviour in all States and would encourage unethical behaviour in no State.

He said the counter-proposal was tempting in its comprehensive prohibition of all forms of cloning.  If ever a convention resulted from it, its sweeping scope would make it impossible for many countries to sign.  The French-German proposal was adequate when strengthened with national legislation.  If the Committee could not agree, unethical researchers would exploit the disunity.

RUSSEL MEZEMEMBA (Gabon) associated his delegation with the statement made by the Sudan on behalf of the Islamic States.  He said it supported the rapid drafting of an instrument prohibiting the reproductive cloning of human beings.  He noted the general agreement on the urgency of such a measure.  He also noted the lack of consensus on other aspects of the question, and added that a compromise or short-term solution should be found.  His delegation supported the French-German proposal embodied in draft resolution A/C.6/57/L.8.

A.J. JACOVIDES (Cyprus) said his country was firmly opposed to reproductive cloning of human beings.  At the national level, the Government had adopted binding legislation endorsing the 1998 First Additional Protocol to the European Convention on Biomedicine, which prohibited such cloning.  At the international level, Cyprus had taken into full consideration the relevant existing international instruments and the contributions of the United Nations Educational, Scientific and Cultural Organization (UNESCO), the World Health Organization (WHO) and the United Nations Commission on Human Rights.

His delegation supported the step-by-step approach that would address, as a matter of priority, the elaboration of the international convention.  He expressed appreciation to the German and French delegations for their initiative in proposing the topic, and for submitting a relevant draft resolution on it.  He also commended them for their flexibility to accommodate the concerns of other delegations.

ASMUND ERIKSEN (Norway) said his country respected the inviolability of life and the equal value of all humans.  His Government opposed not only the reproductive cloning of human beings, but also the therapeutic cloning of human beings.  The former was banned under Norwegian law, while a bill had been presented to the Norwegian Parliament to ban the latter.  Norway supported the French and German approach and hoped agreement would be reached for the adoption of a ban on reproductive cloning.

It would support the text on therapeutic cloning following action on the first convention.  If that approach was not followed, his delegation feared that the process would be held up with detrimental consequences for the common aim of achieving a ban on cloning. 

SICHAN SIV (United States) said many were only vaguely familiar with the concept of cloning.  Reports of Dolly the sheep had been the first many had heard of it.  Many delegations favoured a comprehensive ban on all cloning that would result in the creation of a human embryo, whether to bring the embryo to term or to destroy it in the course of experimentation.  Others preferred a ban limited to prohibiting production of those embryos earmarked to produce cloned children.  The Ad Hoc Committee had reached no agreement, produced no recommendations and had adjourned still pondering the issue.

During the working group discussion, he continued, many had called for a total ban on cloning.  The resolution his country was co-sponsoring responded to that call.  Proponents of a limited ban on human cloning asserted that everyone was agreed on the position that reproductive cloning was wrong and should be prohibited.  Everyone was not agreed, however, on the position that banning only reproductive cloning was acceptable or would be effective.  That was a crucial difference between the two proposals circulating in the Committee. 

The United States agreed that cloning to produce human beings was wrong.  But it also believed that creating and destroying human embryos for experimentation was equally wrong.  A ban on reproductive cloning only would be difficult to enforce in an environment that permitted therapeutic cloning in laboratories.  Once cloned human embryos were available, it would be virtually impossible to control what was done with them, including bringing one to term.

The proposals set out in the draft he was sponsoring provided a programme of action for the international community that would include negotiation of a convention prohibiting all cloning that produced human embryos.  Cloning of animals and other techniques, including experimentation using adult stem cells, would not be affected.  To address the situation quickly, a moratorium on cloning human embryos would be declared pending adoption of a comprehensive convention.    

PEDRO ORTUZAR (Chile) said the supposed differences between reproductive cloning of human beings and the therapeutic cloning of human beings were artificial because both constituted the cloning of humans.  The second method was nothing more than a deviation of a possible use of the first.  Both methods in themselves violated human dignity.  In the argument that therapeutic cloning should not be prohibited, he said account should be taken of the fact that the process presupposed imposing an identical genetic make-up on another human being.  In addition, the latter was deprived of the possibility of completing its development.

It was not acceptable to have an arbitrary division between human cloning for reproductive purposes and therapeutic human cloning for other purposes.  Chile’s constitution recognized the right to life as a fundamental right of every Chilean citizen.  That was also enshrined as a principle in various international instruments.

SORAYA ALVAREZ NUÑEZ (Cuba) said her delegation was among States that had supported consideration of the item in the Sixth Committee.  Cuba was a co-sponsor of draft resolution A/C.6/57/L.8.  The text dealt with the question of reproductive cloning of human beings, and maintained a balance between the different positions expressed by delegations.  It in no way violated human dignity.  Cuba hoped that the Sixth Committee would adopt the text.

MARIA TELALIAN (Greece) said her delegation supported the rapid conclusion of an international convention to prohibit the reproductive cloning of human beings.  It was imperative that the international community adopt standards to regulate such practice.  Greece had already adopted such measures at the regional level, becoming a party to the 1998 Additional Protocol to the European Convention on Biomedicine and an instrument adopted by UNESCO.  Greece had also adopted domestic legislation on the subject.

She said there was an international consensus to ban the reproductive cloning of human beings.  That had been clear during the work of the Ad Hoc Committee and the working group, although some delegations had expressed opposing views.  The draft resolution presented by France and Germany met all concerns and struck a balance between opposing views.  Her delegation supported a step-by-step approach, and thus favoured draft resolution L.8.  She hoped the Sixth Committee would reach a consensus to enable it adopt a text for the General Assembly.

ROBERT ARAUJO, observer of the Holy See, said his position was clear on the question.  Human embryonic cloning was unacceptable, regardless of whether it was done for reproductive or other purposes.  Cloning an embryo with the purpose of

destroying it was unacceptable.  Human life must not be seen as an object to do with as we would.  It was, rather, the most sacred aspect of life itself.  A civilization based on peace must not condone any part of the practice.  The document sponsored by Spain and other delegations calling for a comprehensive ban on cloning was the correct approach.

NETHERLANDS (2000)

Over the past few years major advances have been made in medical science all over the world. The implications of techniques such as in vitro fertilisation and artificial insemination pose new dilemmas for society. Successive Dutch governments have resolved to lay down rules on the use of oocytes, spermatozoa and embryos. In September 2000, the present government submitted a bill on this subject to the Lower House of Parliament. 

Main points of the Embryos Bill


The Embryos Bill sets out rules and restrictions on procedures involving oocytes, spermatozoa and embryos that are no longer required for one’s own pregnancy. It prohibits human cloning, gender selection for non-medical reasons, and techniques combining cells from human and animal embryos. Oocytes, spermatozoa and embryos which are not required for the own pregnancy may be donated to third parties. They may also be used to culture embryonic stem cells or for scientific research, always providing that consent has been obtained from the donor or the person for whom the embryo was originally intended. 

The following are the main conditions governing scientific research on embryos remaining after in vitro fertilisation:


- the research is expected to produce significant results for medical science;


- there must be no alternative means of conducting the research;


- advance approval must be obtained from the Central Committee on Research Involving Human Subjects (CCMO).


Out of respect for human life, the bill prohibits the creation of embryos specifically for research purposes or for culturing embryonic stem cells. This prohibition may be repealed when the time is ripe, for example if these techniques were ever to offer a cure for serious diseases such as Parkinson’s or Alzheimer’s. As far as ethical considerations are concerned, advances of this kind could one day tip the scales in favour of such techniques.

For further information please see www.minvws.nl.

THE UNITED STATES (2000)
 1.  Issuance of National Institutes of Health Guidelines for Research Using Human Pluripotent Stem Cells.  

 After an extended period for public comment on a draft version, the final  guidelines were issued on August 23, 2000.  The guidelines set forth  procedures that scientists requesting Federal Government support for  research on these cells must follow to be eligible for funding.  They do  not permit support for derivation of cells from human embryos, but allow  support for research using such cells derived without Federal support as  long as specific criteria were followed in the derivation process.

 Permissible activities using these cells are also defined, and a special  review body for such research is established.  The guidelines may be  accessed on the web at  http://www.nih.gov/news/stemcell/stemcellguidelines.htm.

 2.  Revised Guidelines for Research Involving Pregnant Women, the Fetus,  and In-Vitro Fertilization.  

 These guidelines are a revision of Subpart B of the DHHS Regulations for  Research Involving Human Subjects (45 CFR 46) and have been in preparation  for several years.  They have received final approval from the Secretary  of Health and Human Services and should be published imminently.  The  major change is to make the pregnant woman the sole person responsible for  giving consent for research on the fetus rather than requiring additional  consent from the father.

 3.  Reports of the National Bioethics Advisory Commission.  

 The draft report of the NBAC on Ethical and Policy Issues in International  Research has been available on the web for public comment  (http://bioethics.gov/report.html).  The comment period closed November  13, and issuance of the final report is expected shortly.

 4.  Privacy of Medical Information.  

 As required by law, the Secretary of Health and Human Services has  developed regulations for protection of patient privacy in medical  practice and research.  The draft rules are extremely complex and the text  exceeds 300 pages.  It is expected that the regulations will be published  by January.

5.  Establishment of the Office for Human Research Protections.  

 Since the 1970s, the office responsible for overseeing and enforcing the  Federal Government's regulations for protection of human subjects of  research, the Office for Protection from Research Risks, has been  administratively located at the National Institutes of Health.  A review  by an outside panel recently recommended that to avoid an appearance of  conflict of interest (although none had been shown) the office should be  located at a higher non-research related office, namely the Assistant  Secretary for Health and Surgeon General.  That transfer occurred this  summer, and the name was changed to the Office of Human Research  Protections.

**

*

(Contribution : December 1999)

1. This major focus of attention in bioethics in the United States at present is the issue of whether public (U.S. Government) funds may be used to support research using multipotent stem cells derived from human embryos. For the last four years, congressional legislation has prohibited use of appropriated funds "for the creation of a human embryo or human embryos for research purposes, or [for] research in which a human embryo or embryos are destroyed, discarded, or knowingly subjected to risk of injury or death....". 

The application and precise meaning of this legislation became a major issue following the reports in November 1998 that scientists had derived multipotent stem cells that reproduced indefinitely, both from the inner cell mass of human embryos donated and remaining unimplanted after in vitro fertilization procedures, or from primordial germ cells obtained from human foetal tissue after induced abortion. The congressional prohibition does not apply to the latter instance, which is allowed and governed by the foetal tissue research provisions in the Federal regulations for protection of human subjects of research. With human embryonic tissue, however, the applicability of the congressional restriction quickly became an issue. It is clear that Federal funds could not be used for the initial derivation of the germ cells, since the inevitable consequence of that process is the destruction of the embryo.  What is at issue is whether the ban applied to the cells in culture long after they had been obtained, since the research with those cells would not harm an embryo. 

The National Institutes of Health asked the General Counsel of the Department of Health and Human Services for a ruling on whether research utilising pluripotent stem cells was permissible under the legislation.  Counsel concluded that because these cells are not embryos, the law does not prohibit use of Federal funds for research utilising these cells.  This opinion has been attacked by the authors of the legislation, and there will surely be a vigorous debate in Congress this year over application of existing legislation or changing it to clarify it one way or the other.  Meanwhile, acting on the opinion of the General Counsel, and pressure from congressional proponents of this research, the Director of the National Institutes of Health appointed a Working Group to draft and propose guidelines for the type of research the National Institutes of Health might support using human embryonic or foetal multipotent stem cells, and what special conditions or review requirements might be imposed for such research.  That group met in public on April 8, 1999, and is working on draft guidelines.  [A set of the material provided for that meeting has been given to the Secretariat as a resource.]  These will be published for review and comment, and a final version will be implemented that will reflect that process and any congressional action. 

In addition, President Clinton has asked the National Bioethics Advisory Commission to review this issue; their final report, planned for June 1999, will also be taken into consideration in the final guidelines.

2.
On another topic, 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.

3.
The Food and Drug Administration has also published guidelines for Xenotransplantation research.  These guidelines in effect place a moratorium on transplantation from nonhuman primates to humans.  These guidelines are included in the Secretariat's compilation of national documents on this subject.

2. This major focus of attention in bioethics in the United States at present is the issue of whether public (U.S. Government) funds may be used to support research using multipotent stem cells derived from human embryos. For the last four years, congressional legislation has prohibited use of appropriated funds "for the creation of a human embryo or human embryos for research purposes, or [for] research in which a human embryo or embryos are destroyed, discarded, or knowingly subjected to risk of injury or death....". 

The application and precise meaning of this legislation became a major issue following the reports in November 1998 that scientists had derived multipotent stem cells that reproduced indefinitely, both from the inner cell mass of human embryos donated and remaining unimplanted after in vitro fertilization procedures, or from primordial germ cells obtained from human foetal tissue after induced abortion. The congressional prohibition does not apply to the latter instance, which is allowed and governed by the foetal tissue research provisions in the Federal regulations for protection of human subjects of research. With human embryonic tissue, however, the applicability of the congressional restriction quickly became an issue. It is clear that Federal funds could not be used for the initial derivation of the germ cells, since the inevitable consequence of that process is the destruction of the embryo.  What is at issue is whether the ban applied to the cells in culture long after they had been obtained, since the research with those cells would not harm an embryo. 

Other Topics Concerned: Biomedical Research
JAPAN (2000) 

The Japanese Parliament enacted the 'Human Cloning Regulation Act' on November 30, 2000.
The Act prohibits transfer of human embryo and human-animal cloned embryo made by somatic nuclear transfer, as well as human-animal chimeric embryo and human-animal hybrid embryo, to human or animal uterus. A breach of this prohibition is punished by up to 10 years' imprisonment and fine of 10 million Japanese yen (about 93,000 US $). So the Act is considered as 'ban on human reproductive cloning'.
But it does not prohibit transfer of human cloned embryo made by splitting and by nuclear transfer from embryonic cell to uterus. Neither does it prohibit transfer of human-human chimeric embryo, animal-human chimeric embryo, and cloned embryo made by animal somatic cell nuclear transfer to human oocyte.
Further, the Act admits in-vitro human embryo research very widely. It admits cloning human embryo by somatic nuclear transfer, making human-human, human-animal, animal-human chimeric embryo. It also admits cloning embryo by animal somatic cell nuclear transfer to human oocyte. The last one surprised conscientious researchers working in this field. 
Apparently this Act admits so-called 'therapeutic cloning'.  It does not cover other human embryo research like making human embryonic stem cell.
Neither does the Act contain fundamental ethical principle such as gratuitousness of embryo and egg donation for research purpose. So saling human embryo and oocyte is not legally prohibited in Japan. It is strikingly contradicted to the fact sale of human solid oragan like heart or liver is legally prohibited by the Organ Transplantation Act in 1997.
Too many important detailed regulations are left to administrative guidelines made next year, but  their contents are not clarified so far.
ISRAEL (1999)

Prohibition of Genetic International Law (Cloning Human Being and Genetic Modifications of Reproductive Cells), 5759- 1998

1. The purpose of the Law

The purpose of this law is to provide for a limited period of five years, during which certain types of genetic intervention will not be performed on human beings, in order to examine the moral, legal, social and scientific aspects of such types of intervention and their implication on human dignity.

2. Definitions

In this law : 


Advisory Committee - the supreme Helsinki Committee, appointed in accordance with the Public Health Regulations (medical experimentation’s on human beings), 5740- 1980.


Cloning a human being - the creation of an entire human being who is genetically and chromosomally absolutely identical to another, person or foetus, alive or dead.


Reproductive cell – human sperm cell or ovule


The Minister – The Minister of Health

3. Prohibited Genetic Intervention

During the period in which this law is in force, no act of intervention in human cells will be carried out, if the purpose of such act is one of the following:

(1) Cloning a human being.

(2) To bring about the creation of a human being through the use of reproductive cells which have undergone a permanent intentional genetic modification (Germ-Line Gene Therapy)

4. Advisory Committee

The advisory Committee will follow developments in medicine, science and biotechnology in the sphere of genetic experimentation on human beings, will report thereon annually to the Minister, advise the Minister on these matters, and make recommendations to the Minister regarding the validity of the prohibitions provided for in section 3 above.

5. Permitted Genetic Interventions

(a) Notwithstanding the provisions of section 3 above, if the Minister finds that no harm will be caused to human dignity, he may permit, upon the recommendation of the Advisory Committee, and under conditions which he shall determine by regulations, the performance of certain types of genetic intervention, which are prohibited according to section 3 (2).

(b) Before performing an act of genetic intervention, which is permitted according to subsection (a), advance permission is required, in accordance with conditions as will be provided for regulations.

(c) In regulations according to this section, the Minister will determine the conditions and procedures for the provision of a permit, the methods of supervision of performance of the permitted genetic intervention and requirement of reporting.

6. Penalties

Whoever carries out one of the following, is liable to a prison sentence of two years:

(1) performs an act forbidden in section 3 (1)

(2) performs an act forbidden in section 3(2), unless he acted lawfully in accordance with a permit granted under section5.

7. Preservation of laws

The provisions of this law shall add to, and not derogate from, the provisions of any other law.

8. Validity

This law will be in force for five years from the date of its publication.

9. The Minister is responsible for the implementation of this law.
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