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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

TWENTY-SEVENTH ORDINARY SESSION

RESOLUTION 613 (1976)*

ON THE RIGHTS OF THE SICK AND DYING

The Assembly,

1. Believing, for reasons set out in its Recommgada&/79 (1976) on the rights of the sick; and
explained in the report of its Committee on Soeiatl Health Questions (Doc. 3699), that the true
interests of the sick are not always best servea bgalous application of the most modern techsique
for prolonging life;

2. Convinced that what dying patients most watd idie in peace and dignity, if possible with the
comfort and support of their family and friends;

3. Concerned that unnecessary anguish may be chysaacertainty over the most appropriate
criteria for the determination of death;

4, Insisting that no other interests may be comsitién establishing the moment of death than
those of the dying person,

5. Invites the responsible bodies in the medicalffgasion in the member states to examine
critically the criteria upon which decisions arerrently based with respect to the initiation of
reanimation procedures and the placing of patierits long-term care requiring artificial means of
sustaining life;

6. Invites the European Office of the World Hedlilganization to examine the criteria for the
determination of death existing in the various Ppean countries, in the light of current medical
knowledge and techniques, and to make proposalshér harmonisation in a way which will be
universally applicable not only in hospitals, bugeneral medical practice.

1Assembly debaten 28 January 1976 (23rd Sitting) (see Doc. 3688ort of the Committee on Social and
Health Questions)Text adopted by the Assembiy29 January 1976 (24th Sitting).
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

TWENTY-SEVENTH ORDINARY SESSION

RECOMMENDATION 779 (1976)"

ON THE RIGHTS OF THE SICK AND DYING

The Assembly,

1. Considering that the rapid and continuing pregiref medical science creates problems, and
may even pose certain threats, with respect tduh@gamental human rights and the integrity of sick
people;

2. Noting the tendency for improved medical tecbgglto lead to an increasingly technical -
sometimes less humane - treatment of patients;

3. Observing that sick persons may find it difficid defend their own interests, especially when
undergoing treatment in large hospitals;

4, Considering that recently it has become; gelyeagreed that doctors should in the first place
respect the will of the sick person with respedhttreatment he or she has to undergo;

5. Being of the opinion that the right to persodigiity and integrity, to information and proper
care, should be clearly defined and granted toygaenson;

6. Convinced that the duty of the medical professiao serve mankind, to protect health, to treat
sickness and injury, and to relieve suffering, wispect for human life and the human person, and
convinced that the prolongation of life should motitself constitute the, exclusive aim of medical
practice, which must be concerned equally withrdlief of suffering;

7. Considering that the doctor must make everyreftoalleviate suffering, and that he has no
right, even in cases which appear to him to be etasp, intentionally to hasten the natural coufse o
death;

8. Emphasising that the prolongation of life byfiaial means depends to a large extent on factors
such as the availability of efficient equipmentg &nat doctors working in hospitals where, the maczd
equipment permits a particularly long prolongatairiife are often in a delicate position as fartiaes
continuation of the treatment is concerned, esfgdiacases where all cerebral functions of a pers
have irreversibly ceased,;

9. Insisting that doctors shall act in accordanitk science and approved medical experience, and
that no doctor or other member of the medical msfe may be compelled to act contrary to the
dictates of his own conscience in relation to tgbtrof the sick not to suffer unduly,

1Assembly debaten 28 January 1976 (23rd Sitting) (see Doc. 3688ort of the Committee on Social and
Health Questions)Text adopted by the Assembly29 January 1976 (24th Sitting).
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10. Recommends that the Committee of Ministergénttie governments of the member states:

l. a. to take all necessary action, particularlthwespect to the training of medical personnel and
the organisation of medical services, to ensureahaick persons, whether in hospital or in theim
homes, receive relief of their suffering as effextis the current state of medical knowledge psymit

b. to impress upon doctors that the sick havelat to full information, if they request it, on
their iliness and the proposed treatment, andki® aation to see that special information is giwdren
entering hospital as regards the routine, procedamd medical equipment of the institution;

c. to ensure that all persons have the opporttmiprepare themselves psychologically to face
the fact of death, and to provide the necessargtanse to this end both through the treating persb-
doctors, nurses and aids - who should be givenb#sic training to enable them to discuss these
problem with persons approaching t the end of &fe through psychiatrists, clergymen or specidlise
social workers attached to hospitals;

I. to establish national commissions of enquigmposed of representatives of all levels of the
medical profession, lawyers, moral theologianschpslogists and sociologists, to establish ethickls

for the treatment of persons approaching the eiitepfind to determine the medical guiding pritesp

for the application of extraordinary measures waryg life, thereby considering inter alia the attan
which may confront members of the medical profegssoch as legal sanctions, whether civil or penal,
when they have refrained from effecting artifiaiaasures to prolong the death process in the ¢ase o
terminal patients whose lives cannot be saved ésgnt-day medicine, or have taken positive measures
whose primary intention was to relieve sufferingsirch patients and which could have a subsidiary
effect on the process of dying, and to examinedihestion of written declarations made by legally
competent persons, authorising doctors to abstain fife-prolonging measures, in particular in the
case of irreversible cessation of brain function;

M. to establish, if no comparable organisatiof®ady exist, national commissions to consider
complaints against medical personnel for erromsegitigence in the practice of their profession, sl
without prejudice to the jurisdiction of the ordipaourts;

V. to inform the Council of Europe of their anabgl findings and conclusions for the purpose of
harmonising criteria regarding the rights of treksind dying and the legal and
technical means of guaranteeing their application.
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

TWENTY-NINTH ORDINARY SESSION

RECOMMENDATION 818 (1977)*

ON THE SITUATION OF THE MENTALLY ILL

The Assembly,

1. Emphasising the importance it attaches to tms aif maintaining the health, the well-being and
also the personal rights of the sick on one hamlevprotecting the well-being of democratic saeiet
as a whole on the other;

2. Considering that the definition of mental illees extremely difficult, since criteria changelwit
time and from place to place, and since a whole nraege of psychological disturbances have emerged,
linked with the working rhythm, stresses, and iedogical patterns of modern life;

3. Noting that, in the thirty year period since WddWar I, profound changes have taken place in
Europe in attitudes towards mental iliness fronhtibe medical and social points of view;

4. Aware, however, that serious lack of staff a8l a® insufficient or out-dated training of staff
that psychiatric services are experiencing is gliejal to proper treatment of the mentally ill;

5. Convinced that the situation of the mentallaitid, in particular, the conditions governing the
internment of mental patients and their dischargmfpsychiatric hospitals are matters of concera to
broad section of public opinion in member countréex that the occurrence of errors and abuséssin t
regard causes human tragedies in some cases;

6. Noting that several applications have been addietsséhe European Commission on Human
Rights concerning allegations of such error or apugich demonstrate how unsatisfactory or unclear
the present position is, and the possible neeeldefine some legal and medical guidelines;

7. Convinced that the concept of the criminallyaims implies a contradiction in terms in that an
insane person cannot be considered responsibteifanal actions;

8. Noting that the improved medical and psychoibreutic technology can sometimes constitute a
threat to the right of patients to their physiaadl @sychic integrity;

9. Believing that abnormalities of behaviour in tmevince of morals or the law do not by
themselves constitute mental disturbance;

10. Condemning the abuse of psychiatry for polificaposes and for the elimination of dissidence
whatever its form;

1Assembly debaten 7 and 8 October 1977 (11th and 12th Sittings® Ooc. 4014, report of the Committee on
Social and Health Questions)ext adopted by the Assembty8 October 1977 (12th Sitting).
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11. Commending the decision of the 6th World PstchiCongress at Hawaii condemning the
abuse of psychiatry for the suppression of dissant welcoming the decision to establish an
international code of ethics for the practice ofgbgatry;

12. Welcoming the resolution on the organisatioprefventive services in mental illness, adopted
by the Committee of Ministers of the Council of &oe in 1976 and which covers a large variety of
preventive features relating to mental health,

13. Recommends that the Committee of Ministergénttie governments of the member states:

l. i. to review their legislation and administraiwles on the confinement of the mentally ill, by
redefining some basic concepts such as “dangerdysteducing to the minimum the practice of
compulsory detention for an “indeterminate periodly stopping the practice of censoring
correspondence, by placing under the jurisdictibthe medical authorities all those declared by the
courts to have been insane at the time of commitiincrime or at the time of the trial, and by
establishing procedures for the hearing of appgdst detention measures;

ii. to set up independent special mental welfaileuhals or commissions, with a duty to
exercise protective functions by investigating ctaimts, or by intervening on their own initiative i
any case, with power to discharge patients wheefihd that confinement is no longer necessary;

iii. to ensure that court decisions are not taterthe basis of medical reports only, but that the
mental patient, like any other person, is fullyagivthe right to be heard, and that in cases where a
offence is alleged a lawyer is also present througthe proceedings;

iv. to modify the civil capacity rules applied the mentally ill, in order to ensure that any
hospitalisation does not necessarily result in atoraatic determination of legal incapacity, thus
creating problems concerning property and othen@wic rights;

v. to implement the right to vote for those meptaients able to understand the meaning of the
vote by taking the necessary steps with a viewatlifating the exercise of it, by ensuring that
information on public affairs is made available, imjorming the patients about the procedures,
deadlines and registration, etc. and by offeringen assistance to those who are physically
handicapped; mental patients declared unfit to sbteild have the possibility of appeal;

vi. to set up, in the Council of Europe, a workpgrty composed of government experts and
criminologists to redefine insanity and mental abmedity and to reassess the implications therepof fo
civil and criminal law, taking into account the dat findings of psychology and psychiatry, and
experience in this field in the Council of Europember states;

I. i. to take measures, as a long term policyreiduce dependence on large institutions and to
develop wide-spread community based services, wihditions approximating to the normal
environment of individuals, provided, however, thais objective should not lead to a higher rate of
early discharge from hospital before an effectiggvwork of community care is established;

ii. to seek new ways of humanising the care oftle&tally ill by emphasising the humanitarian
elements and the quality of the care as opposedphisticated technology, and by considering is thi
context the appropriateness, the conditions andraoof utilisation of certain therapies which may
leave permanent brain damage or change of pergonali
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iii. to take measures to stimulate and harmonisiin the Council of Europe, studies on the
training and working conditions of care-giving $tafi the psychiatric field, in association with
international trade union organisations represgrtirese staff, with a view to preparing a European
agreement applicable to them, and, given the gfqualified care-giving professional staff insh
member countries, to develop the psychiatric kndgdeand skill of the members of other public health
and social services, thus creating community-bateuins working in close co-operation with
professionals;

M. i. to encourage local authorities and commiesito be more involved in the socio-professional
rehabilitation of ex-patients by creating selectiygacement programmes, workshops and
accommodation, and in particular by setting uprmition programmes aimed at modifying attitudes
towards those who are, or were, mentally ill;

ii. to ensure that the registers kept in psycluaiustitutions on ex-patients, or any other
documentation on their case, should be consideredsérict medical professional secret and caneot b
used in such a way as to constitute an unfair lsapdr ex-patients entering on a new occupation.
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

THIRTY-THIRD ORDINARY SESSION

RECOMMENDATION 934 (1982)"

ON GENETIC ENGINEERING

The Assembly,

1. Aware of public concern about the use of newrdic techniques for artificially recombining
genetic material from living organisms, referre@so'genetic engineering"

2. Considering that these concerns fall into tvaiict categories:

—those arising from uncertainty as to the healtifety and environmental implications of
experimental research;

—those arising from the longer-term legal, soaiadl ethical issues raised by the prospect of
knowing and interfering with a person’s inheritagénetic pattern;

3. Having regard, in respect of the health, sadety environmental implications of experimental
research, to the following considerations:

i. the techniques of genetic engineering presemtnaense industrial and agricultural potential
which in coming decades could help to solve wonldbfems of food production, energy and raw
materials;

ii. radical breakthroughs in scientific and medigaderstanding (university of the genetic code)
are associated with the discovery and developnfghtee technigues;

iii. freedom of scientific enquiry - a basic valwé our societies and a condition of their
adaptability to the changing world environment ries with it duties and responsibilities, notably
regard to the health and safety of the generalipuald of fellow scientific workers and to the non-
contamination of the environment;

iv. in the light of the then existing scientifiadwledge and experience, uncertainties about the
health, safety and environmental implications gegkments in genetic engineering were a legitimate
cause for concern in the early 1970s-to the pdigiving rise to requests, at that time, from witlthe
scientific community, for certain types of experithaot to be made;

1Assembly debaten 26 January 1982 (21st and 22nd Sittings) (sees.31832 and 4833, reports of the Legal
Affairs Committee, and of the Committee on Scieace Technology). Text adopted by the Assemioly 26
January 1982 (22nd Sitting).
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v.in the light of new scientific knowledge and erpnce, uncertainties in regard to
experimental research have in recent years begelyarlarified and resolved - to the point of allog
substantial relaxation of the control and contaiminmeeasures initially instituted or envisaged;

vi. strict and comparable levels of protectionugtide provided in all countries for the general
public and for laboratory workers against risksoimed in the handling of pathogenic micro organisms
in general, irrespective of whether techniqueseniegic engineering are used;

4. Having regard, in respect of the legal, soam athical issues, to the following considerations
inspired by the Council of Europe’s 7th Public Rementary Hearing (Copenhagen, 25 and 26 May
1981) on genetic engineering and human rights:

i. the rights to life and to human dignity protttby Articles2 and 3 of the European
Convention on Human Rights imply the right to inhargenetic pattern which has not been artifigiall
changed;

ii. this right should be made explicit in the aaxit of the European Convention on Human
Rights;

iii. the explicit recognition of this right mustoh impede development of the therapeutic
applications of genetic engineering (gene therapyiich holds great promise for the treatment and
eradication of certain diseases which are genbtitahsmitted;

iv. gene therapy must not be used or experimewittd except with the free and informed
consent of the person(s) concerned, or in casespafriment with embryos, foetuses or minors with th
free and informed consent of the parent(s) or lggatdian(s);

v. the boundaries of legitimate therapeutic appilbm of genetic engineering techniques need to
be clearly drawn, brought to the attention of resteavorkers and experimentalists, and subjected to
periodical re-appraisal;

vi. outline regulations should be drawn up to eecbtindividuals against non-therapeutic
applications of these techniques;

5. Expressing the wish that the European Scienaadadion should keep under review:

a. procedures and criteria for licensing the udsgraducts of recombinant DNA techniques in
medicine, in agriculture and industry;

b. the effects of the commercialisation of recarmahi DNA techniques on the funding and
orientations of fundamental research in molecuiaoby,

6. Invites member governments:

a. to take note of the reassessments which hker fdace in recent years within the scientific
community concerning levels of risk from researohiolving recombinant DNA techniques, and to
adjust, in the light of these reassessments, $lgsiems of supervision and control;

b. to provide for the periodical reassessment eviels of risk from research involving
recombinant DNA techniques within the regulatognieworks for assessing the risks from research
involving the handling of microorganisms in general
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7. Recommends that the Committee of Ministers:

a. draw up a European agreement on what constikegitimate application to human beings
(including future generations) of the techniquesgehetic engineering, align domestic regulations
accordingly, and work towards similar agreementsatd level,

b. provide for explicit recognition in the Europe@onvention on Human Rights of the right to
a genetic inheritance which has not been artificiaterfered with, except in accordance with cierta
principles which are recognised as being fully catitlgle with respect for human rights (as, for
example, in the field of therapeutic applications);

c. provide for the drawing up of a list of serialiseases which may properly, with the consent
of the person concerned, be treated by gene thétlagygh certain uses without consent, in line with
existing practice for other forms of medical treafith may be recognised as compatible with respect f
human rights in the probability of a very serioigedse being transmitted to a person’s offspring);

d. lay down principles governing the preparatistorage, safeguarding and use of genetic
information on individuals, with particular refe@nto protecting the rights to privacy of the passo
concerned in accordance with the Council of Euapesentions and resolutions on data protection;

e. examine whether levels of protection of theltheand safety of the general public and of
laboratory workers engaged in experiments or im@dlisapplications involving micro-organisms,
including micro-organisms subject to recombinant ADkchniques, are adequate and comparable
throughout Europe, and whether existing legislatomd institutional machinery offer an adequate
framework for their periodical verification and r&wn to this end,;

f. ensure, by periodic reviews in liaison with tBaropean Science Foundation, that national
containment measures for recombinant DNA reseandhrequired laboratory safety practice continue
to converge and to evolve (albeit by different esjittowards harmonisation in Europe, in the light o
new research findings and risk evaluations;

g. examine the draft recommendation of the Couoicithe European Communities on the
registration and notification to appropriate natilband regional authorities of experiments invalvin
recombinant DNA, with a view to the concerted inmpdatation of its provisions in the countries of the
Council of Europe;

h. examine the patentability of microorganisms egieally altered by recombinant DNA
techniques.
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

THIRTY-EIGHTH ORDINARY SESSION

RECOMMENDATION 1046 (1986)"

ON THE USE OF HUMAN EMBRYOS AND FOETUSES FOR DIAGNGTIC,
THERAPEUTIC, SCIENTIFIC, INDUSTRIAL AND COMMERCIAL PURPOSES

The Assembly,

1. Recalling its Recommendation 934 (1982) on genemgineering, proposing a range of
measures including in particular the recognitiothef right to a genetic inheritance which shoulte
artificially interfered with except for therapeuparposes;

2. Considering that recent progress in the lifersmes and medicine, in particular in animal and
human embryology, has opened up remarkable newtsiciediagnostic and therapeutic prospects;

3. Considering that, by the technique of fertilimatin vitro, man has achieved the means of
intervening in and controlling human life in itskest stages;

4. A. Considering that the exploitation of techmidal opportunities not only in science but
also in medicine must be governed by clear etlaigelsocial guidelines;

B. Considering that future benefits from the adeanf medical science and technology
must be carefully assessed in deciding when, and &od on what grounds, to restrict the exploitatio
of technological opportunities;

C. Welcoming the contributions of the Council afrgpe'sad hocCommittee of experts
in the biomedical sciences, and of the EuropeaniddedResearch Councils operating within the
framework of the European Science Foundation;

D. Noting the statement issued by nine European Medesearch Councils
following the meeting convened in London on 5 andufe 1986 under the auspices of the European
Science Foundation;

5. Considering that, from the moment of fertilisatiof the ovule, human life develops in a
continuous pattern, and that it is not possiblentike a clear-cut distinction during the first plzase
(embryonic) of its development, and that a definitof the biological status of an embryo is therefo
necessary;

6. Aware that this progress has made the legatiposof the embryo and foetus particularly
precarious, and that their legal status is at ptesat defined by law;

1Assembly debaten 19 and 24 September 1986 (13th and 18th Sitiisge Doc. 5615, report of the Legal
Affairs Committee, Doc. 5628, opinion of the Contewt on Science and Technology, and Doc. 5635, @pivi
the Social and Health Affairs Committee€llext adopted by the Assemiy24 September 1986 (18th Sitting).
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7. Aware that adequate provisions governing theotifeing or dead embryos and foetuses do not
at present exist;

8. Convinced that, in view of scientific progressiethh makes it possible to intervene in
developing human life from the moment of fertilisat it is urgent to define the extent of its legal
protection;

9. Having regard to the variety of ethical opiniams the question of using the embryo or the
foetus or their tissues, and to the conflicts leewalues which arise;

10. Considering that human embryos and foetuse$ beusreated in all circumstances with the
respect due to human dignity, and that use of maédeand tissues therefrom must be strictly limiaed
regulated (see appendix) to purposes which areykbsarapeutic and for which no other means exist;

11. Convinced that the use of embryos or foetusdstltae removal of their tissues for diagnostic
and therapeutic purposes are only justified ifghiaciples and conditions specified in the appertdix
this recommendation are observed;

12. Considering that any exclusively national ragah of the question runs the risk of being
ineffective as any activity in this field could bansferred to another country which did not erddie
same regulations;

13. Stressing the need for European co-operation,
14. Recommends that the Committee of Ministers:
A. call on the governments of the member states:

i. to investigate the rumours about a trade iddembryos and foetuses circulating in
the media, and to publish the results;

ii. to limit the use of human embryos and foetuard materials and tissues therefrom
in an industrial context to purposes which arecyritherapeutic and for which no other means exist
according to the principles set out in the appendid to bring their legislation into line with #ee
principles or to enact rules in accordance thekewitich shouldnter alia specify the conditions in
which removal and use may be undertaken for a di&ignor therapeutic purpose;

iii. to forbid any creation of human embryos kytilisation in vitro for the purposes of
research during their life or after death;

iv. to forbid anything that could be consideraduadesirable use or deviations of these
techniques, including:

— the creation of identical human beings by e¢ignor any other method, whether for
race selection purposes or not;

—the implantation of a human embryo in the wefuanother animal or the reverse;

— the fusion of human gametes with those of aratimimal (the hamster test for the
study of male fertility could be regarded as aregtion, under strict regulation);

— the creation of embryos from the sperm of diffiéradividuals;

— the fusion of embryos or any other operatioicivimight produce chimeras;
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— ectogenesis, or the production of an individirad autonomous human being outside
the uterus of a female, that is, in a laboratory;

— the creation of children from people of the sa®x;

— choice of sex by genetic manipulation for noerapeutic purposes;
— the creation of identical twins;

—research on viable human embryos;

— experimentation on living human embryos, whetfegle or not;

— the maintenance of embryws vitro beyond the fourteenth day after fertilisation
(having deducted any time necessary for freezing);

v. to provide appropriate sanctions to ensure application of the rules enacted
pursuant to this recommendation;

vi. to create national registers of accreditedio® centres authorised to carry out such
techniques and to make use of them for scientifipgses;

vii. to facilitate and encourage the creatiomafional multidisciplinary committees or
commissions on artificial human reproduction invadyscientific activities concerning genetic madgri
human embryos and foetuses - to guide and coursehédical and scientific authorities, to followdan
control the application of such techniques andutbi@ise specific projects in the absence of cdacre
legislation or regulation;

B. continue to study the problems relating touke of human embryonic and foetal tissue
for scientific purposes and prepare, on the bddtseopoints mentioned in sub-paragraphs 14.Aviiito
a European convention or any other suitable legfument which would also be open to accession by
non-member countries of the Council of Europe;

15. Instructs its competent committees to preparepart on the use of human embryos and
foetuses in scientific research, taking into actdbe necessary balance between the principles of
freedom of research and of respect for human titeather aspects of human rights.
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APPENDIX

Rules gover ning the use of human embryosor foetuses
and theremoval of their tissuesfor diagnostic
and ther apeutic purposes

A. Diagnostic purposes

i. No intervention for diagnostic purposes, othlean those already authorised under national
legislation, on the living embryia vitro or in uteroor on the foetus whether inside or outside theuste
shall be permitted, unless its object is the weihf of the child to be born and the promotiontsf i
development.

ii. The use of a dead embryo and foetus for diain@urposes (confirmation of a diagnasis
uteroor search for the cause of a spontaneous teriminatipregnancy) shall be permitted.

B. Therapeutic purposes

i. No intervention on the living embryia vitro or in uteroor on the foetus whether inside or
outside the uterus shall be permitted unless jescobls the well-being of the child to be born,ttls to
facilitate its development and birth.

ii. Therapy on embryos vitro or in utero or on the foetusn utero shall not be permitted,
unless it is for very clear and precisely diagnosetryonic maladies, with grave or extremely bad
prognosis, where no other solution is possible #ratapy would offer reasonable guarantees of
successful treatment of those illnesses.

iii. It shall be forbidden to keep embryos or fess alive artificially for the purpose of
removing usable material.

iv. It would be desirable to create a list of thdbesses where therapy can be based on reliable
means of diagnosis and reasonable guaranteesaassud his list would be periodically updated teeta
account of new discoveries and scientific progress.

v. Therapy conducted on embryos and foetuses maser influence non-pathological
hereditary characteristics, nor have racial salads its aim.

vi. The use of dead embryos or foetuses must lexeeptional measure, justified in the present
state of knowledge by the rare nature of the irtesated, the absence of any equally effectivaflye
and a manifest advantage (such as survival) fop#éngon receiving treatment; it must comply witl th
following rules:

a. the decision to terminate pregnancy and theditons of termination (date,
technique, etc.) must under no circumstances heeiméed by the possible or desired subsequentfuse o
the embryo or foetus;

b. any use of the embryo or foetus must be undemtdédy highly qualified teams in
approved hospitals or scientific centres supervisethe public authorities; to the extent that orai
legislation foresees, these centres must possdsgdigaiplinary ethical committees;
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c. total independence between the medical teaninating the pregnancy and the team
which might use the embryos or foetuses for therppurposes must be guaranteed;

d. embryos and foetuses may not be used witheutdnsent of the parents or gamete
donors where the latters' identity is known;

e. the use of embryos, foetuses or their tisfareprofit or remuneration shall not be
allowed.
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

FORTIETH ORDINARY SESSION

RECOMMENDATION 1100 (1989)*

ON THE USE OF HUMAN EMBRYOS AND FOETUSES IN SCIENTHIC RESEARCH

The Assembly,

1. Considering that science and technology, anceossly the biomedical sciences and
biotechnology, continue to advance and developnasxaression of human creativity, and that their
freedom of action cannot be restricted arbitrabilyt, only on the basis dfter alia, professional, legal,
ethical, cultural and social principles for the tpation of human rights and the dignity of man as a
individual and social being;

2. Noting the contents of the Council of EuropedsliBmentary Assembly Recommendation 934
(1982) and its proposal for the application of dienengineering on the basis of respect for theetien
heritage of mankind, which shall not be interfength in individuals save for clearly and scientaily
demonstrated preventive or therapeutic purposes;

3. Noting the desirability of implementing the wars parts of the Council of Europe's
Parliamentary Assembly Recommendation 1046 (1986he use of human embryos and foetuses for
diagnostic, therapeutic, scientific, industrial adnmercial purposes, in particular paragraphs 2.8
and 4.B, as well as the necessity of ensuring:

i. that the human embryo and foetus are treatednditions appropriate to human dignity, and

ii. that products and tissues therefrom may bel ssdely under strict regulation for limited
scientific, diagnostic and therapeutic purposeslefgied in Recommendation 1046 which cannot be
attained by other methods, and having regard tditlegsity of ethical views on this matter;

4, Referring to paragraph 15 of Recommendation 104Bich instructed the competent
committees of the Assembly to prepare a reporheruse of human embryos and foetuses in scientific
research, taking into account the necessary batsteeen the principles of freedom of researchaind
respect for human life and other aspects of humnggutsy

5. Considering that it is customary, in the intesed progress, harmony, liberty and social justice
constantly to adapt legislation and regulationtht ethical and social values of human communities,
and to scientific and technological knowledge as\ahen it is acquired,;

6. Considering that it is appropriate to deterntime legal protection to be given to the human
embryo from the time that the human egg is feetilisas foreseen in Recommendation 1046;

1Assembly debaten 2 February 1989 (24th Sitting) (see Doc. 5%dBprt of the Committee on Science and
Technology, Rapporteur: Mr Palacios; Doc.5989, iopirof the Social, Health and Family Affairs Conbes,
Rapporteur; Mrs Hubinek; and Doc. 5996, reportefltegal Affairs Committee, Rapporteur: Mr ElImguistext
adopted by the Assemlay 2 February 1989 (24th Sitting).
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7. Considering that the human embryo, though digmlasuccessive phases in its development
which are designated by different terms (zygoterutag blastula, pre-implantation embryo or pre-
embryo, embryo, foetus), displays also a progresdifferentiation as an organism and none the less
maintains a continuous biological and genetic ithgnt

8. Recalling the need for European co-operationfanthe widest possible regulation in order to
overcome the contradictions, risks and foreseesibetcomings of exclusively national standards in
these fields,

9. Recommends that the Committee of Ministers:

A. Provide a framework of principles from whichtinaal laws or regulations can be
developed in as universal and uniform a manneioasilple, as proposed by its Recommendations 934
(1982) and 1046 (1986) as well as by this recomauod and its appendix;

B. Invite the governments of member states:

i. to set up as a matter of urgency the nationatgional multidisciplinary bodies mentioned in
the above Recommendations 934 (1982) and 1046 Y198% entrusting them with the task of
informating society and the public authorities ciestific and technological advances in embryology
and biological investigation and experimentatiohguaiding and monitoring the potential applications
thereof, evaluating results, benefits and drawhauottably in general terms, that is including alse
dimension of human rights, human dignity and o#tthaical values, and authorising, provided there are
appropriate regulations or delegations of authprifyecific projects of scientific investigation or
experimentation in these fields;

ii. to take steps to guarantee that society isriméd simply, accurately and sufficiently of
activities involving techniques of assisted festilion and related techniques, and more specificéll
fertilisationin vitro and the use of human gametes, embryos or foefisssientific investigation or
other purposes;

iii. to establish the requisite national mechamisan improving knowledge of the epidemiology
and incidence of human sterility and genetic oretitary diseases with a view to their prevention
and/or cure;

iv. to promote investigations aimed at:

a. improving technical procedures of assistedligation, strictly as and where permitted;

b. deepening knowledge of the human cell and fsituctures and its functions, and in
particular of reproductive cells, of embryologidavelopment, of reproduction and heredity;

c. diagnostic (in particular prenatal) and/or tpergic purposes, especially for diseases linked
to chromosomes or genes;

d. industrial and pharmacological purposes, stogsroduce medically useful substances in
sufficient quantities without either the biologidisadvantages or risks of infection or immunolagic
reactions caused by the substances usually used;
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v. to regulate the operations and to draw up natior regional registers of accredited and
authorised centres where research or experimenisnaiertaken on reproductive material - be it human
gametes, embryoss or foetuses, or cells, tissueggans - and to monitor and evaluate such aetsyiti
and to require that the biomedical and scientiiams at such centres are properly qualified and
authorised to perform such activities and havendeessary resources;

vi. to examine these recommendations in the ligfhthe considerations contained in the
appendix to this recommendation, and to providettier sanctions which failure to comply therewith
could entail;

C. Pursue the study and compilation of all knogtedelated to human reproduction and
biomedicine, and provide for joint action by all@ail of Europe member states, so that, in addition
purely national action, they contribute to the firgnof a common legal instrument, such as a Europea
convention on biomedicine and human biotechnolagych would be open to non-member states also -
as already proposed in Recommendations 934 (1982)@46 (1986);

D. Establish as a matter of urgency, as a safdgaarinternational multidisciplinary body
to ensure convergent approaches by the nation&$atteady operating or to be set up in accordance
with subparagraph 9.B.i. above, and to avoid thetie® creation of "genetic havens".
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APPENDIX

Scientific research and/or experimentation on human gametes,
embryos and foetuses and donation of such human material

A. On gametes

1. Gametes may be used independently for purpddesic or experimental investigation, subject
to the provisions of the following paragraphs;

2. Investigations shall be permitted:
— on fertility, sterility and contraception;
— on phenomena of histocompatibility or immunijated to procreation;

— on the process of gametogenesis and embryonatogenent, for the prevention or treatment
of genetic diseases;

3. The human gametes employed for investigatioexperimentation shall not be used to create
zygotes or embryas vitro for the purpose of procreation.

B. On live pre-implantation embryos

4. In accordance with Recommendations 934 (198d) 1046 (1986), investigations of viable
embryosn vitro shall only be permitted:

— for applied purposes of a diagnostic natur@opfeventive or therapeutic purposes;
— if their non-pathological genetic heritage i$ imberfered with.

5. In accordance with paragraph 14.A.iv, eleventbparagraph, of Recommendation 1046,
research on living embryos must be prohibited iqaerly:

— if the embryo is viable;

—if it is possible to use an animal model;

— if not foreseen within the framework of projectgly presented to and authorised by the
appropriate public health or scientific authority, by delegation, to and by the relevant national
multidisciplinary committee;

— if not within the time-limits laid down by theiorities mentioned above.

6. Moreover, any proposed investigation which maetsabove conditions for authorisations must
be excluded:

— unless it is accompanied by all the requireditiebn the embryonic material to be used, its
source, foreseen time-limits of implementation dredaims pursued;

— unless, on completion of the investigation, ¢hoessponsible agree to inform the authorising
body of its outcome.
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7. Embryos at the pre-implantation stage which Hmen expelled spontaneously from the uterus
shall in no circumstances be retransferred back.

C. On dead pre-implantation embryos

8. Investigation of and experimentation on deadrgosbfor scientific, diagnostic, therapeutic or
other purposes shall be permitted subject to pitinorisation.

D. On post-implantation embryos or live foetusest@ra

9. The removal of cells, tissues or embryonic oetdb organs, or of the placenta or the
membranes, if live, for investigations other thanaodiagnostic character and for preventive or
therapeutic purposes shall be prohibited.

10. The pregnant woman and her husband or partnst be provided beforehand with as full
information as necessary:

i. on the technical operations to be performedtli@ removal of cells, and/or embryonic or
foetal tissues, or for the removal of the membratiesplacenta and/or the amniotic fluid,

ii. on the intended purposes, and
iii. on the risks involved.

11. Persons removing embryos or foetuses or gaetedf from the uterus without clinical or legal
justification or without the prior consent of theegnant woman and, where appropriate, of her hasban
or partner in a stable relationship, and persomsgusuch embryological materials in breach of the
relevant legislation or regulations shall be duypglised.

E. On post-implantation embryos or live foetusesidatthe uterus

12. Foetuses shed prematurely and spontaneouslgaasitiered to be biologically viable may be
the subject of clinical operations solely in order promote their development and autonomous
existence.

13. The performance of any operation on or the wataf cells, tissues or organs from embryos or
foetuses outside the uterus shall be subject tongmther things, the parents' prior written cohsen

14. Experiments on living embryos or foetuses, vbietiable or not, shall be prohibited. None the
less, where a state authorises certain experin@mtaon-viable foetuses or embryos only, these
experiments may be undertaken in accordance wihdims of this recommendation and subject to
prior authorisation from the health or scientifiutlzorities or, where applicable the national
multidisciplinary body.

F. On dead embryos or foetuses

15. Before proceeding to any intervention on deabdrgos or foetuses, centres and clinics shall
ascertain whether death is partial (when the emisnabinically dead, its cells, tissues or orgarsym
still remain alive for several hours) or total (whainical death is matched by death of the cells).

16. The use of biological matter from dead embrgosfoetuses for scientific, preventive,
diagnostic, therapeutic, pharmaceutical, clinicalsargical purposes shall be permitted within the
framework of the rules governing investigation, esmentation, diagnosis and therapy, in accordance
with the terms of this recommendation.
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G. Applications of scientific research to the humaing in the fields of health and heredity

17. Genetic technology shall only be used for itigaions on or with human or recombinant
genetic material if appropriate authorisation hasrbobtained. Such authorisation shall be gramed o
the basis of the soundness of projects, full detbding provided as regards their location, aims,
duration and the biological material to be usedhill be granted by the competent authoritiebyr,
delegation, by the national multidisciplinary body.

18. Scientific research projects on genetic engingeusing genetic or recombinant genetic
material shall be permitted, subject to approval:

— for diagnostic purposes, as in the case of paiedagnosisn vitro or in utero of genetic or
hereditary diseases, in order to study the biolgicaterials obtained with a view to the treatment
where possible of specific diseases or the prememt their transmission, provided that the techeg
used do not harm the embryo or the mother;

— for industrial purposes of a preventive, diagicosr therapeutic nature, such as the
pharmaceutical manufacture (by molecular or gepeirfj) of substances or products for health or
clinical purposes in suitable quantities, when tbagnot be producted by any other method, natural o
otherwise, such as hormones, blood proteins whichtral the immune responses, antiviral,
antibacterial or anticarcinogenic agents, or thewufecture of vaccines without any extra risk of a
biological, immunological or infectious nature;

— for therapeutic purposes, in particular for $bkection of sex in the case of diseases linked to
the sex chromosomes (particularly the X female riasome), with a view to preventing transmission;
also for the creation by surgical means of beradfigene mosaics, by transplanting genetically and
biologically healthy cells, tissues or organs frother persons to replace the diseased, damaged or
defective counterparts in the person being tredtettis connection, the approval of the use ofthga
recombinant DNA to replace pathological DNA causargpecific disease shall depend on the degree of
scientific and technical safety which, in the opmiof the scientific and public authorities, can be
achieved in the human being with the type of mdeciecombination envisaged. Any form of therapy
on the human germinal line shall be forbidden;

— for purposes of scientific investigation, foudging DNA sequences in the human genome -
their location, functions, dynamics, interrelatibips and pathology; for studying recombinant DNA
within human cells (as well as in the cells of denprganisms such as viruses and bacteria) with a
view to obtaining a better understanding of the masms of molecular recombination, of expression
of the genetic message, of the development of @eild their components and their functional
organisation; for studying the ageing processe=eli, tissues and organs; and more particulaoly, f
studying the general or specific mechanisms gomgrttie development of diseases;

— for any other purpose considered useful andftegaleo the individual and to humanity, and
incorporated in projects already approved.

19. Investigations or acts involving genetic tedbgyp shall only be authorised at centres and
establishments which have been registered, appreve@duthorised for such purposes, and which have
the requisite specialised personnel and techrésalurces.

H. Donation of human embryological material

20. The donation of human embryological materialldie authorised solely for scientific research
on diagnostic, prevention or therapeutic purpdsesale shall be prohibited.
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21. The intentional creation and/or keeping alizerabryos or foetuses whethiarvitro orin utero
for any scientific research purpose, for instarmwenltain genetic material, cells, tissues, or asgan
therefrom, shall be prohibited.

22. The donation and use of human embryologicaérigdtshall be conditional on the freely given
written consent of the donor parents.

23. The donation of organs shall be devoid of amyroercial aspect. The purchase or sale of
embryos or foetuses or parts thereof by their d@aoents or other parties, and their importation or
exportation, shall also be prohibited.

24, The donation and use of human embryologicaémnadhtfor the manufacture of dangerous and
exterminatory biological weapons shall be forbidden

25. For the whole of this recommendation, "vialdeibryos shall be understood to mean embryos
which are free of biological characteristics likdly prevent their development; however, the non-
viability of human embryos and foetuses shall beerdeined solely by objective biological criteria
based on the embryo's intrinsic defects.
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

FORTY-THIRD ORDINARY SESSION

RECOMMENDATION 1159 (1991)*

ON THE HARMONISATION OF AUTOPSY RULES

1. The Assembly considers it a necessary praaticadtopsies to be carried out in all Council of
Europe member states to establish the cause di flatmedico-legal or other reasons or to establish
the identity of the deceased.

2. As the mobility of the population increases tlytwout Europe and throughout the world, the
adoption of uniform guidelines on the way autopsies to be carried out and on the way autopsy
reports are to be established becomes imperative.

3. This is especially so in the case of mass disgsivhether natural or not, where there may be
several hundreds of victims of numerous natiomeliti

4, Moreover, it is believed that autopsies shodd@rried out in all cases of suspicious death or
where there are doubts as to the cause and tltng systematically, they may more easily bring to
light illegal executions and murders perpetratedimoritarian regimes.

5. Internationally recognised and applied autopsgsrwould therefore contribute to the fight to
protect human rights, especially such human rightghe prohibition of torture and of ill-treatmeamd
the right to life. Here, the Assembly welcomesftie that the European Convention for the Prevantio
of Torture and Inhuman or Degrading Treatment ari$tument has been ratified by twenty out of the
twenty-five Council of Europe member states.

6. The Assembly therefore recommends that the Carerof Ministers:

i. promote the adoption of harmonised and intéonatly recognised rules on the way autopsies
are to be carried out and the adoption of a statat model protocol for autopsies;

ii. support the proposal that states world-widenially accept and implement the obligation to
carry out autopsies in all cases of suspicioushgleat

iii. invite the member states to apply the Intégnddelines on disaster victim identification;

iv. invite those Council of Europe member statesctvthave not yet done so to ratify the
Council of Europe Agreement on the Transfer of Gesp

Text adopted by the Standing Commijtsexting on behalf of the Assembly, on 28 June 1991
See Doc. 6332, report of the Committee egal Affairs and Human Rights, Rapporteur: Mr Mgrend Doc.
6374, opinion of the Social, Health and Family A§a&Committee, Rapporteur: Mr Palacios.
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v. invite the five Council of Europe member statdsich have not yet done so to ratify the
European Convention for the Prevention of Torturel dnhuman or Degrading Treatment or
Punishment;

vi. draw up international rules to facilitate #oemalities proposed in sub-paragraphs 6.i, ij, iii
iv and v from the administrative (transport, crogsof borders, police, etc.) or legal points ofavie
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

FORTY-THIRD ORDINARY SESSION

RECOMMENDATION 1160 (1991)"

ON THE PREPARATION OF A CONVENTION ON BIOETHICS

1. The combined applications of biology, biochergisthd medicine, create universal problems
which require solutions and have given rise to & descipline called bioethics. The hopes raised by
progress in this domain are sometimes temperechkigtst over the most basic rights of the human
person.

2. From the Council of Europe, inspired particyldoy the preparatory work of the Parliamentary
Assembly, have come a great many studies, colleqand reports whose results are given in a number
of recommendations to member states. An effort abrdination was made in 1985 with the
establishment of a multidisciplinary body: e hocCommittee of Experts on Bioethics (CAHBI).

3. Furthermore, during the last decade, in cenaémber countries there has been a growing
awareness of bioethical issues, and guidelines, lemmmissions of inquiry and ethics committeeshav
been established in order to follow developmentkimfield.

4, The Assembly considers that, despite some @&nithich still exist in national approaches and
the wide range of aspects to consider, the mone&mhs ripe and timely for joint European action such
as the preparation of a legal instrument in oraercadify existing work, which is valuable but
fragmented. The Assembly already expressed itsecorioc 1989, in Recommendation 1100 on the use
of human embryos and foetuses in scientific researc

5. Since then, there have been positive develogmehich the Assembly welcomes: a specific
proposal by the Secretary General of the Councitwbpe relating to a convention on bioethics was
favourably received by the 17th Conference of Eeaop Ministers of Justice in June 1990 and,
consequently, the Committee of Ministers instrud¢tel CAHBI to examine the possibility of preparing

a convention and to identify the issues involved.

6. The Assembly, which has only recently been reptesein the CAHBI, encourages this work
which should lead to the preparation of a convenonsidering this as the culmination of oveegfh
years of intense activity on the question. It coifgewishes to give formal support to the principlea
convention and indicate some general guideline® ahe content and progress of work in order to
coordinate national approaches, which may differ.

Text adopted by the Standing Commijtsexting on behalf of the Assembly, on 28 June 1991
See Doc. 6449, report of the Committee on SciandeTechnology, Rapporteur: Mr Palacios.
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7. The Assembly therefore recommends that the Carerof Ministers:

i. envisage a framework convention comprising ainmaxt with general principles and
additional protocols on specific aspects. The cotieg should provide a flexible formula wiht regard
to its form, but must not constitute the lowest nwn denominator as to its content. It must include
human rights aspects and take into account theguework of the Council of Europe;

ii. include in the protocols of the convention lsuessential issues as organ transplants and
donations, medical research on the human bodyudirgd the use of embryonic structures, genetic
technology and studies on the human genome, theofugenetic information in fields other than
medical, and human artificial procreation;

iii. authorise and encourage the CAHBI to holdrsoonsultations as it sees fit in preparing its
draft, for example with representatives of the @hWorld, scientific organisations and particulaty
Community institutions, as well as with specialisettrnational governmental and non-governmental
organisations;

iv. submit the draft convention to the Assemblyftrmal opinion before its final adoption.
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

FORTY-FOURTH ORDINARY SESSION

RECOMMENDATION 1213 (1993)*

ON DEVELOPMENTS IN BIOTECHNOLOGY AND THE CONSEQUENES
FOR AGRICULTURE

1. Biotechnology which in a sense has a historjoag as bread making and brewing can be
defined as the use of biological organisms, systants processes in industrial, manufacturing and
service activities. The elucidation of the natund &unctioning of the nucleic acids (DNA and RNA) i
the 1950s has paved the way for the manipulatigheobuilding blocks of living organisms so thalise
or molecules can be altered. The gene pool avaifall "crossing” has been widened far beyond the
limits of sexual compatibility.
2. Biotechnology’s application in the agricultursgctor (including forestry and fisheries) has
resulted in the production of new animals whichldaot have been bred with traditional methods and
the creation of new pest resistant and other geilgtimodified plants. The use of tissue culture ha
permitted the rapid regeneration of cells into taeh full sized plants and animals (clones). Sahe
the new animals and plants have already been pdtent
3. Biotechnology can be used to promote contrasiimg:

i. to raise agricultural outputs or reduce inputs;

ii. to make luxury products or basic necessities;

iii. to replace chemical herbicides and insecésidr target them more efficiently;

iv. to upgrade pedigree flocks and herds or exjiagigenous stock in developed countries;

v. to upgrade plants for industrial use;

vi. to convert grain into biodegradable plasticénto methanol for fuel;

vii. to hasten maturity in livestock or prevenksal maturation in locusts or in farmed salmon;

viii. to produce more nutritious and better flavedirfoods or diagnose tests for bacterial
contamination;

ix. to engineer crops for fertile temperature zoefor semi-arid regions;

x. to fight viral epizootic or build up populati®of endangered species;

1Assembly debaten 12 May 1993 (34th Sitting) (see Doc. 6780, repdrthe Committee on Agriculture,
Rapporteur: Mr Gonzéalez LaxeJ.ext adopted by the Assemiaty13 May 1993 (36th Sitting).
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xi. to reduce production of "greenhouse gasesititise them in food production;

Xii. to clone meat animals for particular marketsform embryo banks to maintain genetic
diversity.

4, The Assembly is convinced that biotechnologgmsfithe agricultural sector (including forestry
and fisheries) important new development perspesfior plant and animal breeding, for the productio
of food as well as non-food products (energy, plaaeuticals, medicine).

5. Biotechnology can also be misused, for exangig¢hfe production of new diseases or for the
creation of animals or plants which could have ume@ negative effects on specific ecosystems. The
altering of genes and cells and the manipulationifef processes of animals can also result in
unnecessary suffering and thus violate animal weelfegulations.

6. The Assembly is of the opinion that the manipotaof genes and life processes must be
subjected to a careful monitoring by the applicatid appropriate policies in order to detect inhére
risks, avoid harmful aspects and promote promideglopments.

7. The Assembly recalls the responsibility of depeld countries towards the developing
countries and, in this context, supports the reasgeengagements stipulated in the Biological Dsitgr
Convention adopted at the United Nations Conferemténvironment and Development in Rio de
Janeiro.

8. It has taken note with satisfaction of Recommagind No. R (92) 9 of the Committee of
Ministers to member states on the potential ecodgnpact of the contained use and deliberatasele

of genetically modified organisms and of the decisio organise a pan-European conference on this
theme from 24 to 26 November 1993 in Strasbourgchwivill bring together top-level ecologists and
scientists.

9. The Assembly, recalling its Recommendation 8Y886) on the biogenetic revolution in
agriculture - a blessing or a curse - recommeratstiie Committee of Ministers:

i. extend its work on bioethics (that is the sysc study of human conduct towards life,
examined in the light of ethical values and pritesp to include issues related to the production,
release, use and trade of new or modified livinganisms, animals and plants or food and non-food
products, and work for a European harmonisatidagi$lation in this field,;

ii. invite the European Community and the Europatent Office to take part in this work;

iii. initiate the work by convening a European fayance with representatives of all relevant
professions and interest groups concerned to exatiminscope and main content of European concerted
action and use the experience already gained i@decil of Europe’s work on bioethics;

iv. organise, on the basis of the pan-Europeafecemce mentioned above, a second European
meeting bringing together the representatives ef world of science and ecology as well as the
representatives of all the professions and intgrestps involved;

v. promote the setting up of national committeeartalyse bioethical aspects regarding the use
of biotechnology in the agricultural field, in pattlar with regard to field research. Such bodiesid
also give advice on the monitoring of new developisieon necessary policy reforms, on measures to
be taken to preserve biodiversity and could bentimnal bodies of a European network co-operation;

vi. draw up a European convention covering bioelhéspects of biotechnology applied to the
agricultural and food sector.
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10. Furthermore, the Assembly asks the Committédinisters to call on governments of member
states and the Commission of the European Comrasniti

i. to increase and co-ordinate European reseadhl@velopment in the field of biotechnology,
giving priority to research of existing natural dhiersity and the sustained development and
exploitation of these resources;

ii. to deploy all necessary efforts towards rétify the Biological Diversity Convention
concluded in Rio de Janeiro at the occasion ofuhied Nations Conference on Environment and
Development;

iii. to give special emphasis to biochemical eegiing and its potential applications for the
pharmaceutical industry in general and for the petidn of new vaccines and disease-resistant pilants
particular;

iv. to encourage the creation of new enterprisexploit inventions in biotechnology and adopt
a regulatory framework for their operation;

v. to pay special attention to the need for bettet more information to the public through the
organisation of information activities and exhibits and through appropriate labelling;

vi. to strengthen training programmes on biotetdgies and their applications in the field of
agriculture, forestry, fisheries as well as food ann-food production and processing;

vii. to accept the concept of "farmers’ rights"rasulting from the United Nations Food and
Agriculture Organisation’s (FAO) resolution, adapie November 1989, as well as to encourage the
implementation of the project on an "InternatioBalde of Conduct for Planned Biotechnology" drawn
up by the FAQ;

viii. to take action to protect biodiversity andosystems from all possible negative influences
that biotechnological inventions might cause angisi biotechnology in preserving biodiversity;

ix. to adopt a cautious policy with regard to tanting of patents for biotechnological
inventions and applications so as to take due atadiethical considerations and environmentaltgafe
concerns;

X. to implement technology assessments for biotogy inventions as a precondition for
further research and development and to work fergétting up of an international biotechnology
assessment office;

xi. to encourage the inclusion of bioethics in tin@ining of specialists in the field of
biotechnology and favour the development of prafesd ethical norms for work regarding
biotechnologies and their applications - includihg setting up of professional bodies at institlp
national, European and international levels;

Xii. to associate the non-governmental organisat@mncerned with these activities.
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

2NDPART OF 1994 PARLIAMENTARY ASSEMBLY SESSION

RECOMMENDATION 1235 (1994)*

ON PSYCHIATRY AND HUMAN RIGHTS

1. The Assembly observes that there is no ovenadlyson legislation and practice with regard
to psychiatry covering the member states of thenCibof Europe.

2. It notes that on the one hand, a body of casdis developed on the basis of the European
Convention on Human Rights and that on the other,Buropean Committee for the Prevention of
Torture and Inhuman or Degrading Treatment or Fumét has made a number of observations with
regard to practices followed in the matter of psgtit placements.

3. It notes that, in a large number of member adesitlegislation on psychiatry is under review
or in preparation.

4, It is aware that, in many countries, a livelypat is currently focused on problems associated
with certain types of treatment such as lobotoraigs electroconvulsive therapy as well as on sexual
abuse in psychiatric care.

5. It recalls Recommendation No. R (83) 2 of them@uttee of Ministers to member states
concerning the legal protection of persons suftgerirom mental disorder placed as involuntary
patients.

6. It considers that the time has come for the negrskates of the Council of Europe to adopt
legal measures guaranteeing respect for humars righgsychiatric patients.

7. The Assembly therefore invites the Committedafisters to adopt a new recommendation
based on the following rules:

i. Admission procedure and conditions:

a. compulsory admission must be resorted to inpiaeal cases only and must comply with
the following criteria:

- there is a serious danger to the patient ortiergbersons;

- an additional criterion could be that of the patis treatment: if the absence of placement
could lead to a deterioration or prevent the pafiemm receiving appropriate treatment;

b. in the event of compulsory admission, the deanisiegarding placement in a psychiatric
institution must be taken by a judge and the plas#mperiod must be specified. Provision must be
made for the placement decision to be regularlyandmatically reviewed. Principles established in
the Council of Europe's forthcoming convention arethics must be respected in all cases;

C. there must be legal provision for an appeakttobdged against the decision;

d. a code of patients' rights must be brought o dttention of patients on their arrival at a
psychiatric institution;
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e. a code of ethics for psychiatrists should bevdrap inter alia on the basis of the Hawaii
Declaration approved by the General Assembly of\Wheald Psychiatric Association in Vienna in
1983.

ii. Treatment:
a. a distinction has to be made between handicagpednentally ill patients;
b. lobotomies and electroconvulsive therapy may tperformed unless informed written

consent has been given by the patient or a pecsomsellor or guardian, chosen by the patient &s hi
or her representative and unless the decision éas tonfirmed by a select committee not composed
exclusively of psychiatric experts;

C. there must be an accurate and detailed recodditite treatment given to the patient;
d. there must be adequate nursing staff appropyritteened in the care of such patients;
e. patients must have free access to a "counseld is independent of the institution;

similarly, a "guardian" should be responsible fusking after the interests of minors;

f. an inspection system similar to that of the Fwa@n Committee for the Prevention of Torture
and Inhuman or Degrading Treatment or Punishmemildibe set up.

iii. Problems and abuses in psychiatry:

a. the code of ethics must explicitly stipulatetttias forbidden for therapists to make sexual
advances to patients;

b. the use of isolation cells should be strictiyited and accommodation in large dormitories
should also be avoided;

C. no mechanical restraint should be used. Thelpharmaceutical means of restraint must be
proportionate to the objective sought, and therestribg@ no permanent infringement of individuals'
rights to procreate;

d. scientific research in the field of mental hleatiust not be undertaken without the patient's
knowledge, or against his or her will or the wifllds or her representative, and must be conducted
only in the patient's interest.

iv. Situation of detained persons:

a. any person who is imprisoned should be exantigeaddoctor;

b. a psychiatrist and specially trained staff stidag attached to each penal institution;

C. the rules set out above and the rules of ettticsild be applied to detained persons and, in

particular, medical confidentiality should be mained in so far as this is compatible with the
demands of detention;

d. sociotherapy programmes should be set up imicepenal institutions for detained persons
suffering from personality disorders.

1. Assembly debate on 12 April 1994 (10th Sittifgge Doc. 7040, report of the Committee on Legdéirs
and Human Rights, Rapporteur: Mr Stoffelen; and .D@218, opinion of the Social, Health and Familyjaits
Committee, Rapporteur: Mr Eisma).

Text adopted by the Assembly on 12 April 1994 (18ititing).
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

2NDPART OF 1994 PARLIAMENTARY ASSEMBLY SESSION

RECOMMENDATION 1240 (1994)*

ON THE PROTECTION AND PATENTABILITY OF MATERIAL OF HUMAN ORIGIN

1. The Assembly insists that human beings are stejenot objects - of law, that the human
body is inviolable and inalienable by virtue of redationship to a person endowed with rights, and
that limits must therefore be set to how it is used

2. The draft bioethics convention of the Councilkafrope (draft convention for the protection
of human rights and dignity of the human being widgard to the application of biology and
medicine) establishes the principle that the hufmady and its parts as such - that is, as they are
found in the human body - shall not give rise tg inancial gain.

3. The Assembly is aware of the rapid developmédrgemetics and the striking range of its
present and potential applications. Clearly, thenénse resources invested in biotechnological
research entail the protection of equipment, metteo®! products; such protection is the only way of
safeguarding the development of research.

4, Patent law - more specifically, the provisiofshe 1973 European Patent Convention - plays
a role to this effect. Its purpose is to confertba patent-holder not a right of ownership but an
exploitation monopoly for a given period of time.

5. The debate today on protection of innovationglwing living material focuses on this
purpose and the legitimate character of patent Tvis is because (in particular) of the granting of
patents for transgenic production techniques basedanimals, and also because of current
controversies surrounding the possible acceptamceefasal of patents for DNA fragments, the
industrial application and functions of which a get known.

6. The Assembly takes the view that fundamentahttebn biotechnology must not be entirely
confined to patent law.

7. The provisions of the European Patent Conventsigned prior to the birth of the first test-
tube baby - were drafted, necessarily, without éegp reflection on prohibitions on and limitations
to the commercialisation of the human body, itdgpand products, or genetic mutation processes.

8. The provisions of this convention are today ewthte, notwithstanding certain restrictions
which it provides for on grounds of public policy morality which could lead to querying certain
patent awards.

! Assembly debaten 14 April 1994 (15th Sitting) (see Doc. 7045)a# of the Social, Health and Family
Affairs Committee, Rapporteur: Mr Monfils; and Dog068, opinion of the Committee on Science and
Technology, Rapporteur: Mr Birrauxjext adopted by the Assembly 14 April 1994 (15th Sitting).
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9. Moreover, the convention only addresses problérherent in the relationship between
human beings and biotechnology in terms of spectiges without theoretical perspective, and in an
environment where patenting is the norm and comialeconsiderations are omnipresent; application
of rules and their monitoring are the responsipiit civil servants and technicians.

10. A proposal for a directive of the European Wnigdegal protection of biotechnological
inventions), though limited to the perspective afgmts, has the merit of clearly specifying certain
prohibitions in regard to the patentability of g material. However, the approach chosen is
simplistic, as much because of the European Ungubstantive competence as because its action is
geared to the harmonisation of the Single Market @evelopment of Europe's competitiveness and
trade. There remains, moreover, the possibilitga@hmercialisation without patents of innovations
involving living material, and the proposed dirgeti does not provide for banning the
commercialisation of non-patentable inventions.

11. In accordance with its previous Recommendatib®46 (1986), 1100 (1989) and 1160
(1991), the Assembly considers that ethical prilesipregarding living material should be a pre-
requisite for providing scientists, in particulaith a legal framework to guide them in their work.

12. The task of deciding - in the light of sociedrds - on how to reconcile generally accepted
moral standards, scientific research and commeesjalbitation is fundamentally political; moreover,
the appropriate principles are now set forth in@oeincil of Europe's draft bioethics convention.

13. In accordance with its Recommendations 104®),91100 (1989) and 1160 (1991), the
Assembly recommends that the Committee of Ministers

i. adopt as soon as possible the text of the bicgttonvention, refer it to the Parliamentary
Assembly in good time for an opinion, and openoit $ignature without delay, thereby providing
Europe with a reference to fundamental moral ppiles in the field of bioethics;

ii. initiate the immediate preparation of a protbithe draft convention, setting limits to the
application of genetic manipulation to human bejngsd transmit the text to the Parliamentary
Assembly for an opinion;

iii. assign the drafting of the protocol to its &tieg Committee on Bioethics (CDBI), in
which the Assembly should continue to be represkentdth instructions to lay down a number of
prohibitions, some of which may already be refeteh patent law, on inter alia:

a. processes for modifying the genetic identitytltd human body for any non-
therapeutic purpose contrary to human dignity;

b. techniques for cloning and producing chimeras;
as well as on such manipulations as:
c. transfer of human embryos to a different speeied vice versa;
d. amalgamation of human gametes with those offerent species;
e. production of an individualised, autonomous huilpaing in the laboratory;
f. creation of children from persons of the same aed

g. sex selection for non-therapeutic purposes.
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14. The Assembly also calls, in the interests dfecent development, for the European Patents
Office to transmit to the Council of Europe an aanieport for transmission to and debate by the
Parliamentary Assembly on decisions on applicatifmrspatents relating to living material, and
invites the Committee of Ministers to determine dansultation with the office the forms and
procedures to be followed.
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

1996 ORDINARY SESSION

OPINION NO. 198 (1996)*

ON THE DRAFT CONVENTION
FOR THE PROTECTION OF HUMAN RIGHTS AND DIGNITY OF THE HUMAN
BEING WITH REGARD TO THE APPLICATION OF BIOLOGY ANDMEDICINE:
CONVENTION ON HUMAN RIGHTS AND BIOMEDICINE

1. The adoption on 7 June 1996 by the Steeringnd@itie®e on Bioethics (CDBI) of a revised draft
convention marked the culmination of many long gedrwork. In this connection, the Assembly draws
particular attention to its Recommendations 9382)%n genetic engineering, 1046 (1986) and 1100
(1989) on the use of human embryos and foetusds]H0 (1991) on the preparation of a convention
on bioethics, as well as its Opinion No. 184 (19@%) the first draft convention in which it
recommended that the Committee of Ministers "rewtteavoughly" the draft text.

2. The new draft convention is more complete attebstructured as a whole. The order in which
its provisions are placed and the links betweemthee more logical than in the initial draft. Thesit
has been more carefully worded, and the additinew articles, for example, on organ transplantation
constitutes an improvement. On some points, su¢heaprotection of embryos, the articles have been
kept brief and are intended merely to provide th&dfor future protocols.

3. The draft text is in tune with the thinking behthe Assembly's proposals, although the exact
working of the individual amendments has not alwagen followed. A series of newly drafted
provisions provides a satisfactory response toobiiee Assembly's main concerns, namely the questio
of "consent" and, in particular, the protectionparsons unable to give consent. At the same time, a
further guarantee is enshrined in a new providiased on the Assembly's amendments, concerning the
role to be played by the European Court of HumaRiin interpreting the convention.

4, The Assembly believes that the new draft cotiemnis a coherent and balanced text. It
represents the maximum degree of European constitaguein be achieved at present. Once it has been
adopted, the convention will serve as a universatbhmark and will encourage many states to comply
with and go beyond the standards it lays down.

5. As with all texts based on compromise, it cohlowever, be improved in some areas. In the
view of the Assembly, the draft convention provides clear guidance on the question of the
communication of results of genetic tests to ttpatties. This problem, which is likely to assume
considerable social and economic importance ity¢laes ahead, cannot be left unmentioned.

1Assembly debaten 26 September 1996 (30th and 31st Sittings) eee 7622, report of the Committee on
Science and Technology, rapporteur: Mr Plattnerc.Dt664, opinion of the Social, Health and Familfaiks
Committee, rapporteur: Mr Daniel; and Doc. 7654nigm of the Committee on Legal Affairs and Humaigiis,
rapporteur: Mr Schwimmer)Text adopted by the Assembty26 September 1996 (30th and 31st Sittings).
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6. The Assembly therefore recommends that the Gtieaof Ministers :

i. amend Article 1 (Purpose and object of the tdeahvention by inserting a second
sentence as follows:

"The Parties to this convention shall take alidiegive and administrative actions necessary to
give effect to and carry out the provisions of tesvention within their own territories."”;

ii. modify Article 2 (Primacy of the human beingf)the draft convention as follows:

"The interests and welfare of the human beingl ghal/ail over the sole interest of society or
science."”;

iii. amend Atrticle 4 (Professional standards)te draft convention by inserting a second
sentence as follows:

"But persons working in the field of health andrbedical research shall have the right to
exercise conscientious objection to any such ietgions.";

iv. amend Article 12 (Predictive genetic tests)toé draft convention by adding the
following two new paragraphs:

"2. The communication of results of genetic tegtmtside the health field may be allowed
only in accordance with the provisions of Article, paragraph 1, of this convention and in accorelanc
with national legislation on data protection.

3. Even where the person concerned has conseniedaund by contract, the results of
predictive genetic tests shall be used strictigdoordance with paragraphs 1 and 2 above.";

V. amend Article 14 (Non-selection of sex) of tinaft convention to read as follows:

"The use of techniques of medically assisted ptarn shall not be permitted for the purpose
of choosing a future child's sex.";

Vi. amplify Article 16.iii (Protection of personsindergoing research) of the draft
convention as follows:

"The research project has been approved by tlepémtient multidisciplinary competent body
after independent examination of its scientific im@rcluding the importance of the aim of the im®h,
and ethical acceptability."”;

vii. amend Article 17, paragraph 1.ii, of the danvention to read:

"the results of the research have the potentigréaluce real and direct benefit to his or her
health".;

viii. amend Article 18 (Research on embryws\ftro) of the draft convention as follows:

"- research on embryas vitro shall be permitted only in the interests of thtvelopment. It
may, nevertheless, relate to the diagnosis of th& serious diseases;
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iX. amend Article 20, paragraph 2.iv, of the deafhvention, to read:

"The authorisation provided for under paragraphsn2 3 of Article 6 has been given
specifically and in writing, in accordance with tlaev and with the approval of the judicial authiest
responsible for the protection of children.”;

X. amend Article 32, paragraph 6 (Amendments te donvention), of the draft
convention by amplifying it as follows:

"The committee shall examine the proposal notiggathan two months after it has been
forwarded y the Secretary General in accordande pétagraph 5. The committee shall submit the text
adopted by a two-thirds majority of the votes dasthe Committee of Ministers for approval. The
Committee of Ministers shall transmit the adoped,tbefore approval, to the Parliamentary Assembly
for opinion. After its approval, this text shall fswarded to the Parties for ratification, acceptor
approval.”;

Xi. adopt the amended draft convention withouemdrdig it back to the CDBI and open it
for signature before the end of this year, as anyér delay could jeopardise the innovative nagire
the text as a model for national legislators;

Xii. establish a timetable for the preparatiorihaf draft protocols on organ transplantation,
medical research and the protection of embryodruicisthe CDBI also to prepare a protocol on
genetics, and transmit each draft protocol to theefbly for opinion as soon as it has been firdilise
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

1997 ORDINARY SESSION

OPINION NO. 202 (1997)*

ON THE DRAFT ADDITIONAL PROTOCOL
TO THE CONVENTION ON HUMAN RIGHTS AND BIOMEDICINE
ON THE PROHIBITION OF CLONING HUMAN BEINGS

1. The Assembly recalls its Recommendation 1088} on the use of human embryos and
foetuses for diagnostic, therapeutic, scientifiduistrial and commercial purposes, in which Counfcil
Europe member governments are called on "to forbithe creation of identical human beings by
cloning or any other methods". This recommendaareflected in Article 20 of the report on human
artificial procreation drawn up by thed Hoc Committee of Experts on Progress in the Biomedical
Sciences (CAHBI, 1989), which states that "the al¢echniques of artificial procreation to create
identical human beings by cloning or any other eétshall be prohibited".

2. The Assembly also notes, that Article 13 of@mavention on Human Rights and Biomedicine
(intervention on the human genome) states thairt@nvention seeking to modify the human genome
may only be undertaken for preventive, diagnostitherapeutic purposes and only if its aim is ot t
introduce any modification in the genome of anycdeslants”. Thus, this article implicitly forbids
cloning of human beings.

3. Reference is also made to Article 1 of the saomvention, which states that "parties to this
convention shall protect the dignity and identifyah human beings and guarantee everyone, without
discrimination, respect for their integrity and ethights and fundamental freedoms with regardhéo t
application of biology and medicine". Since cloniriglates the dignity and integrity of human beings
both as individuals and as members of the humaciespethis article also prohibits the cloning of
human beings.

4, The Assembly has also taken note of the Euro@eaincil Declaration on banning the cloning
of human beings, of the resolution of the Europ@ariiament on cloning, of the USA proposal for a
cloning prohibition act of 1997, of Unesco's ungadrdeclaration on the human genome and human
rights, and of the resolution of the World HealtbsBmbly on cloning in human reproduction. All these
texts take a strong stand against the cloning widnubeings.

5. The Assembly welcomes the rapid reaction byQbmmittee of Ministers to the public uproar
caused by the production of the cloned sheep "Daiandating the Steering Committee on Bioethics
(CDBI) in May 1997 to give an opinion on the clagiof humans.

! Assembly debate on 23 September 1997 (26th Sitti(gse Doc. 7895, report of the Committee onri®eie
and Technology (rapporteur: Mr Plattner) and d&@967 opinion of the Committee on Legal Affairs dddman
Rights (rapporteur: Mr Schwimmeiff)ext adopted by the Assembly23 September 1997 (26th Sitting).
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6. The Assembly appreciates the rapid respongbeo€DBI, which in June 1997 presented its
opinion on human cloning to the Committee of Mieist It takes note that the CDBI agreed on specific
binding provisions to be adopted within the CouwntiEurope to prohibit any intervention seeking to
create a human being genetically identical to ardtluman being, whether living or dead ("genetjcall
identical human beings" meaning "human beings sgdhie same nuclear gene set"). It is further noted
that the CDBI agreed on the elaboration of an aufdit protocol to the Convention on Human Rights
and Biomedicine as the best way to adopt such gions.

7. The Assembly welcomes the Committee of Ministdecision at its meeting in July 1997 seek
the opinion of the Parliamentary Assembly on thedtdrdditional protocol to the Convention on Human
Rights and Biomedicine on the prohibition of clapiuman beings.

8. Considering all these aspects, the Assembbmeends that the Committee of Ministers:

i. rapidly adopt the draft additional protocol ttee Convention on Human Rights and
Biomedicine on the prohibition of cloning humanrigs;

il. invite all states that have not yet done ssigm the Convention on Human Rights and
Biomedicine and therefore fulfil the preconditiar Kigning the additional protocol on the prohibiti
of cloning human beings;

iii. transmit for opinion to the Parliamentary Assbly each new draft additional protocol
as soon as it is finalised;

iv. call on governments of Council of Europe memae well as observer states, in line
with the provisions of the draft additional protboa the prohibition of cloning human beings, teate
and implement legislation that bans any interventseeking to create a human being genetically
identical to another human being, whether livinglead (“genetically identical human beings" meaning
"human beings sharing the same nuclear gene sel"Joaprovide for severe penal sanctions to deal
with any violation. The parties should, howeveramguntee the protection of human beings resulting
from interventions, albeit prohibited under the iiddal protocol to the Convention on Human Rights
and Biomedicine;

V. ask the United Nations General Assembly to agopvisions for an explicit world-
wide ban on the cloning of human beings, seekisgiiation from the Council of Europe's additional
protocol on the prohibition of cloning human beings

Vi. encourage member states to improve and ineréaf®rmation and education on
biotechnological research related to human beinijs a view to enhancing public support for the
principles contained in the Convention on HumarhRigind Biomedicine and its additional protocols;

vii. strengthen the secretariat working with th@n@ention on Human Rights and
Biomedicine and its additional protocols to spepdhe progress of work.
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

FIRST PART OF 1999 PARLIAMENTARY ASSEMBLY SESSION

RECOMMENDATION 1399 (1999)*

ON XENOTRANSPLANTATION

1. The advancement of transplantation technologyatawed considerable success in human-
to-human organ transplants (allotransplantatiord enpromising a radical breakthrough for the
transplantation of animal cells, tissues, and asgato humans (xenotransplantation).

2. Whereas rejection problems and the transferisgages can be satisfactorily controlled in
allotransplantation, these risks remain today utrofiable for xenotransplantations. Research to
solve these problems should be stepped up prianyalinical trial.

3. The transmission of animal retroviruses andnimto humans through xenotransplants may
cause diseases which, if transmitted to other hspraay cause major pandemics.

4, The health risks of xenotransplantation must tleeeebe weighed up against their estimated
benefits and methods must be found to eliminatesaci risks.

5. There are considerable scientific, medical,cathisocial and legal problems that should be
answered before clinical xenotransplantations prdc&he ethical problems include the acceptability
of xenotransplantations as regards both humansuaintals.

6. The Assembly, noting Recommendation No. R (%)ol the Committee of Ministers to
member states on xenotransplantation, recommeatighitn Committee of Ministers:

i. work for the rapid introduction in all membertts of a legally-binding moratorium on all
clinical xenotransplantations, and consider thesifebity of elaborating a second protocol to the
Convention for the Protection of Human Rights amel Dignity of the Human Being with regard to
the Application of Biology and Medicine: the Contien on Human Rights and Biomedicine
(European Treaty Series No.164), on xenotransplanta

il take steps to make this moratorium a worldwilgal agreement;

iii. ask its European Health Committee and Stee@ognmittee on Bioethics to work out, in co-
operation with the World Health Organisation, aatgy for balancing the ethical, medical,
scientific, legal, social and public health aspemfttsxenotransplantation, before the scientific and
medical establishment is permitted to proceed wlittical trials on humans.

1 Assembly debaten 29 January 1999 (8th Sitting) (see Doc. 816pont of the Committee on Science and
Technology, rapporteur: Mr Plattner, and Doc. 82fgtnion of the Social, Health and Family Affairer@mittee,
rapporteur: Mr Dees).Text adopted by the Assembiy29 January 1999 (8th Sitting).
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

3RD PART OF 1999 PARLIAMENTARY ASSEMBLY SESSION

RECOMMENDATION 1418 (1999)*

ON THE PROTECTION OF THE HUMAN RIGHTS AND DIGNITY
OF THE TERMINALLY ILL AND THE DYING

1. The vocation of the Council of Europe is totpob the dignity of all human beings and the
rights which stem therefrom.

2. Medical progress, which now makes it possibledre many previously incurable or fatal
diseases, the improvement of medical techniquestlmdievelopment of resuscitation techniques,
which make it possible to prolong a person’s swalito defer the moment of death. As a result the
quality of life of the dying is often neglected,datheir loneliness and suffering ignored, as is tia
their families and care-givers.

3. In 1976, in its Resolution 613, the Assemblgldesd that it was "convinced that what dying
patients most want is to die in peace and digrfitpossible with the comfort and support of their
family and friends", and added in its Recommendaafi@9 (1976) that "the prolongation of life
should not in itself constitute the exclusive aifm@dical practice, which must be concerned equally
with the relief of suffering”.

4, Since then, the Convention for the ProtectibitHoman Rights and Dignity of the Human
Being with regard to the Application of Biology aMkdicine has formed important principles and
paved the way without explicitly referring to theesific requirements of the terminally ill or dying

5. The obligation to respect and to protect thymity of a terminally ill or dying person derives
from the inviolability of human dignity in all stag of life. This respect and protection find their
expression in the provision of an appropriate emuient, enabling a human being to die in dignity.

6. This task has to be carried out especiallyttier benefit of the most vulnerable members of
society, a fact demonstrated by the many expergeatsuffering in the past and the present. Juat as
human being begins his or her life in weakness @&pkendency, he or she needs protection and
support when dying.

7. Fundamental rights deriving from the dignity thie terminally ill or dying person are
threatened today by a variety of factors:

i. insufficient access to palliative care and gpath management;

! Assembly debaten 25 June 1999 (24th Sitting) (see Doc. 8421gntepf the Social, Health and Family
Affairs Committee, rapporteur: Mrs Gatterer; andcD8454, opinion of the Committee on Legal Affaard
Human Rights, rapporteur: Mr McNamardext adopted by the Assembiy25 June 1999 (24th Sitting).
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ii. often lacking treatment of physical sufferingida a failure to take into account
psychological, social and spiritual needs;

iii. artificial prolongation of the dying processy keither using disproportionate medical
measures or by continuing treatment without a pteonsent;

iv. the lack of continuing education and psychatagiisupport for health-care professionals
working in palliative medicine;

v. insufficient care and support for relatives dridnds of terminally ill or dying patients,
which otherwise could alleviate human sufferingtsnvarious dimensions;

vi. patients’ fear of losing their autonomy and ding a burden to, and totally dependent
upon, their relatives or institutions;

vii. the lack or inadequacy of a social as welireditutional environment in which someone
may take leave of his or her relatives and frigmelscefully;

viii. insufficient allocation of funds and resousckor the care and support of the terminally ill
or dying;

ix. the social discrimination inherent in weakneafgng and death.

8. The Assembly calls upon member states to peoiiddomestic law the necessary legal and
social protection against these specific dangedsfears which a terminally ill or dying person may
be faced with in domestic law, and in particulaaiagt:

i. dying exposed to unbearable symptoms (for examgain, suffocation, etc.);

ii. prolongation of the dying process of a termipdl or dying person against his or her will;
iii. dying alone and neglected,;

iv. dying under the fear of being a social burden;

v. limitation of life-sustaining treatment due tcomomic reasons;

vi. insufficient provision of funds and resources &dequate supportive care of the terminally
il or dying.

9. The Assembly therefore recommends that the Gtieerof Ministers encourage the member
states of the Council of Europe to respect andeptdhe dignity of terminally ill or dying persoirs
all respects:

a. by recognising and protecting a terminally illdging person’s right to comprehensive palliative
care, while taking the necessary measures:

i. to ensure that palliative care is recognisedhdsgal entitlement of the individual in all
member states;

ii. to provide equitable access to appropriateigi@te care for all terminally ill or dying
persons;

iii. to ensure that relatives and friends are enaged to accompany the terminally ill or
dying and are professionally supported in theireavurs. If family and/or private networks prove to
be either insufficient or overstretched, altermator supplementary forms of professional medical
care are to be provided,;
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iv. to provide for ambulant hospice teams and netaioto ensure that palliative care is
available at home, wherever ambulant care forghaihally ill or dying may be feasible;

v. to ensure co-operation between all those inwbivethe care of a terminally ill or dying
person;

vi. to ensure the development and implementatiomuality standards for the care of the
terminally ill or dying;

vii. to ensure that, unless the patient choosesraibe, a terminally ill or dying person will
receive adequate pain relief and palliative cavenef this treatment as a side-effect may contgbu
to the shortening of the individual’s life;

viii. to ensure that health professionals are #diand guided to provide medical, nursing and
psychological care for any terminally ill or dyipgrson in co-ordinated teamwork, according to the
highest standards possible;

ix. to set up and further develop centres of redeateaching and training in the fields of
palliative medicine and care as well as in integigiénary thanatology;

X. to ensure that specialised palliative care wmstsvell as hospices are established at least in
larger hospitals, from which palliative medicinedarare can evolve as an integral part of any médica
treatment;

Xxi. to ensure that palliative medicine and carefinaly established in public awareness as an
important goal of medicine;

b. by protecting the terminally ill or dying perssmight to self-determination, while taking the
necessary measures:

i. to give effect to a terminally ill or dying pens's right to truthful and comprehensive, yet
compassionately delivered information on his or lesilth condition while respecting an individual's
wish not to be informed;

ii. to enable any terminally ill or dying person ¢onsult doctors other than his or her usual
doctor;

iii. to ensure that no terminally ill or dying persis treated against his or her will while
ensuring that he or she is neither influenced messured by another person. Furthermore, safeguards
are to be envisaged to ensure that their wishesar®rmed under economic pressure;

iv. to ensure that a currently incapacitated teaiynill or dying person’s advance directive or
living will refusing specific medical treatments abserved. Furthermore, to ensure that criteria of
validity as to the scope of instructions given @dvance, as well as the nomination of proxies aed th
extent of their authority are defined; and to eastivat surrogate decisions by proxies based on
advance personal statements of will or assumptinsill are only to be taken if the will of the
person concerned has not been expressed directig isituation or if there is no recognisable whil.
this context, there must always be a clear conmedt statements that were made by the person in
question close in time to the decision-making situra more precisely at the time when he or she is
dying, and in an appropriate situation without é&werof pressure or mental disability. To ensura th
surrogate decisions that rely on general valuegoumts present in society should not be admissible
and that, in case of doubt, the decision must adviyfor life and the prolongation of life;

v. to ensure that — notwithstanding the physicianltemate therapeutic responsibility — the
expressed wishes of a terminally ill or dying persdth regard to particular forms of treatment are
taken into account, provided they do not violatenha dignity;
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vi. to ensure that in situations where an advaricective or living will does not exist, the
patient’s right to life is not infringed upon. Atedogue of treatments which under no condition may
be withheld or withdrawn is to be defined;

c. by upholding the prohibition against intentidpataking the life of terminally ill or dying
persons, while:

i. recognising that the right to life, especiallythwregard to a terminally ill or dying person, is
guaranteed by the member states, in accordancefwiitite 2 of the European Convention on Human
Rights which states that "no one shall be deprofdus life intentionally”;

ii. recognising that a terminally ill or dying perss wish to die never constitutes any legal
claim to die at the hand of another person;

iii. recognising that a terminally ill or dying man’s wish to die cannot of itself constitute a
legal justification to carry out actions intendedoring about death.
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

4TH PART OF 1999 PARLIAMENTARY ASSEMBLY SESSION

RECOMMENDATION 1425 (1999)*

ON BIOTECHNOLOGY AND INTELLECTUAL PROPERTY

1. The Assembly recalls its Recommendation 121331%n developments in biotechnology
and their consequences for agriculture.

2. It is aware that the patent system, as a sykiethe protection of intellectual property, is an
integral part of the market economy and therefae be a driving force for innovation in many
technological questions.

3. A guideline on patent legislation should hetp develop criteria for granting patents
continuously according to technological progressaivour of both the interests of the claiming part
and the interests of the public in regard to publider, morality and general aspects of the state
economy.

4, Living organisms are able to reproduce thenesebwven if they are patented, and in view of
this special quality of living organisms the scagea patent is difficult to define, which makes it
nearly impossible to find a balance between priaaig public interests.

5. The Assembly deems it necessary to oblige sstentas well as scientific research and
development units working in the field of bioteclogy, to conform with the Convention on
Biological Diversity (Rio de Janeiro, 1992), guaesing both the principle of free scientific acctss
worldwide genetic resources and the interests okldping countries in sharing the benefits of
technological progress.

6. However, it is aware that for ethical reasonsrd¢hare also severe reservations against
patenting living organisms.

7. It considers that the issue of patenting livimganisms should comply with the provisions of
the Convention on Biological Diversity (CBD), andat greater account should be taken of the
interests of developing countries in the Agreenmnirade-Related Aspects of Intellectual Property
Rights (Trips Agreement) of the World Trade Orgatian; it asks the World Trade Organisation to
comply with the Convention on Biological Diversity.

8. The Assembly has taken note that Directive 4®EC on the legal protection of
biotechnological inventions of 6 July 1998 (Bio-&taing Directive of the European Community) was
challenged at the Court of Justice of the Europ€ammunities by the governments of the
Netherlands and Italy, and that Norway is consiggriot implementing it.

! Assembly debaten 20 September 1999 (25th Sitting) (see Doc. 8#brt of the Committee on Agriculture
and Rural Development, rapporteur: Mr Wodarg; and.3532, opinion of the Committee on Legal Affaarsd
Human Rights, rapporteur: Mr Vishnyakovjext adopted by the Assembty23 September 1999 (30th Sitting).
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9. The Assembly considers that monopolies grabiegatent authorities may undermine the
value of regional and worldwide genetic resourceb af traditional knowledge in those countries that
provide access to these resources.

10. It considers that the aim of sharing the biémdfom the utilisation of genetic resources
within this broader view does not necessarily regjpiatent-holding but requires a balanced system
for protecting both intellectual property and tlkerhmon heritage of mankind".

11. It also considers that the many outstandirestijons regarding the patentability and the scope
of protection of patents on living organisms in gdggo-food sector must be solved swiftly takingint
account all interests concerned, not least tho$arofers and developing countries.

12. The Assembly therefore believes that neitti@ntp animal- nor human-derived genes, cells,
tissues or organs can be considered as inventionge subject to monopolies granted by patents.

13. For these reasons the Assembly recommendthth&@ommittee of Ministers, in co-operation
with the European Union, the World Intellectual pedy Organisation, the Food and Agriculture
Organisation, the World Trade Organisation, Uneand in accordance with the Convention on
Biological Diversity:

i. study in detail all aspects linked to the prétat of intellectual property in
biotechnological innovations with a view to furthemproving international legislation in this field;

ii. assess and review the effects of granting pgateith a broad scope as regards the progress
of research and development and the free market;

iii. develop a code of conduct for scientists amgestific units working in the field of
biotechnology which guarantees both free scient#ftcess to worldwide genetic resources and
benefit-sharing with developing countries;

iv. discuss a suitable alternative system of ptotgcintellectual property in the field of
biotechnology which would fit the purposes of then@ention on Biological Diversity and meet the
needs of worldwide interests both private and mibli

v. encourage the ratification by those member stditat have not yet done so of the Council
of Europe’s 1963 Convention on the Unification d@rtain Points of Substantive Law on Patents for
Invention, and envisage updating the conventiahénlight of the conclusions of the report;

vi. consider the ethical aspects of the patentgbili inventions involving biological and, in
particular, human material.
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

3RD PART OF 2000 PARLIAMENTARY ASSEMBLY SESSION

RECOMMENDATION 1468 (2000)*

ON BIOTECHNOLOGIES

1. Biotechnology has experienced huge advancescent decades following the elucidation of
the nature and functioning of the nucleic acids fDahd RNA) in the 1950s and later work on
molecular genetics and the mapping, sequencingirgedpretation of entire genomes (human and
others). The discovery that DNA molecules are titangeable among animals, plants, bacteria and
other organisms and the possibility to manipulate change their units (genes) have given
biotechnology enormous scope for applications, ltaite also resulted in serious public concerns
about the safety and ethical acceptability of sofithe new inventions.

2. This new knowledge imposes choices regardinthéardevelopments and applications of
biotechnology involving living matter, in particuldecause of possible consequences for different
life forms, the earth's eco-system and humanitgeAtral reference for choices to be made must be
the preservation of human dignity and a healthyrenment.

3. It is increasingly important to include ethicansiderations centred on humankind, society
and the environment in deliberations regarding greents in biotechnologies, life sciences and
technologies and their applications.

4, Public opinion should be more strongly involvied political decision-making as regards
scientific and technological choices and scientstteuld be encouraged to engage more in public
debate.

5. The parliamentary hearing on scientific inforimatand the European media (Paris, 11-12
October 1999) demonstrated the important role pldyethe media with regard to information and
awareness-raising in the field of biotechnologies.

6. This is why, as regards biotechnologies, thewretbpment and applications, especially where
human and nature are concerned, the Assembly reeadsithat the Committee of Ministers:

i. ask the relevant steering committees to adapptiecautionary principle as a common tenet
of decision-making, once its scope has been clekafined. The Assembly welcomes in this context
the agreement reached on 29 January 2000 in Mdérdrean international protocol (the Cartagena
Protocol on Biosafety) to the 1992 United Natiomarfrework Convention on Biological Diversity,
regulating trade in genetically modified organisiysincluding the application of the precautionary
principle, but regrets that the decisions made roigg traceability and labelling were not more
binding;

! Assembly debaten 29 June 2000 (23rd Sitting)(see Doc. 8738, tegfdhe Committee on Science and
Technology, rapporteur: Mr Mattéi, and Doc. 878@inmn of the Committee on Agriculture, Rural
Development and Food, rapporteur: Mr Wodarggxt adopted by the Assembty29 June 2000 (23rd Sitting).
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ii. continue to broaden its activities in the figflbioethics, as envisaged in Recommendation
1213 (1993) on developments in biotechnology amddbnsequences for agriculture. Due account
should be taken of the findings of the Council efr@pe's international conference on the ethical
issues arising from the application of biotechngl¢@viedo, Spain, 16-19 May 1999), covering in
particular the problems concerning the patentgbdit living matter and of Recommendation 1425
(1999) on biotechnology and intellectual property;

iii. ask the Steering Committee on Bioethics (CDRI)prepare, in co-operation with other
relevant organisations, for the introduction of assessment method for ascertaining whether new
technologies in medicine and biology are compatiblth fundamental ethical principles, human
rights and human dignity. This should take intocart the decision-making procedures of individual
countries and relevant international organisatiasisvell as the different cultural, religious or isbc
traditions or conventions in the member states.hSaiamethod will entail the introduction of a
bioethical labelling procedure based, as a minimuom, the shared principles of non-
commercialisation of the human body, individual amt and legitimate use for purposes of human
health;

iv. convene a group of experts to elaborate, bylinkug a citizens' forum, the scope and
provisions of a future convention on the use ohljvmatter. This would be with the aim of drawing
up an international convention on a worldwide hasigler the auspices of organisations which are
able to assume the responsibilities that go aloitig everseeing such a convention;

v. involve all the partners concerned in co-operato that end, including the Parliamentary
Assembly;

vi. invite the national ethics committees to paptéte fully in these activities;

vii. call on the member states of the European bmiorequest the renegotiation of Directive
98/44/EC of the European Parliament and Council6ofuly 1998 on the legal protection of
biotechnological inventions, in particular Articke paragraph 2 thereof. The time thus gained, with
immediate effect, would permit the necessary pubtliscussion and the finding of an appropriate
solution in conformity with the Council of Europeo®@sention for the Protection of Human Rights
and Dignity of the Human Being with regard to thpplécation of Biology and Medicine: Convention
on Human Rights and Biomedicine (European TreatyeSeNo. 164). In this connection, those
member governments which have already brought #ppeminst Directive 98/44/EC before the
Court of Justice of the European Communities shbeldupported.
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

2ND PART OF 2001 PARLIAMENTARY ASSEMBLY SESSION

RECOMMENDATION 1512 (2001)*

ON PROTECTION OF THE HUMAN GENOME BY THE COUNCIL OFEUROPE

1. The Council of Europe’s Parliamentary Assemlaiien that the human genome international research
project, in view of the numerous and unimaginablesequences that it might have for medicine and for
the animal and plant world, conjures up scenadoslf humanity that raise numerous ethical quastio
while holding out the promise of enormous improvetaén the quality of life.

2. The protection of human dignity should be thé&igg principle for the handling of the Human
Genome Project.

3. The genetic age will dawn with the completionthaf project: diagnosis will become objective, @nd
will be possible to identify the presence of gemdisorders or a genetic predisposition to ilinesdean
early stage. In many cases, gene therapy will bequussible, and this will basically give rise tfpam

of genetic engineering designed, for instance vtmdathe development of a tumour in an individual
found to be at risk. It might also be applied tdeotillnesses, such as hypertension, diabetes,
Alzheimer’s disease, osteoporosis, certain psybidisorders, etc.

4. At the same time, the Assembly is aware of ti@raous ethical implications of further research on
the human genome, including some of a negativaaalinese include questions regarding the cloning
of cells, the conditions ruling genetic testing #mel divulging and use of obtained information.

5.In this connection, the Assembly is fully awaféh@ now well-known fact that laboratories, witteir
associated databanks, are already actively at aoiBNA separation in certain European countries and
enjoy the financial support of prominent pharmaicalicompanies.

6. The Assembly is also aware that substantial @o@ninterests are at stake in the Human Genome
Project, by virtue of the very fact that it mightlth out incalculable opportunities for preventitigass

and improving treatment, as it involves many publid private research centres to which considerable
financial resources will be allocated.

7. The Assembly is of the opinion that the resoltthis grandiose research effort — in which thététh
States has the lead over Europe — must be madaldeaio all, genetic information being a common
human heritage, as set out in Article 1 of the ©rgal Declaration on the Human Genome and Human
Rights, adopted at Unesco in Paris on 11 Noven®@T.1The Assembly in particular refers in this
context to the Council of Europe Convention for Bvetection of Human Rights and Dignity of the
Human Being with regard to the Application of Bigjoand Medicine — Convention on Human Rights
and Biomedicine (ETS No. 164) as well as its owrdramendations 1425 (1999) on biotechnology
and intellectual property and 1468 (2000) on biotetogies.
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8. In particular, the Assembly is aware that thespects opened up by the discoveries associathd wit
the Human Genome Project pose a whole series afaktproblems, essentially concerning such
fundamental issues as the use of genetic inform#tiopreventive purposes and possibly a presumed
right, at a later stage, to take preventive actitben certain genetic information is obtained. Hosvea
crucial question will be the assessment of who allewhich rights to use the information: the case of
insurance companies, employers, parents, schaols, e

9. The Assembly callsnter alia, through the establishment of a Euroforum on Hufanetics, for the
widest possible participation by citizens in thescdission on the human genome through the
involvement of the European media and suitablesaedrate information by the Council of Europe.

10. The Assembly expresses the wish that the soioaetion of the above-mentioned authority should
not be confined to Europe, but that it may becoart @f a world authority under the aegis of thetelhi
Nations. To this end, the Assembly advocates thatrecessary contacts be established with the
appropriate bodies within the UN and Unesco as ssquossible.

11. In view of the above, the Assembly recommehdsthe Committee of Ministers:

i. invite every Council of Europe member state evned to set up, under its own domestic legislaton
national authority having the express task of nwwimig, informing and advising on the compliance of
research on the human genome with universally résed ethical and moral principles of respect for
life and human dignity;

ii. set up, at European level as well, and moreifipelly in the context of the Council of Europe,
body or authority to fulfil on a permanent basis task of monitoring the development of the Human
Genome Project research process, ensuring respeethical principles in the context of research on
the human genome, assessing the effects of suelarcksalso regarding health risks, and giving
thorough consideration to all the ethical aspetth® project, and consider in this context the rof
the Steering Committee on Bioethics (CDBI);

iii. ensure that these bodies for monitoring redean the human genome will familiarise the Europea
public with

new possibilities for progress in genetics in temwhdgnformation and technology and serve also to
promote campaigns to inform and educate the publjarticular the health professions;

iv. make sure that consultation of the Europeahaily be mandatory, and that it formulate an agpini
when conventions are drafted on this subject irctmext of the Council of Europe and codes ofosthi
produced; such a body should also have free ateé@sportant information on genetics and be able to
carry out its own inspections of public and privateopean research institutes;

v. ask member states to sign, ratify and implertt@Convention on Human Rights and Biomedicine;

vi. ask all Council of Europe member states tosstto change the basis of patent law in internation
fora, as far as the ownership of human being tissukgenes is concerned, into law pertaining to the
common heritage of mankind.

1. Assembly debaten 25 April 2001 (13th Sitting) (see Doc. 890Ipae of the Committee on Culture, Science
and Education, rapporteur: Mr Martelli).
Text adopted by the Assemblty 25 April 2001 (13th Sitting).
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

3RD PART OF 2003 PARLIAMENTARY ASSEMBLY SESSION

RECOMMENDATION 1611 (2003)"

ON TRAFFICKING IN ORGANS IN EUROPE

1. Rapid progress in medical science and technolagy transformed organ transplantation, and
kidney transplantation in particular, into a roetimedical procedure practised in hospitals acituess t
world. Five-year survival rates for most organ g@lantation programmes are reaching the level of
70%, thereby rapidly increasing the demand for mm@nation.

2. Medical research demonstrates that renal transgion increases the life expectancy of patients.
The supply of organs from cadaveric, but partidulénom living, donors is very limited and strictly
controlled in Europe. There are currently 120 080Bgmts on chronic dialysis treatment and nearly 40
000 patients waiting for a kidney transplant in tees Europe alone. Some 15% to 30% of patients
die on waiting lists, as a result of chronic shgetaf organs. The waiting time for transplantation,
currently about three years, will reach almostytears by the year 2010.

3. International criminal organisations have idieedi this lucrative opportunity caused by the “gap”
between organ supply and demand, putting more ymess people in extreme poverty to resort to
selling their organs.

4. Worldwide, the issue of organ trafficking is maw. In the 1980s experts began to notice what was
to become known as “transplant tourism” when prospe Asians began travelling to India and other
parts of Southeast Asia to receive organs from plooiors. Since then other routes have opened up,
such as to Brazil and the Philippines. Allegatibase been made against China of commercial use of
organs from executed prisoners. Organ sale cordiiluéndia despite new laws, which make the
practice illegal in most regions.

5. While current estimations show that organ tckffig remains on a relatively modest scale in
Europe, the issue is nevertheless of serious conesarce it is very likely that further progress in
medical science will continue to increase the gatwben the supply of, and demand for, organs.

6. As a result of poverty, young people in somespaf eastern Europe have sold one of their kidneys
for sums of US$2 500 to US$3 000, while recipieate said to pay between US$100 000 and
US$200 000 per transplant. It is a matter of grasacern that following illegal transplants the
donor’'s state of health generally worsens in thelioma term, due to the absence of any kind of
medical follow-up, hard physical work and an unhi®alifestyle connected to inadequate nutrition
and a high consumption of alcohol. Most illegal danwill thus be forced in time to live on dialysis
treatment or await, in turn, a kidney transplant.

7. This situation raises a number of ethical qoesti Should the poor provide for the health of the
rich? Should the price of alleviating poverty barfain health? Should poverty compromise human
dignity and health? And in terms of medical ethi&lsould help to recipients be counterbalanced by
neglect of, and harm to, donors?
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8. The Parliamentary Assembly therefore disapprafesecent trends in some western European
countries towards less restrictive laws, which wloallow greater scope for unrelated living
donation.

9. Trafficking in organs — like trafficking in humabeings or drugs — is demand driven. Combating
this type of crime should not remain the sole respuality of countries in eastern Europe. Examples
of measures to be taken by all member states iardodminimise the risk of organ trafficking in
Europe include reducing demand, promoting organation more effectively, maintaining strict
legislation in regard to living unrelated donorsatanteeing the transparency of national registeds
waiting lists, establishing the legal responsipitif the medical profession for tracking irreguliies
and sharing information.

10. The Assembly therefore recalls Committee ofiMers’ Recommendation No. R (97) 16 on liver
transplantation from living related donors, and étemendation Rec(2001)5 on the management of
organ transplant waiting lists and waiting timesd avelcomes Recommendation Rec(2003)12 on
organ donor registers.

11. The principle according to which the human bady its parts shall not, as such, give rise to
financial gain is part of the legakquisof the Council of Europe. This principle, alreguhgsent in
Resolution (78) 29 of the Committee of Ministersdaconfirmed, in particular, by the final
declaration of the 3rd Conference of European Hedinisters, which was held in Paris in 1987, was
enacted by Article 21 of the Convention on Humagh® and Biomedicine (ETS No. 164). The
principle was reiterated in its Additional Protoamh Transplantation of Organs and Tissues of
Human Origin (ETS No. 186ppened for signature in January 2002.

12. While the prohibition of organ trafficking isdally established in the Council of Europe member
states, most countries still have legislative lagpa in this domain. Criminal responsibility in arg
trafficking is rarely clearly specified in nationakiminal codes. Criminal responsibility should
include brokers, intermediaries, hospital/nursiteffsand medical laboratory technicians involved in
the illegal transplant procedure. Medical staff vamzourage and provide information on “transplant
tourism” should also be liable to prosecution. Tiedical staff involved in follow-up care of patient
who have purchased organs should be accountabiheyffail to alert the health authorities of the
situation.

13. Organ trafficking, like most criminal activisigis difficult to prove. But it should not be lédt the
media alone to investigate. Member states havenanom responsibility to deal openly with this
problem nationally, but also — through multilatecaloperation at European level — bringing together
ministries of health, the interior and justice.

14. In the light of the above, the Assembly recomdsethat the Committee of Ministers:
i. invite all member states:

a. to sign and ratify the Convention on Human Rightd 8iomedicine, and its Additional Protocol
on Transplantation of Organs and Tissues of Hunégir®

b. to sign and ratify the United Nations Conventioraiagt Transnational Organised Crime and its
Protocol to Prevent, Suppress and Punish the Tkaify of Persons, especially Women and Children,
and the Optional Protocol to the Convention onRights of the Child on the Sale of Children, Child

Prostitution and Child Pornography, as traffickingrgans is closely linked to trafficking in peepl

c. to recognise their common responsibility in minimg the risk of organ trafficking by
strengthening existing mechanisms of co-operatiahe Council of Europe level by the Committee
on the Organisation Aspects of Co-operation in @rgaansplantation (SP-CTO) and stepping up
funding for assistance activities in this area, alhis crucial in helping to put efficient transpian
systems in place;
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d. to adopt and apply the recommendations in the Widedical Association’s (WMA) Statement on
Human Organ and Tissue Donation and Transplantatwolopted by the 52nd WMA General
Assembly in Edinburgh, Scotland, in October 2000;

ii. urge the member states to intensify their ceraion under the auspices of Interpol and Eurapol
order to address the problem of trafficking in erganore effectively. Stepping up the funding of the
two agencies in this domain is equally crucial sitfeey are both running on extremely low budgetary
and staff levels in this field;

iii. invite the so-called “donor countries”:

a. to improve primary prevention through awarenessingi and peer education, particularly in rural
areas, in partnership with NGOs, the media, arelagit international agencies;

b.to undertake measures to improve primary healtd; car
c. to take steps to identify illegal donors and previdr their medical follow-up;
d. to strengthen existing transplant systems, witheggstance of the Council of Europe,;

e. with legal support from the competent services leé Council of Europe, toamend, where
necessary, their criminal codes, in order to enshia¢ those responsible for organ trafficking are
adequately punished, including sanctions for meéditf involved in transplanting organs obtained
through illegal trafficking;

f.to restrict the donation of organs and tissues fpoisoners and other individuals in custody, ay the
are not in a position to give informed consentlfremd can be subject to coercion, with the exoepti
of donations for members of their immediate family;

g.to undertake effective measures to combat trafiighkn general;

h. to provide special facilities at border crossingthwa view to identifying potential victims;
i. to implement national anti-corruption programmes;

j- to implement national poverty reduction strategied create conditions for investment;
iv. invite the so-called “demand countries™:

a.to maintain strict laws in regard to transplantatimom unrelated living donors;

b. to deny national medical insurance reimbursememtslégal transplants abroad,;

c. to deny national insurance payments for follow-apecof illicit transplants, except where such a
refusal would endanger the life or health of pateanable to cover the cost of vital treatment
themselves;

d. to improve donor awareness by organising natiomahpaigns and by actively supporting the
regular organisation of the European Day for Orifanation and Transplantation;

e. to take appropriate measures to encourage indidieaindicate, by means of statements of
“consent”, their wish to donate their organs aftexir death, in order to increase the availabibity
organs and tissues obtaingaist mortem

f. to ensure strict control and transparency of ongagisters and waiting lists, and establish clear
responsibilities for tracking irregularities;

g.to harmonise data and strengthen co-operation mestha for the allocation of organs in donation
procedures;
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h. to take steps to track down “broker” advertisirtgdtigh newspapers, agencies, etc.);

i. to co-operate and provide expertise to “donor” ¢oas in connection with trafficking in human
beings and organs;

j- to ensure the flow of case-related information gmdvide necessary support to Interpol and
Europol in this domain;

v. instruct the relevant bodies of the Council af@pe:

a. to develop, in co-operation with relevant organss, a European strategy for combating
trafficking in organs and to consider, in the fravoek of the drafting of the future convention on
trafficking in human beings, the inclusion of ardéidnal protocol covering trafficking in organsdan
tissues of human origin;

b. to advise and assist member states on organishtiogesures necessary for putting in place an
efficient transplant system to minimise the rislocgan trafficking;

c.to provide legal assistance in drafting specifieadments to national criminal codes;
d. wherever applicable, to widen their existing atiig to include organ trafficking;

vi. use its influence, in terms of more specifigiomal co-operation in South-eastern Europe, to
broaden the activities of the Stability Pact TaskcE on Trafficking in Human Beings (Working
Table IIl) to cover the issue of trafficking in @gs;

vii. call on all member states to demonstrate Eeaopsolidarity towards the countries in eastern
Europe which are most affected by the vicious cydl@overty and to assist them, in co-operation
with the international financing institutions anetinternational donor community, in developing
measures to reduce poverty and create a secureebasnvironment for investment.

! Assembly debaten 25 June 2003 (21st Sitting) (d@ec. 9822 report of the Social, Health and Family Affairs
Committee, rapporteur: Mrs Vermot-Mangold; aBdc. 9845 opinion of the Committee on Legal Affairs and
Human Rights, rapporteur: Mr Dees).

Text adopted by the Assembly 25 June 2003 (21st Sitting).
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

4TH PART OF 2003 PARLIAMENTARY ASSEMBLY SESSION

RESOLUTION 1352 (2003) *

HUMAN STEM CELL RESEARCH

1. The Parliamentary Assembly recalls its previaosk on bioethics and, in particular, its Opinions
N° 198 (1996) on the draft convention on humantdgind biomedicine and N° 202 (1997) on the
draft additional protocol to that convention on grehibition of cloning human beings.

2. It notes that the aim of stem cell researclo iadd new tools for the development of treatmehts o
several diseases that, up to now, have been ineuvalnot effectively curable.

3. Human stem cells may be derived from a growumnglmer of tissues and fluids from humans of any
age and are not limited to embryonic sources.

4. Any therapeutic use of stem cells that is noivéd from the patient has to surmount the bawfer
rejection (which might be avoided through clonieghniques).

5. The harvesting of embryonic stem cells for tiheetbeing necessitates the destruction of human
embryos.

6. Furthermore, the use of xenotechnologies fowgrg human stem cells — for example feeder cells
of animal origin or chimera cloning — increases thek of transmission of new and dangerous
infectious diseases (TSE, HIV, Sars).

7. The Assembly points out that a number of embybonman stem cell lines suitable for scientific
research are already available worldwide.

8. It recalls that Article 18 of the Council of Eyre Convention on Human Rights and Biomedicine
(Oviedo Convention) expressly states that “whewee Idtw allows research on embryos in vitro, it
shall ensure adequate protection of the embryo& détails of this regulation should be the subject
of an additional protocol to be prepared by theeSitg Committee on Bioethics (CDBI).

9. The same article expressly prohibits the creaticthuman embryos for research purposes.

10. The destruction of human beings for researchbqaes is against the right to life of all humans
and against the moral ban on any instrumentalisatidiumans.

11. Therefore the Assembly calls on member states:

i. to promote stem cell research as long as iteetspthe life of human beings in all states ofrthei
development;

ii. to encourage scientific techniques that are sustially and ethically divisive in order to advanc
the use of cell pluripotency and develop new methindegenerative medicine;
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iii. to sign and ratify the Oviedo Convention to kaeaeffective the prohibition of the production of
human embryos for research;

iv. to promote common European basic research anagees in the field of adult stem cells;

v. to ensure that, in countries where it is allonesly research on stem cells involving the destoct
of human embryos is duly authorised and monitogethb appropriate national bodies;

vi. to respect the decision of countries not tcetplart in international research programmes which
are against ethical values enshrined in nationgisli#ion and not to expect such countries to
contribute either directly or indirectly to suctsearch;

vii. to give priority to the ethical aspects of @asch over those of a purely utilitarian and firiahc
nature;

viii. to promote the establishment of bodies whetentists and representatives from civil society
can discuss different kinds of projects on humamstell research with a view to strengthening
transparency and democratic accountability.

1. Assembly debate on 2 October 2003 (33rd Sitt{lsge Doc. 9902 report of the Committee on Culture,
Science and Education, rapporteur: Mr Wodarg; andcD9942 opinion of the Social, Health and Family
Affairs Committee, rapporteur: Mr Hgie).

Text adopted by the Assembly on 2 October 2003l (SBting).
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

2ND PART OF 2004 PARLIAMENTARY ASSEMBLY SESSION

OPINION NO. 252 (2004)*

ON THE DRAFT ADDITIONAL PROTOCOL
TO THE CONVENTION ON HUMAN RIGHTS AND BIOMEDICINE
ON BIOMEDICAL RESEARCH

1. The draft additional protocol to the Conventionkmman Rights and Biomedicine on biomedical
research is the third in the series of additionadtqrols to the convention, after those on the
Prohibition of Cloning Human Beings (1997) and orarsplantation of Organs and Tissues of
Human Origin (2001). The Parliamentary Assembly coeles this further enrichment of the
convention.

2. Freedom of research is necessary for the pregreknowledge. It is part of freedom of thought
and freedom of expression, and should therefored®gnised as a human right.

3. The development of knowledge in the field ofrbémlicine, with a view to saving lives, treating
disease and improving quality of life, dependseserrch, including research on human beings.

4. Such research, however, has both cultural amda¢timplications. It must respect the dignity and
identity of human beings and guarantee to thosepdhnticipate in it respect for their integrity aaldi
their other rights and fundamental freedoms.

5. The aim of the draft additional protocol to thenvention on Human Rights and Biomedicine is to
increase the effectiveness of the protection of dundignity. It does so without imposing
unnecessary barriers to the freedom of research.

6. While understanding the difficulty of agreeingtext which states general principles without
entering into details of legislation, the Assembighes to draw attention to the fact that a nunaber
points are left open to the interpretation of thesmber states, which are future parties to the podto

7. The Assembly welcomes the separation betweeagheoval of research on the basis of scientific
merit (Articles 7 and 8) and the review of its e#liiacceptability (Articles 9 to 12). However, the
definition of “ethical acceptability” (Articles B.1, 9.2 and 11.1) remains unclear and vague.

8. While the draft protocol focuses in Chapter dii the independence of the ethics committee
(Article 10), it does not specify in any way its Ibdisciplinary composition (Article 9.2). Yet
multidisciplinarity is both a fundamental elemeftam ethics committee and a strong feature which
reinforces the committee’s independence.

9. The Assembly also insists on the protection @fspns not able to consent, and in particular
persons in emergency clinical situations (Artic2lii and sub-paragraph xiii in the appendix te th
draft protocol) and therefore recalls Article 6tatimg that “research shall not involve risks and
burdens to the human being disproportionate tpatential benefits”.
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10. Article 27 (duty of care) states that “if resdagives rise to information of relevance to the
current or future health or quality of life of reseh participants, this information must be offeted
them”. Yet the question arises as to who will assess ithlevance” of such information. Any given
information or data may only become relevant inliglet of new scientific discoveries, while before
it may not have been considered relevant. An exarapthis would be advances in the diagnosis of
genetic diseases. The Assembly believes thatgbiseimerits further debate.

11. The Assembly welcomes Article 29 which cleadgolves the problem of research initiated in
countries with strict jurisdiction but completedather states with less stringent rules. The promis
of this article requires member states, partiethéoprotocol, to ensure that the same ethicalr@ite
be respected for the part of the research undertalkiside their jurisdiction.

12. The Assembly is in favour of the draft proto@sid in consequence recommends that the
Committee of Ministers open it for signature asrsas possible. It urges all states signatories and
parties to the Convention on Human Rights and Batioiee to sign it on the day of its opening.

13. The Assembly regrets that twenty-eight outhd forty-five member states of the Council of
Europe have not yet ratified or acceded to the tBios Convention and urges them to do so as soon
as possible. In addition, it would encourage Olesestates also to adhere to the principles of the
convention and its additional protocols.

1. Assembly debaten 30 April 2004 (16th Sitting) (seoc. 10127 report of the Committee on Culture,
Science and Education, rapporteur: Ms Westerlumk&aandDoc. 10126 opinion of the Social, Health and
Family Affairs Committee, rapporteur: Mr Evin).

Text adopted by the Assembly 30 April 2004 (16th Sitting).
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PARLIAMENTARY ASSEMBLY
OF THE
COUNCIL OF EUROPE

4TH PART OF 2005 PARLIAMENTARY ASSEMBLY SESSION

RECOMMENDATION 1726 (2005) *

SERIOUS HUMAN RIGHTS VIOLATIONS IN LIBYA — INHUMAN TREATMENT OF
BULGARIAN MEDICAL STAFF

1. Five nurses of Bulgarian nationality — Kristiavialcheva, Nassya Nenova, Valentina Siropoulo,
Valya Chervenyachka and Snejana Dimitrova — werested by the Libyan police on 9 February
1999. They are accused of deliberately causingatemic by injecting some 426 children at the Al-
Fateh Hospital in Benghazi with the Aids virus. @jed with premeditated murder for having
deliberately contaminated the children with the Aidrus, they were sentenced to death on 6 May
2004, together with a Palestinian doctor, Dr AstabHajuj. The Committee of Ministers and the
Parliamentary Assembly severely condemned thisistendich is contrary to the fundamental values
they uphold. The Libyan Supreme Court, with whicheppeal has been lodged on points of law, will
deliver its judgment on 15 November 2005.

2. The Parliamentary Assembly is deeply concerrmmlitathe fate of the five Bulgarian nurses and
the Palestinian doctor, who have spent over sixahalf years in Libyan prisons. It categorically
condemns the barbaric way in which they were tceaiethe first few months after their arrest and
the torture and ill-treatment to which they weréjsated. It considers that there is no proof ofrthe
guilt and that they are being used as scapegoata fdilapidated Libyan health system. The
Assembly is shocked by the attitude of hatred towahem in public opinion, fuelled by certain
sections of the Libyan leadership and media whiabehstirred up public resentment against these
five women and this man.

3. The Assembly notes the following:

3.1. distinguished specialists, testifying undethas their trial, exonerated the nurses and ttoeodp
showing clearly that the infection had broken omt1997 at Al-Fateh Paediatric Hospital in
Benghazi, in other words over a year before theg&ihns had come to work there, and that it
continued after their arrest; they concluded thatreé had been a series of accidental nosocomial
infections owing to the failure to comply with stimds of hygiene, to neglect and to bad medical
practices;

3.2. one of the nurses never even worked at thglier paediatric hospital;

3.3. the experts proved that the storage conditdrike bottles of blood plasma used as prosecution
evidence were such as to preclude any conclusoledical analysis;

3.4. the numerous breaches of Libyan law (tortprecedural irregularities, etc.) also militate in
favour of the nurses’ innocence.

4. The Assembly thus concludes that the Bulgariarses and the Palestinian doctor should be
regarded as completely innocent.

5. The Libyan authorities, sheltering behind theejpendence of their country’s judicial system, take
note of the judgments handed down by the Libyantspin which the nurses were found guilty and
convicted of the crimes of poisoning and homiciddile the Libyans accused of torture were
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acquitted for lack of evidence. They consider tiha&t payment by Bulgaria of compensation to the
families and the provision of free care for the teomnated children in European hospitals are
essential prerequisites for any progress on thesesturcase. The Bulgarian authorities have
categorically rejected all of Libya’s financial dands, refusing to buy the release of the nurses by
paying compensation to the Libyan victims, as thisild be tantamount to recognising the nurses’
guilt and, beyond that, the Bulgarian State’s resfulity.

6. The matter before the Assembly, which is a sewfctension in Libya’s relations with western
countries, is complex. But however complex it may ib first of all involves two painful tragedies:
the plight of some 426 Libyan children contaminatéth the Aids virus, 51 of whom have died so
far, and the ordeal of five Bulgarian nurses amhkestinian doctor, who are innocent.

7. The Assembly expresses its compassion for thegali children contaminated with the Aids virus
and its sympathy with their families. It welcoméde tefforts by the European Union and certain
states, foremost among them lItaly, which have niagessible to bring under control the epidemic
that had broken out in the country eight years ipresly. It strongly supports the Action Plan

launched by the European Commission in Novembe# 20®iew of co-ordinating the humanitarian

assistance to the infected children.

8. The sick children are now getting treatment. dkath sentence passed on five women who are
clearly innocent of the crimes of which they arewsed in no way relieves the suffering of the
children and their families. Libya has nothing torgby adding a second tragedy to the first.

9. Notwithstanding the efforts over the last year reintegrate Libya into the international
community, the lifting by the United States of tinain economic and trade sanctions, the lifting by
the European Union in October 2004 of the arms egabathe signing of agreements on
compensation for the victims of terrorist attacksd ahe willingness displayed by the Libyan
authorities to open up and move closer to Europerelected in the visit by Colonel Gaddafi to
Brussels in April 2004, no favourable outcome hasbeen found to the nurses’ and the Palestinian
doctor’s plight.

10. The Assembly reaffirms its complete oppositiocapital punishment, which has no place in the
penal systems of modern, civilised societies. Téathl penalty, even applied to persons found guilty
of the most heinous crimes, is a serious violatdnuniversally recognised human rights. The
Assembly firmly condemns the execution by Libyal&nJuly 2005 of two Turkish nationals who had
been sentenced to death. It calls on the Libyahnaaities to act swiftly to abolish capital punishmhe
and immediately place a moratorium on executions.

11. The Assembly asks the Committee of Ministers to
11.1. call solemnly on the Libyan authorities to:

11.1.1. show goodwill and, in a spirit of constivetdialogue, settle the case of the Bulgarian
medical team as quickly as possible and in fullfoomity with the internationally recognised legal
norms by which Libya is bound;

11.1.2. release the nurses and the Palestinianrdactfailing that, implement the judicial proceds
through the Supreme Court to guarantee a fair $oathat their innocence is recognised and they be
acquitted;

11.1.3. secure full respect for the rights of tleéedce and, to this end, take scrupulous caredoren
that the duly appointed international lawyers dye & provide their clients with effective assiste,
guarantee them regular access to their clientgsado the files and ensure that visas are issutben
in good time;

11.1.4. speedily conduct a serious and thorougbsiigation into the allegations of torture and ill-
treatment of the five nurses and the Palestiniarodp
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11.1.5. adhere to the universally recognised furetdat values of protection of human rights and
preservation of human dignity and in particular autiftly to abolish capital punishment and
immediately place a moratorium on executions;

11.1.6. sign and ratify the United Nations optioRabtocol to the Convention against Torture and
other Cruel, Inhuman or Degrading Treatment or shiment;

11.1.7. allow Dr Zdravko Georgiev, a Bulgarian @ocind the husband of one of the nurses, to leave
Libya;

11.2. call on the member states to:

11.2.1. resolutely support the European Union’soacplan, which is an act of solidarity with the
contaminated Libyan children, through financialnoaterial contributions, in order to guarantee the
rapid provision of humanitarian assistance in Libya

11.2.2. establish a clear link between the contionaof the process of Libya'’s reintegration inke t
international community and the satisfactory regotuof the Bulgarian nurses’ and the Palestinian
doctor’s fate;

11.2.3. take action in all bilateral negotiationghwibya, including trade negotiations, to facli¢ a
speedy settlement of the fate of the Bulgarianesied the Palestinian doctor;

11.3. encourage the Bulgarian Government to coetitaidialogue with the Libyan authorities and
urge the newly-created Bulgarian NGO to speedspitrk with the victims’ families.

12. In consideration of the decision to be takemheylLibyan Supreme Court on 15 November 2005, in
particular, the Assembly asks the President offAtseembly to send a delegation to Libya to meet with
the Libyan head of state and to follow the coudcpedings. It considers it useful that its Commaitia
Legal Affairs and Human Rights continues to follthve development of this issue and report to the
Assembly in due time when necessary.

1. Assembly debaten 6 October 2005 (31st Sitting) (d@ec. 10677 report of the Committee on Legal Affairs
and Human Rights, rapporteur: Mr Lloyd).

Text adopted by the Assembly 6 October 2005 (31st Sitting).
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PART B

MINISTERIAL CONFERENCES
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EUROPEAN MINISTERIAL CONFERENCE ON HUMAN RIGHTS
(VIENNA, 19-20 MARCH 1985)

RESOLUTION NO. 3
ON HUMAN RIGHTS AND SCIENTIFIC PROGRESS IN THE FIELDS OF BIOLOGY,
MEDICINE AND BIOCHEMISTRY

The Ministers taking part in the European Ministe€onference on Human Rights, held in Vienna on
19 and 20 March 1985;

Having examined the report submitted by the Fretetagation on the "protection of human beings and
their physical and intellectual integrity in thentext of the progress being made in the fieldsiabiy,
medicine and biochemistry", as well as the contidims made by other delegations;

Considering that recent developments in the fieldbiology, medicine and biochemistry concerning
notably techniques of artificial human procreatibests on human beings, genetic diagnosis, organ
transplantation, modification of the genetic hgdtaand treatment of mental illness, are capable of
bringing definite benefits for mankind but may alswolve risks for the rights and freedoms of
individuals and for society as a whole;

Convinced of the need to evaluate such develogmemtarticular from the standpoint of the protaati
and promotion of human rights and fundamental frees]

Reaffirming in this regard the essential importaatthe principle of human dignity;

Reiterating their devotion to the spiritual andrat@alues which are the common heritage of th@leeo
of their countries;

Emphasising the desirability of an internationpp@ach to the issues involved, whilst taking into
account the specific situation of each country;

Note that there is a growing awareness in diffedéstiples of the important human rights issuésech
by recent developments in the fields of biologydioime and biochemistry;

Welcome the results already achieved and the woptogress within the Council of Europe and its
member States, concerning the ethnical and legathlggns associated with the above-mentioned
developments;

Consider that, faced with these developments,iihportant in future work to bear in mind the velet
provisions of the European Convention on Human Rjgh

Consider furthermore that thought should be gieetine possible recognition, content and conditions
of application of certain principles in the fieldgvered by the report of the French delegationchvhi
deals in particular with procreation, knowledgeoog's biological origins, freedom over one's own
body and respect for one's genetic make-up;

Recommend that the Council of Europe become tmepgan focal point for work at national level in
the areas covered by this Resolution and, in pdatic

a) a clearing-house for relevant information, apis and proposals;

b) a forum for discussion and, if appropriatenj@iction at international level;
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Recommend that the Committee of Ministers of tlwair@il of Europe, having regard to the above
considerations, takes appropriate action to intgrthie Council's work in relation to the problems
posed, in particular from the standpoint of hurmghts, both at international level and in the cahtd
national practices and legislation, by progregbéTields of biology, medicine and biochemistry.
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17TH CONFERENCE OF EUROPEAN MINISTERS OF JUSTICE
(ISTANBUL, 5-7 JUNE 1990)

RESOLUTION NO. 3
on bioethics

The Ministers attending the Seventeenth ConferefiEeiropean Ministers of Justice (Istanbul, 1990),

Reaffirming their commitment to the principlesrespect for human rights, human dignity and the rul
of law;

Having examined the "Proposal for a Conventiondatection of the human person with regard to
biomedical science" submitted by the Secretary Géne

Considering that the most fundamental rights oméi beings are likely to be affected by the
development of biomedical sciences and that hiésefore desirable to promote as much as possible t
harmonisation of national laws in this field;

Recalling that, at their informal Conference inrtbdirgh in 1985, it had already been recogniset tha
the impairment of the effectiveness of nationaldamthis area could be prevented by the conclusfion
international agreements;

Considering that the universality of the rightstllé human person makes it necessary for States to
protect these rights in their international context

Considering that an initiative of the Council afirBpe in this sense could stimulate internatiomal ¢
operation in the field of the biomedical sciences;

Referring to Recommendations 934 (1982), 1046 L%hd 1100 (1989) of the Parliamentary
Assembly, which ask the Committee of Ministersriitiate joint action by the member States in the
bioethics field,

Recommend that the Committee of Ministers:

l. instruct thead hocCommittee of Experts on Bioethics (CAHBI):

a. to identify as soon as possible the questmbe dealt with as a matter of priority;

b. to examine the possibility of preparing a framek convention, open to non-member States,
setting out common general standards for the pioteof the human person in the context of the

development of the biomedical sciences;

I. ensure that the necessary resources are pob¥aecompletion of this activity with all due
urgency.
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PART C

REPORT ON HUMAN ARTIFICIAL PROCREATION
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Principlesset out in thereport of the ad hoc committee
of expertson progressin the biomedical sciences
(CAHBI, published in 1989)

Principles
l. Scope and definitions
The principles set out hereafter shall apply te thchniques of human artificial procreation, in
particular to artificial insemination, to the medisoinvolving the removal of ova such &s vitro
fertilisation, as well as methods that involve d@ra of semen, ova or embryos and to acts and
procedures on embryos made possible by these teemi

For the purpose of the application of these ppiesi

a. artificial insemination means the introductimihsperm into a woman's genital tract by any
means other than sexual intercourse;

b. in vitro fertilisation means the fusion of an instrumegtakmoved human ovum with a
spermatozoon induced in a culture vessel;

C. embryo means the result of the fusion of huganetes at all stages of development before the
foetal stage;

d. donor means a person, other than the surrogatieer, who provides his/her gametes or an
embryo for the benefit of another person;

e. surrogate mother means a woman who carrieddafchanother person and has agreed before
pregnancy that the child should be handed over lbiftid to that person;

Il. General conditions for the use of artificialgmreation techniques

Principle 1

1. The technigues of human artificial procreatiomynisubject to the circumstances covered by
paragraph 1 of Principle 7 below) be used for tbeefiit of a heterosexual couple when appropriate

conditions exist for ensuring the well-being of thaure child and only when:

a. - other methods of treatment of infertility bafailed or are not appropriate in the
particular case or offer no prospect of success; or

- a serious risk exists of transmitting to thédch grave hereditary disease; or

- there is a serious risk that a child would suffom some other disease which would
result in his early death or severe handicap; and

b. - there is a reasonable chance of successhanel is no significant risk of adversely
affecting the health of the mother or the child.

2. The techniques of human artificial procreationstmnot be used for obtaining particular
characteristics in the future child, in particular the purpose of selecting the sex of the chiceet
where, in conformity with sub-paragraph a. of tliecpding paragraph, a serious hereditary disease
linked with the sex is to be avoided.
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Principle 2

Any act required by artificial procreation techmésy and procedures carried out on embryos and
manipulations connected therewith must be perforameter the responsibility of a physician and within
an establishment authorised by the competent abytlodthe state or an authority set up by theestat

that purpose.

Principle 3

No person may be compelled or required to takeeztdpart in the performance of acts mentioned in
the present principles to which he/she has an tbjeon the grounds of conscience.

Principle 4

1. The techniques of artificial procreation mayused only if the persons concerned have given
their free informed consent, explicitly and in wri, in accordance with national requirements.

2. Before obtaining such consent, the physician taedestablishment using the techniques of
artificial procreation must ensure that the persomscerned are given appropriate information and
counselling about the possible medical, legal,a&dcand, where relevant, genetic implications of thi
treatment, particularly, those which might affdwt tnterests of the child to be born.

Principle 5

The physician and the establishment using thentgobhs of artificial procreation shall make
appropriate inquiries and investigations in ordediagnose and to reduce the risk of transmissi@n o
hereditary or infectious disease, or any otherofasthich may present a danger to the health of the
woman or the future child.

Principle 6

The physician and the establishment using thentguhbs of artificial procreation must keep recastls
any information needed in order to fulfil or praet they have fulfilled the obligations imposednp
them under these principles.

Il Storage of gametes and embryos

Principle 7

1. A single person who is at risk of infertility of another hazard that may impair his or her fitur
procreative capacity may deposit his/her gameteligoor her own personal future use, provided ahat
the time of the artificial procreation all the régments set out in these principles are fulfilled.

2. Where a person who has deposited his/her garwetégs/her own future use dies during the
storage period or cannot be traced on the expithaifperiod, the deposited gametes shall not e us

for artificial procreation.

3. Gametes shall not be stored for a period lottyan that fixed by national legislation or any
other appropriate means.

4. Artificial procreation with the semen of the dased husband or companion shall not be
allowed.
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Principle 8

1. Only the minimum number of ova shall be feritisas is strictly necessary to ensure the success
of the procreation.

2. Embryos shall not be stored for a period lorigan that fixed by national legislation or any
other appropriate means.

3. The destination of embryos stored for the usa abuple for procreation but not used by them
may be decided upon only with the consent of batimbers of the couple.

V. Donation of gametes and embryos
Principle 9
1. No profit shall be allowed for donations of ogperm, embryos or any element collected from

them. Only loss of earnings as well as travellind ather expenses directly caused by the donatayn m
be refunded to the donor.

2. A person or a public or private body which ishauised to offer gametes for the purpose of
artificial procreation or research shall not gaiy grofit from such offer.

3. Donations of gametes for artificial procreation Isimt be subject to any discriminatory
conditions. The donor can, at any moment beforie tise, require that his/her gametes shall notsee u
for the initially intended purpose and give instioies about the use which should be made of them.

Principle 10

The number of children born from the gametes of @me of the donor shall be limited by national
legislation or any other appropriate means.

Principle 11

1. In principle,in vitro fertilisation shall be effected using gameteshef tnembers of the couple.
The same rule shall apply to any other proceduae itivolves ova oin vitro or embryosn vitro.
However, in exceptional cases defined by the memtaes, the use of gametes of donors may be
permitted.

2. The donation of embryos not used by a couplentther couple for the purpose of artificial
procreation may be allowed in exceptional casesndyber states.

Principle 12

The transfer of an embryo from the uterus of onenan to the uterus of another shall not be allowed.
Principle 13

1. The physician and the staff of the establishnusitig the techniques of artificial procreation
shall maintain the anonymity of the donor and, scibfo the requirements of the national law in llega
proceedings, shall keep secret the identity ofnleenbers of the couple as well as the fact of cidifi

procreation. Where it is necessary in the interegthe child's health or for the purpose of gemeti
counselling, information on the genetic charadiesf the donor can be given.
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2. However, national law may provide that the chdtlan appropriate age, may have access to
information relating to the manner of his or hen@eption or even to the identity of the donor.

V. Determination of maternity and paternity

Principle 14

1. The woman who gave birth to the child is considén law as the mother.
2. In case of utilisation of sperm of a donor:

a. the mother's husband is considered as thénaggt father and, if he has consented to the @difi
procreation, he may not contest the legitimacyefahild on the grounds of artificial procreation;

b. if the couple is not married, the mother's canipn who gave his consent cannot oppose the
establishment of parental responsibilities in retato the child, unless he proves that the chidd wot
born as a result of artificial procreation.

3. Where the gametes donation is made througmthenediacy of an authorised establishment,
no filial relationship may be established betwdendonor of the gametes and the child conceived as
result of artificial procreation. No proceedings foaintenance may be brought against a donor ar by
donor against a child.

VI. Surrogate motherhood
Principle 15
1. No physician or establishment may use the teclesi of artificial procreation for the

conception of a child carried by a surrogate mother

2. Any contract or agreement between surrogate en@hd the person or couple for whom she
carried the child shall be unenforceable.

3. Any action by an intermediary for the benefitpefsons concerned with surrogate motherhood
as well as any advertising relating thereto shaliwhibited.

4, However, states may, in exceptional cases flyedheir national law, provide, while duly
respecting paragraph 2 of this principle, that gspan or an establishment may proceed to the
fertilisation of a surrogate mother by artificiabpreation techniques, provided that:

a. the surrogate mother obtains no material beinefn the operation;

b. the surrogate mother has the choice at birkeeping the child.

VII. Acts and procedures carried out on embryos

Principle 16

The fertilisation of ovan vitro and the obtaining of embryos by lavage shall nopéenitted for
research purposes.
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Principle 17

1. No act or procedure shall be permitted on angrgarin vitro other than those intended for the
benefit of the embryo and for observational studibkh do no harm to the embryo.

2. When a state allows, in addition, investigatrel experimental procedures other than those
mentioned in the preceding paragraph for a prewentiagnostic or therapeutic purpose for grave
diseases of embryos, it shall require that thefahg conditions be fulfilled:

a. the purpose cannot be achieved by any othimoieand

b. the embryo shall not be used after fourteers daym fertilisation, any period of storage by
freezing or by any other means not included; and

C. the consent of the couple has been given aogptd paragraph 3 of Principle 8 and, if the

embryo has resulted from fertilisatian vitro using donor's gametes, their consent shall also be
required; and

d. a properly constituted multidisciplinary etidicommittee has given its approval.

3. The splitting of the cells of an embryo may beveed by member states only in order to use a
part of it for diagnostic purpose if it is designiedestablish a serious illness or anomaly in tharé
child and if conditions b, ¢ and d mentioned ingggaph 2 above are satisfied.

Principle 18

The introduction into a woman's uterus of a huraarbryo which has been subjected to any act or
procedure other than those mentioned in paragrdphsd 3 of the preceding principle shall be
prohibited.

Principle 19

Once it has been implanted, an embryo resultirgn fifertilisation in vitro shall not undergo
experimentation utera

Principle 20

The use of the techniques of artificial procreatio create identical human beings by cloning gr an
other method shall be prohibited.

Principle 21

1. The placing of an human embryo in the uterusamdther species or vice versa shall be
prohibited.

2. The fusion of a human gamete with the gamesmother species shall also be prohibited. The
same shall apply to the fusion of embryos or oginecedure likely to produce a chimera.

3. However, member states may allow the fusionuohdn and animal gametes for investigation
aimed at diagnosing infertility, provided that ihevelopment of any resulting hybrid cells endshat t
two-cell stage.



