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Preliminary remark
CAHBI 24-27/03/92
The Committee decided by a majority to use general terms in the framework Convention and to avoid giving overdy
predse definitions therin, it being understood that the Protocols could provide the necessary precision in their
respective fields.

In particular, the Committee decided:

- to specify that the term "human being"” should be understood in its widest sense and to avoid, at the present stage,
the inclusion in the framework Convention of a definition of the human being;

- not to specfy whether the framework Convention applies to the human being only after birth or also before;
- not to spedfy whether the framework Convention also applies to gametes and genetic engineering;

- not to include a definition of bioethics, the difference between the latter and medical deontology being sufficiently
well established. Nevertheless, the Explanatory Report should give some details on the concept of bioethics.



Title of the Conwention
CORED 16-18/06/92

1. concerning the reference to human rights

The Working Party unanimously regarded the use of the words "human rights" in the title as highly appropriate,
since this undelined the connection between the protection system established by the text and the general
philosophy of human rights.

Several participants stressed the progress made by the biomedical sciences since the European Convention on

Human Rights had been conduded; the principles embodied in the present draff text might make it easier to
interpret the Convention in a manner which took into account scientific progress.

il. concerning the term "protection” of human rights

One participant pointed out that, when a French Act of 1988 had refared to “protection” with regad to scientific
application, this had been taken to imply a certain distrust of the latter.

Other participants pointed out, however, that the term was used in several other Council of Europe conventions,
such as Convention No. 108 (data protection), and in the English version of the Convention on Human Rights.

The Working Party decided to keep the term "protection”.

iil. concerning the phrase "application of biology and medicine"

The Working Party decided to keep the phrase "application of biology and medicine”, thinking it preferable to "life
sciences"” (which was thought too broad and capable of taking in disciplines such as psychology and sociology),
"biomedical sciences" or "bio-medicine" (whose content was not clearly defined).

The phrase "application of biology and medicine" also appeared in the first Article. Under this Article, the
Explanatory Memorandum should indicate that it covered medical application employed for preventive, diagnostic,

therapeutic and research purposes. Moreover the Working Party will examine at its next meeting whether the draft
Convention should cover medical application in fields such as life insurance.

iv. concerning the phrase "Bioethics Comvention"
The Co-ordinator thought that, according to instructions receved, the Convention might have a double title: the
first, very shott title, "Bioethics Comention”, would serve to identify it rapidly; the second would be longer and

serve as a sub-title, giving a fuller idea of what the text was about.

Several participants thought that the content of the term "biocethics” was not clear, even to spedalists, and that
certainty regarding the content of the Convention was needed in the title.

The Working Party did not accept the Co-ordinator's suggestion, but decided to put it to the Steering Committee.
CORED 9-12/11/92

The Co-ordinator reiterated his opinion, stating that the Convention should have a dual title. The Working Party
noted this comment and referred to the previous meeting report.

CDBI 24-27/11/92

The CDBI decided after disaussion to adopt the following title:



"Convention for the Protection of Human Rights and Dignity of the human being with regard to the Application of
Biology and Medicine: Bioethics Convention".

The new title thus takes into account the concern of some delegations to see all human beings brought within the
scope of the Convention.

CORED 8-12/03/93

The Working Party carefully examined Dr Palacios' proposal for the addition of the following subtitle to the title of
the Convention: "Prédiminary drafi Convention for the protection of human rights with regard to the application
of biomedicine and human biotechnology”.

The experts considered that the title proposed by the CDBI was more readily comprehensible and preferred for the
time being to keep to the Convention title accepted by the CDBI at its previous meeting.

CDBI 27-30/04/93

Following the amendment suggested by Dr Palacios, the Committee decided to keep the title unchanged. However,
the Working Party was instructed to clanfy the Explanatory Report on this item in the light of Dr Palacios’
remarks.

CORED 1-3/06/93

Following the instructions of the CDBI on this point, the Working Party kept the title unchanged but decided to
claify the title in the Explanatory Report, as suggested by Dr Palacios, representative of the Parliamentary
Assembly.

It was therefore decided to make it clear in the report that the scope of the Convention was confined to human
biology, thereby excluding animal and plant biology when it was not relevant to the biology of the human being. It
was further recalled that the expression "Bioethics Comvention”, which was merdly an abbreviation of the title, was
used only for reasons of convenience.

CDBI 26-30/06/95

The CDBI decided not to givea fina opinion on the sub-itle of the draft Convention until completing its work on
the content of the provisions.

CORED 24-26/04/1996

The Working Party noted that the Committee of Ministers' instructions to draw up a Convention' did not refer to a
"Bioethics Comention" 1t further noted that the term "bioethics”, although widey used in English-speaking
countries and in France, had a pejorative connotation in certain states. It was noted that the Convention was refared
to as the Bioethics Convention and it was likdy that this would continue, nevertheless the Working Party
considered it preferable to keep to the title "Convention for the Protection of Human Rights and Dignity of the
Human Being with regard to the Application of Biology and Medicine". Consequently, it recommended that the
CDBI delete the abridged title.

CDBI 4-7/06/1996

Several delegations considered that the term "bioethics " had negative connotations in the German-speaking countries
and furthermore did not adequately emphasise the legal (apat from ethical) nature of the provisions in the text.

' The CDBI received the following terms of reference to prepare: "a framework Convention, open to non-member
States, setting out common general standards for the protection of the human person in the context of the
biomedical sciences".



By 24 votes in favour and 8 against, with no abstentions, the Committee decided to replace the abridged title
"Bioethics Convention " with the title "Comention on Human Rights and Biomedicine" proposed by a delegation.



Preamble
CORED 16-18/06/92
The Working Party agreed on the Preamble.
CORED 9-127/11/92

The Working Party decided to refer in the Preamble to the International Covenant on Civil and Political Rights of
19 December 1966.

The expats proposed rewording the fourth subparagraph of the Preamble.
The Working Party decided, with some reservations, to add a new sub-paragraph submitted by the Special Adviser.
CDBI 24-27/11/92

Some delegations suggested that there be express mention of the embiyo in order to bring the embryo explicitly
within the scope of the Convention.

It was accordingly proposed that a specific provision be included in the Preamble. This was not agreed to by the
Committee.

It was then suggested that the Preamble could indicate that the term "human being” should be undesstood in the
broadest sense. The Committee did not adopt that proposal for the Preamble but agreed that this would be included
in the Explanatory Report.

A delegation expressed its regret that, in rejecting the suggestion for a specific provision to this effect in the text,
the CDBI had gone back on what had been decided at its previous meeting.

The Committee amended the eighth paragraph of the Preamble as follows: "Affirming that the progress of biology
and medicine shall be used for the benefit of present and future generations".

One delegation proposed the addition of a new paragraph: "Convinced that human genes are the common heritage
of mankind". Another delegation suggested adding the following paragraph: "Considering that ethics require that
limits be imposed on the accderation of devdopments in biology and medicine". These suggestions were refared to
the Working Party.

CORED 14-16/12/92

At the CDBImeeting, one delegation had suggested adding the following paragraph: "Convinced that human genes
are the common heritage of mankind".

The Working Party considered the suggestion and accepted the inherent principle to the extent of its implication that
in genetic manipulations performed on human beings it is imperative to presave the human species and refiain from

combinations with other spedes.

It was pointed out that the idea under disaussion was already partially embodied in paragraph 7 of the Preamble.
However, a new wording of the paragraph would be proposed in order to take account of the suggestion.

Another delegation had suggested the addition of a further paragraph:

"Considering that ethics require that limits be imposed on the accderation of devdopments in biology and
medicine".

It was pointed out that what had to be ethical was the use made of advances in medicine and biology and that the
idea already occurred in paragraph 8 of the Preamble.



The Working Party, after disaussion, accordingly decided not to include this provision.
CORED 8-12/03/93

Following a disaussion, the Working Party decided to retain paragraph 5 of the Preamble which refared to the
Convention for the Protection of Individuals with regard to Automatic Processing of Personal Data

The Working Party considered amendment N° 2 by Dr Palacios aimed at introducing the concepts of biomedicine
and human biotechnology in the sixth paragraph of the Preamble.

The expats considered that it was not desirable to refer to those concepts in the Preamble as they had not been
adopted for the title of the Convention. Furthermore, some experts considered that the concepts were ill-defined.

The Working Party decided to insert a reference to human dignity in paragraph 7 so that the Preanble would stress
the need to ensure the dignity of the human being, which was refared to in the title of the Convention.

With regard to paragraph 8 of the Preamble, the Working Party decided to replace "Mindful" by "Conscious".

The expats also preferred to replace the phrase "acts contrary to human dignity" with "acts endangering human
dignity".

”

In his amendment N° 3, Dr Palacios had proposed the insetion in paragraph 9 of the Preamble of the phrase "...
and medicine, as part of the human heritage, shall be used..."

The Working Party did not accept this proposal because it felt that theideain question was already contained in the
Preamble, having being added in a new version of the text of which Dr Palacios had had no knowledge when
draffing his proposals.

On the other hand, the Working Party felt that the Preamble should include the additional paragraphs set out in
amendments N° 4 and 5 by Dr Palacios, concerning the work of the Parliamentay Assembly. Indeed, the expearts
thought it important to emphasise the role of that body in the study of bioethics within the Council of Europe.

The Working Party therefore decided to add a fifteenth paragraph to the Preamble on the role of the Parliamentary
Assembly.

CDBI 27-30/04/93
The Committee approved the Preamble. However:

- the Working Group should examine the appropriate order in which the different international and European
texts should be mentioned,;

- the Explanatory Report should also contain a reference to the Helsinki Declaration;

- the paragraph which reads "Recgnising the importance of promoting a public debate .... etc." should
appear in bradkets until a decision is taken on Article 22;

- the Working Group should examine the wording of the paragraph which reads: "Wishing to remind all
members of society of their rights and responsibilities."”

CORED 1-3/06/93
The Working Party examined the suggestions of the plenary CDBI and decided:

- to classify the different international texts in chronological order;



- to place the paragraph beginning with the words "Recognising the importance of promoting a public
debate ..." in square brackets;

- not to mention the Helsinki Declaration in the text of the Explanatory Report, but to include a general
reference in that report to the texts adopted by other organisations and to give examples in a footnote. The
Working Party felt that there were many international texts to which reference could be made and that it
was not desirable to give emphasis to a single text in the Explanatory Report.

In accordance with the instructions of the CDBL the Working Party examined the following paragraph "Wishing to

remind all members of society of their rights and responsibilities', but did not consider it advisable to change the

wording.

CDBI 6-9/07/93

The Committee approved the Preamble. However:

- one delegation proposed combining the paragraph "Conscious of the accderating developments in biology
and medicine” with the one beginning with the words "Affirming that progress in biology ..." The
Working Party was instructed to study this suggestion;

- the square bradkets in the paragraph beginning with the words "Rewgnising the importance of promoting a
public debate"” could be deleted, as Article 22 had in principle been approved by the CDBL

CDBI 26-30/06/95
The CDBI approved the amendments made by the Working Party and therefore adopted the Preamble.
CORED 24-26/04/96

Several participants pointed out that the CDBI had decided to include in the Preamble a reference to the 1966
International Covenant on Economic, Social and Cultural Rights. The Working Party incorporated this reference.

CDBI 4-7/06/1996

The Committee decided by consensus to make reference in the Preamble to the Intenational Covenant on Economic
and Social Rights, several of whose provisions were of relevance, particularly for Article 3 of the draff Convention.
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CHAPTER I - General provisions

Article 1 (Purpose and object)
CORED 16-18/06/92

1. concerning the reference to protocols

The Working Party decided to mention the Protocols to the Convention in this Article for the purpose of
underlining the unity of the whole and the "consubstantiality” of the Protocols and the Convention itsdf.

11. concerning the terms "human being"” and "person”

The definition of the Convention's purpose consisted of two elements: protecting every human being, which
implied protection of the unborn human being; and guamnteeing the rights and freedoms of every person, only
persons being regarded as having rights.

iii. concerning the terms "identity, integrity and dignity” of the human being

These terms were taken from the wording adopted by the CAHBI at its 15th meeting.

Withregad to the term "identity” of the human being, the Working Party noted that it could be ambiguous and
agreed that the Explanatory Memorandum would have to indicate that this covered both membership of the human
spedes (so ruling out hybrids) and the individual's genetic identity.

Some participants preferred to see this double meaning embodied in the text of the Convention itsdf.

iv. concerning the phrase "in the territory of each Party”

As in the Convention on data protection’, the phrase "in the territory of each Party” was used to indicate the
responsibilities of each State Party.

V. concerning the phrase "whatever his nationality or residence”

This phrase was also repeated from the data protection Convention.

It emphasised that the guarantees provided applied to anyone coming, however briefly, within the jurisdiction of a
State Party; for example, an alien in transit who submitted to a medical examination; transplantation of an organ
removed in an outside country; etc.

CDBI 24-27/11/92

The Committee decided to remove the reference to the Protocols since the term "Comvention” included the
Protocols.

It was also decided to delete the words "in the territory of each party”. It was made clear that the application of the
conventional rules of international law sufficed to obtain the same result.

The CDBI also decided to replace the words "whatever their nationality or residence” by the words "without
disaimination”, thereby incorporating the provisions of the former Article 20°.

? Article 1 of Convention Rl 108: "The purpose of this convention is to secure in the teritosadf Party for
every indvidual, whatever his nationality or residence, respect for his rights and funcamental freedoms, and in
particular his right to privacy, with regard to automatic processing of personal data relaing to him (‘data
Protection')."

This Article no longer appears in the text of the Convention.
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CORED 14-16/12/92

At its last meeting the CDBI had asked the Working Party to reword Article 2 of the Convention so as to highlight
the fact that the Convention constituted a framework to be supplemented by protocols.

The Working Party's opinion was that the best way of achieving this purpose would be the inclusion of a reference
to the protocols in Article 1. The Working Party therefore recommended that both existing and future protocols be
mentioned so as to avert any difficulty should no protocol exist at the time of signature of the Convention.

CORED 8-12/03/93

The Working Party decided to amend this Article so as to bring out clealy the fact that it lay with the Parties to the
Convention to take the necessary measures to protect human beings and guamntee respect for the rights and
freedoms of all individuals.

The experts observed that, in accordance with the CDBIs decision, the reference to the Protocols in this Article had
been deleted, since the term "Comention" included the Protocols.

CDBI 27-30/04/93

The Committee decided to maintain this Article unchanged. In particular, it rejected a proposal to replace the words
"shall protect” by the expression "undertake to take such measures as are necessary to protect." However, the
Committee agreed that the Explanatory Report should make it clear that the Convention contained some provisions
which could be selfexecuting, while other provisions required States to take internal measures to make them
applicable.

One delegation proposed that the second sentence of the Explanatory Report under Article 1 should read: "induding
human embryos". This proposal was supported by some delegations, while a number of other delegations opposed
it.

One participant asked for the reason for using two different terms ("human being"” and "individual”) in Article 1 if
the two terms were to be undestood as having the same meaning. Should it not then be indicated in the
Explanatory Report that the term "human being" includes the embryo?

The Secretariat suggested that the following sentence be included in the Explanatory Report: "The purpose of the
Comvention is not only to guarantee the respect of therights and fundamental freedoms of the person already born
but to protect the dignity, identity and integrity of the human being, this being understood in its largest sense."

One delegation suggested including in the Explanatory Report the expression "in the largest sense compatible with
national law"

For the Explanatory Report, one participant suggested indicating: "... human being, including the human embryo”,
and adding: "The principle of protecting the human being accepted by all the Contracting States, it goes without
saying that this does not prejudice the various national levels of protection, particularly with regard to abortion."”
The Secretariat and other participants expressed the fear that this proposal would weaken the text even further: For
what purpose would the States bind themselves to a Convention which protects the human being if they resave the
right to fredy define the content of this protection themselves? The very purpose of an international convention is to
define a minimum leved of protection which the States should respect.

Dr Palacios, representative of the Parliamentary Assembly felt that abottion should not be mentioned in this
context.

The Chairman noted that the Committee had decided to maintain the text of Article | unchanged. The Working
Party was instructed to make altenative proposals as far as the text of the Explanatory Report is concerned.
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CORED 1-3/06/93

At its last meeting, the CDBI had instructed the Working Party to put forward altenative proposals concerning the
Explanatory Report while maintaining the Article unchanged.

However, the Working Party made the following comments: Article 1 used two different terms: "individuals” and
"human beings", and the CDBI had decided that the term "human being” should be undestood in its broadest
sense, ie as not being limited to the person already born.

In fact, Article 1 affirmed that the integrity of the human being had to be guaranteed. The members of the Working
Party therefore took the view that there might be a contradiction between this wording and national legislation
concerning embryos. Indeed, States had very different sets of laws concerning the level of protection of the embuyo,
whether in regard to abortion or research.

In the ciraumstances, the Working Party found it difficult to make proposals concerning the Explanatory Report
without amending the text of Article 1 itsef.

Accordingly, the great majority of the participants proposed the following altenative for Article 1: "Parties to this
Comvention shall protect the dignity and identity of all human beings and guarantee everyone, without
disarimination, respect for their rights and fundamental freedoms, particularly their integrity, with regard to the
application of biology and medicine". It was observed that this new wording did not leave the embtyo unprotected
since the requirements of respect for dignity and identity were clealy maintained.

The Co-ordinator, Professor S. Puglisi, asked that note be taken of his disagreement with regard to the presentation
of an altenative for Article 1, in as much as the terms of reference assigned to the Working Party by the CDBI had
concerned the submission of proposals for the Explanatory Report.

With regard to the English version of the text, the Working Party decided to replace the words "all individuals" by
"everyone", thereby taking up the wording of Article 2 of the European Convention on Human Rights and bringing
the French and English versions into line with each other.

The Working Party also decided to mention in the Explanatory Report that the term "everyone” meant a "human
being already born".

With regard to the term "discrimination”, the Working Party considered, after disaussion, that it should remain
unqualified and that it could be pointed out in the Explanatory Report that this term refared to a situation where
equal cases were treaed unequally.

CDBI 6-9/07/93

At its last meeting, the CDBFCO-RED had decided to submit alternative wording for this Article to the plenary
CDBIL

Several delegations expressed themselves in favour of altenative I. Indeed, according to the delegations concerned,
if Article 1 was maintained in its previous wording (alternative I), which provided that "Parties to this Convention
shall protect the dignity, identity and integrity of all human beings", it could be undestood as prohibiting
abottion. However, national legislation on this subject differed widdy and many countries authorised abortion.

The Committee decided by 17 votes to 7, with 1 abstention, to give Article 1 the wording proposed in altemnative
IL

In addition, several delegations took the view that, in respect of this Article, the Explanatory Report on the
Convention should confine itsdf to stating that the Committee had not reached unanimous agreement on the
definition of the terms "everyone” and "human being”, a task which should be left to the national legislation of each
Party to the Convention. The CDBI agreed not to define these terms in either the Convention or the Explanatory
Report.
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CORED 27-29/09/93

The Working Party noted that the CDBI had accepted the second altemnative for the wording of this Article and that
it had been decided not to define the terms "person” or "human being” in the Explanatory Report to the
Convention.

One expat was of the opinion that embryos came within the scope of the Convention and that, although the
definition of human being varied from one country to another in accordance with social, cultural, legal,
philosophical or religious traditions, the dignity of the embryo must be protected.

CDBI 29/11-3/12/93

The CDBI refared to the CDBFCO-RED, for consideration, the Secretariat proposal to amend the wording of

”

Atticle 1 as follows: "... guarantee everyone, without disarimination, respect for their integrity and other rights
and fundamental freedoms ..."

CORED 24-27/01/94

In accordance with the instructions of the CDBL the Working Party examined the Secretariat proposal to amend the
wording of Article 1 as follows:

"Patties to this Convention shall protect the dignity and identity of all human beings and guamantee everyone,
without disaimination, respect for their integrity and other rights and fundamental freedoms, with regard to the

application of biology and medicine".

The CDBECO-RED approved this amendment, and noted that this wording was more readable and that, while
mentioning the right to integrity, it did not give secondary status to other fundamental rights.

With regard to the Explanatory Report, the Working Party decided to incorporate the following ideas:

- the dignity of the human being must be respected from the earliest stage of life;

- however, it was for the legislation of each country to givea status to the embryo, where appropriate;

- mention should be made of the difficulty of defining the terms "human being” and "person” and the
consequent lack of a definition. In this connection, it should be recaled that the European Convention on
Human Rights also offered no definition.

CDBI 18-22/04/94

The CDBI slightly altered the French version of this Article, replacing the words "les autres droits et libertés
fondamentales" by "ses autres droits et libertés fondamentales".

Paragraph 23 (fomer paragraph 2) of the Explanatory Report would have to be revised by the CDBFCO-RED in the
light of the discussions in the plenary Committee. In particular, the sentence, "It was also observed that some
national laws spedfied the point at which they conferred the status of human being, while others did not" could be
deleted in order to obtain a generally agreed text.

CDBI 26-30/06/95

Having closely examined the proposed amendments to Article 1 and the responses suggested by the CDBEFCO-
RED, the CDBI decided to maintain the Article unchanged by 27 votes in favour, 1 against and 1 abstention.

The Explanatory Report would nonetheless be amended to reflect certain comments.
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Article 2 (Primacy of the human being)
CDBI 24-27/11/92

After disaussion, bearing in particular on whether the interests of the individual should take precedence over the
interests of society, the Committee decided to maintain this Article without change.

CORED 14-16/12/92

The Working Party considered that the expression "whenever the need arises" should be deleted and replaced by a
phrase making reference to the body with authority to propose the draffing of further protocols.

CDBI 27-30/04/93

The Committee accepted the content of this Article. Certain comments on the wording, which the Working Group
should examine, were however made, i.e.:

- speak of the "pre-eminence of the human being" instead of the "welfare of the human being";

CORED 1-3/06/93

The Working Party considered the comments made by the CDBIL

It decided first of all to maintain the expression "welfare of the human being" and not to replace it by "pre-eminence
of the human being". The experts noted that the term "welfare" was an ethical concept which in this context was

opposed to the term "ill", not the term "evil".

One expat obsaved that the welfare of the human being was the intended objective, while the term "pre-eminence”
placed human beings in relation to other species.

CDBI 6-9/07/93
The Committee accepted the first paragraph of this Article without amendment.
CDBI 29/11-3/1293

With regard to the first paragraph of Article 2, a delegate proposed transposing it to Article 14 (new Article 15)
which dealt with scientific research. This suggestion was explained by the fact that this paragraph was drawn from
Recommendation No. R (90) 3 concerning medical research on human beings. It therefore appeared desirable to keep
it in the research context. The CDBFCO-RED was instructed to study this proposal.

CORED 24-27/01/94

The Working Party studied the proposal made by a delegation at the December meeting of the CDBL which was to
transpose the first paragraph of Article 2 to Article 14 (new Article 15) which dealt with scientific research.

Participants noted that this Article was of a general nature and was not limited to the concept of research;
consequently, it was advisable to keep the Article unchanged.

CDBI 18-22/04/94

The CDBI kept the first paragraph of this Article virtually unchanged, merey reversing the order of the words
"sodety” and "science” in the first paragraph.

One participant nevertheless expressed doubts about the concept of the "interests” of the humean being, which were
to prevail over the interests of science and society, a concept which might cause confusion. The participant felt that
it was not in a person's interests to submit to non-therapeutic research. On the other hand, participation in such
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research, subject to certain conditions, was not contrary to human dignity. The delegate therefore proposed an
amendment of paragraph 1 of Article 2 to read: "The welfare and dignity of the human being shall prewail over the
sole interest of society and science”.

The CDBI, while recognising the value of this proposal, nonetheless decided not to take it up, so that the wording
of this provision matched that of the Declaration of Helsinki, from which it had been taken. The Committee
decided, however, to make it clear, in the Explanatory Report, that Article 2 was not intended to prohibit research
on healthy persons.

CORED 30/05-2/06/94

The Working Party questioned the Human Rights representatives, MM. Norgaard and Walsh, on the desirability of
authorising restrictions on the exercise of the rights set forth in the Convention for reasons relating to national
security.

They took the view that national security, which could no doubt justify restrictions on freedom of expression for
example, should hardly be included in a context concerned with the application of medicine and biology. They

considered that an explicit reference to national security in this context could giverise to abuse.

Following this disaission and taking into account the opinion expressed, the Working Party agreed to delete this
exception.

CDBI 26-30/06/95

The CDBI accepted the Working Party's proposal to divide in two former Article 2 of the draff Convention (see
DIR/JJUR (94) 2).

The CDBI approved the present wording of new Article 2.
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Article 3 (Equitable access to health care)
CORED 8-12/03/93

Following the proposals of one expeat and the decision taken at their previous meeting, the expats decided to
include an article concerning the obligation for Parties to the Convention to recognise equity of access to
applications of biology and medicine.

It was pointed out that the meaning conveyed by the Article was that the "resources” available in a given State
should be apportioned among individuals according to their needs, but that States were obviously not obliged to
meet everyone's demands.

CDBI 27-30/04/93
The following observations were made on this Article:

- Should one refer to "equitable access" or to "equality of access™! Most delegations were in favour of the
former.

- Should access cover all applications of biology and medicine (induding research) or rather diagnostic and
clinical applications only?

The Chairman noted the Committee's agreement with the principle and instructed the Working Party to look again
at its formulation.

CORED 1-3/06/93
The Working Party reviewed the wording of this Article, as requested by the CDBL

The expats laid emphasis on the fact that the meaning of the Article was not that everyone should systematicaly
obtain the benefit of the applications of biology and medicine when he so requested, but that it was necessary to
take account of everyone's needs. The Group wished to make clear that availability of resources had to be taken into
account.

Two alternative solutions were proposed for Article 4 (new Article 3), both of which employed the term "equitable
access" in accordance with the CDBIs wishes, avoiding the term "equality of access" which would mean that a
person would be entitled to have access to applications which he did not need.

The first alternative was drafied as follows: "Parties promote the principle of equitable access [for everyone] to
applications of biology and medicine".

The second alternative, which was finaly adopted, was the following: "Parties recognise equitable access to
applications of biology and medicine for health care with [due] regard to medical needs and available resources”.

The second solution had the advantage of making it clear that States were under no obligation to meet everyone's
demands.

The Working Party pointed out that the phrase "for health care” restricted the scope of this Article to preventive,
diagnostic and therapeutic interventions, thereby excluding research.

CDBI 6-9/07/93
The Committee agreed with the principle contained in this Article, but one delegation expressed doubts with regard

to the term "equitable access” and would have preferred the use of the exprssion "parties undertake to enable
everyone to bendfit equitably from applications..."
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One delegation emphasised that the phrase "en matiere de soins de sante" ["for health care'’] in the French version
was clumsily worded. It was suggested that it be replaced by "a des fins médicales”, ["for health care purposes"],
whidch was the phrase used in Recommendation No R (92) 3 of the Committee of Ministers on genetic testing and
screening for health care purposes.

These two questions were refared to the Working Party.
The Committee decided to delete the square bradkets around the word "due'.
CORED 27-29/09/93

The Working Party began examining this Article. The expets were divided over the appropriateness of either
alternative proposed. Some found the first version too theoretical and preferred the second, which imposed positive
obligations. Others, on the other hand, had doubts about the possibility of States "undertaking to enable everyone
to bendit..." since this would be an impossible commitment to meet.

The Working Party's attention was drawn to Articles 13 and 14 of Part I of the Social Chatter, according to which:
"anyone without adequate resources has the right to social and medical assistance" and "everyone has the right to
benéfit from social welfare services".

The Working Party instructed the Secretariat to try to combine these two altenatives in the wording of Article 4 and
decided to reconsider it at its next meeting.

CDBI 29/11-3/12/93

In the opinion of the participants, the following questions had to be answered before a form of words could be
adopted for this Article:

- was it necessary to formulate a general principle which in fact would constitute no more than a declaration
of intent, or was it desirable to adopt a provision which imposed genuine obligations on States?

- if the latter solution was preferred, would the obligation relae to the means employed or the result
obtained?

The CDBI leaned in favour of a principle which would be binding on States but agreed that there would have to be
an obligation as to the means employed. In othe words, States should make appropriate means available for the
achievement of the aim in view.

The Secretariat proposed the following wording for this Article: "Parties shall, according to conditions they shall
determine and taking into account medical needs and available resources, take appropriate steps with a view to
[providing] [promoting] equitable access to applications of biology and medicine". This proposal was a
compromise between the two variants set out in the previous drafi: the first variant provided for little more than a
prohibition of non-discrimination; the second variant enunciated what was practically an individual right. The
Secretariat proposal, without going so far as to recognise an individual right which would entail an obligation to
produce a certain result, formulated an obligation with regard to the means employed by requiring parties to "take
appropriate steps with a view to ..." The aim was to secure equitable access to applications of medicine and
biology. This wording was inspired by the Social Chatter recently adopted by the European Union.

One expat did not consider this wording satisfactory. In her view, it authorised a degree of disaimination, whereas
no disaimination should be possible.

Several participants indicated that they could accept the proposed wording. Some felt that the word "promoting”
was too weak; others considered "providing"to be too strong.

Some participants said that they would prefer the scope of the Article to be restricted to necessary medical services
only. The following wording was therefore proposed: "The necessary medical services must be available to everyone
on an equitable basis and in accordance with medical needs".
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Others thought that the concept of "necessary medical services” was impossible to define. Moreover, if necessary
medical services were to be understood as refaring to basic medical services, there would be an omission with
regad to all the other medical services.

Following this discussion, the CDBI decided:

- to refer in this Article to "medical services” (20 in favour, 2 abstentions) without listing them or limiting
them in any way whatsoever;

- to include a reference to "available resources” in the Article;

- considering that an indicative vote resulted in the expression of a preference for the term "providing” by 10
delegations, with 4 abstentions and none in favour of the term "promoting”, to instruct the CDBFCO-
RED to find an expression half way between "providing" and "promoting"

CORED 24-27/01/94

The CDBFCO-RED undertook a thomugh examination of this Article.

In accordance with the decision taken by the CDBI, the Working Party agreed that this Article should set out, for
the attention of States, an obligation to use their best endeavours to achieve the desired result.

A disaission ensued on the question whether the Article should be limited to "necessary medical services".

In one participant's view, the Article was to be undastood as meaning that the State should at least provide
necessary medical services on an equitable basis, since it concerned only services made available by the State.

Other experts objected to this proposal, either because the State, in their case, did not itsdf supply medical services

which were in fact financed by private insurance funds, while the State confined itself to establishing priorities, or
because the State did not define what was meant by necessary medical services.

It was also observed that the concept of "necessary medical services” was a difficult one to define, as the necessity
might cometo light only after the event.

The Working Party decided therefore not to refer to the concept of necessity, since what counted was that everyone
should have access to available medical services on an equitable basis.

One participant proposed replacing the term "medical serices"” by "health care” which was more predse.
In the wake of this disaission, the Working Party adopted the following wording for this Article:

"Parties shall take appropriate steps with a view to providing equitable access to health care taking into account
available resources and medical needs".

The CDBEFCO-RED thought that it would be wise to include the following points in the Explanatory Report:

- the purpose of the Article was not to recognise a personal or individual right. Rather, it affirmed an
economic and social objective which could not be used by individuals as a basis for legal action against
the State;

- it was necessary to lay stress on the restriction imposed by the reference to available resources, such
resources being those of the State, whereas the medical needs refared to were those of each individual;

- the Article was not aimed at meeting everyone's demands, but at applying a principle of justice in the light
of needs, and this did not rule out the possible existence of waiting lists, for example for organ
transplants.
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CDBI 18-22/04/94

The CDBI held a detailed exchange of views on this Article and on the corresponding part of the drafft Explanatory
Report.

One participant raised inter alia the question of co-operation between States, wondering to what extent this Article
applied to persons wishing to obtain health carein a State in which they were not resident and of which they were

not citizens.

The CDBI agreed that the obligation incumbent upon the Parties to provide equitable access applied within the
limits of their jurisdiction. The expats instructed the CDBFCORED to make this clear in the Explanatory Report.

Where the Explanatory Report was concerned, the CDBI decided, after an indicative vote (by 20 votes to 2), to
retain paragraph 47 (fomer paragraph 25) unchanged, in order to make it clear that Article 4 (new Article 3) did not
create individual rights.

The CDBI also agreed to replace the term "medical needs” by "health needs".

CDBI 26-30/06/95

The CDBI considered the CDBFCO-RED's proposal to include the idea that the care provided must be of
appropriate quality.

The CDBI agreed that it would be advisable to include this concept in Article 4 (new Article 3), so as to comply
with the spint of one of the Parliamentary Assembly amendments.

Regarding the terms of the Article, one delegation suggested rewording the text as follows:

"Parties shall take appropriate measures to secure, within their jurisdiction and having regard to health needs
and available resources, health care of appropriate quality according to its assessment"

The CDBI decided to reconsider the Article at its next meeting in order to adopt a final text.
CDBI 5-7/09/95

The CDBI disaussed the proposal to add the following words: "... equitable access to health care of appropriate
quality, having regard to its assessment". It conduded that the idea of assessment was already embodied in the
expression "of appropriate quality” and that the proposed addition was unnecessary. It therefore agreed on the text.
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Article 4 (Professional standards)

CORED 8-12/03/93

The Working Party decided to include an article in the Convention designed to ensure that a doctor cartying out an
intervention respects professional standards. In other words, the doctor must not only respect legal and technical
rules, i.e. the prevailing scientific standards, but also take into account the person undergoing the intavention and
therefore adapt the technique at his disposal to the requirements of the patient.

In this connection, the Working Party decided to include in the Explanatory Report on the Convention an
explanation of the phrase "professional standards", stipulating that the clinician providing treament should act in
accordance with the practice accepted at the time by a responsible body of medical opinion skilled in the particular
form of treatment in question.

CDBI 27-30/04/93

The Committee expressed its agreement with the principle enunciated in this provision: an intervention was not
admissible unless it met professiona standards (scientific and technical). In other words, the intervention was
subject to the twofold condition of competence and humanity.

The following remarks were made about the wording:

- It should be specified that the term "intervention" covered diagnostic, preventive, therpeutic, rehabilitation
and research interventions.

- What were the "relevant" professional standards: national standards or intemational standards?

- The provision concerned was aimed not only at doctors but at all health professionals. Should it also be
extended to non-professionals (pamllel medicine)?

CORED 1-3/06/93

In accordance with the wishes of the CDBI, the Working Party decided to make it clear in the Explanatory Report
that the term "intervention" covered diagnostic, preventive, therapeutic, rehabilitating and research interventions.

With regard to the "relevant" professional standards, the Working Party considered that both national and
international standards were applicable, in order to take account of different approaches in different countries.

The Working Party decided to include in the Explanatory Report the definition of "professional standards" whid it
had given in its previous report, stipulating that the clinician providing treatment should act in accordance with the
practice accepted at the time by a responsible body of medical opinion skilled in the particular form of treatment in
question. The intervention was therefore made subject to the twofold condition of competence and humanity.

With regard to the CDBIs thid comment concerning the question whether this provision should be extended to
nonprofessionals, the Working Party's reply was negative. On the other hand, it decided to point out in the
Explanatory Report that Article 3 (new Article 4) applied not only to doctors but to all health professionals.

CDBI 6-9/07/93
The Committee agreed on the principle expressed by this Article.

However, a delegation expressed doubts about the French version of the Article and proposed the following
wording: "Toute intervention en matiere de sante doit étre faite dans le respect des régles de déontologie et
conformément aux données acquises de la science et aux regles de conduite applicables en ['espece” (any
intavention in the health field must be caried out with respect for the rules of ethics and in accordance with the
prevailing scientific standards and the relevant rules of conduct).
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The Working Party was therefore instructed to revise the wording of the French version of this Article in the light of
the proposal put forward by this delegation.

CORED 27-29/09/93
The Working Party examined the wording of this Article in the light of a delegation's proposal.

The expats were not happy with the expression "régles de déontologié' ("rules of ethics"). Although this was a
well-known concept for some of them, it was not familiar to other delegations using French as a working language.
It was further pointed out that the expression was principally suggestive of the code of ethics for the medical
profession, whereas the Article had a broader application, covering all health professionals. Consequently, the
participants preferred the expression "obligations professionnelles" ("professional obligations") which seemed to
cover evety situation.

A majority on the Working Party was also against including the expression "in accordance with the prewiling
scientific standards," which seemed to be already included in "professional standards" and, moreover, did not
seem appropriate when applied to research.

On the other hand, the Working Party did base itsef on the proposal in altering the beginning of the sentence in the
French version.

The Working Party also amended the English version to bring it in line with the French version. It was noted that
the French expression "obligations professionnelles et régles de conduite" primarily imposed a duty to act on
professionals, while also suggesting how to act. The English expression "professional standards", however, did not
necessarily imply that the professional had to act. Participants therefore changed the English expression to
"professional standards and obligations", to include the notion of duty to act.
CDBI 29/11-3/12/93

The CDBI examined the wording proposed by the Working Party, as well as the Secretariat's proposal to replace the
phrase "obligations professionnelles et régles de conduite", in the French version, by "normes professionnelles".

Several delegations expressed a preference for the expression "normes professionnelles" (standards) which they
considered broader in scope than "obligations". The same expats thought it necessary to esteblish clealy the
twofold dimension of any intervention:

- firss of all, the intervention had to conform to scientific and technical criteria, and the
professional/practitioner had to act on the basis of technical knowledge and know-how: the “prevailing

",

rules";

- secondly, the intervention had to be cariied out in a humane manner. The practitionar should adapt his
appmach to the patient, as each case was unique. He had to take account of the ciraumstances and
personality of his patient.

In the opinion of the delegations in question, these two requirements in respect of any intervention were not fully
covared by the term "obligations professionnelles". In addition, it was noted that the exprssion "normes
professionnelles" was the exact translation of the English term "professional standards". In reply to an objection
concerning the supposedly written nature of a standard, it was stated that a standard was not necessarily set out in
written form.

Other participants expressed doubts about the French term "normes", as in their view it implied a measure of
"automaticity" which was precisely what it was wished to avoid.
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In condusion, the CDBI decided to supplement the existing wording of the French text, through the addition of a
reference to "nomes professionnelles™ Toute intervention en matiere de santé doit étre effectuée dans le respect des
normes et obligations professionnelles et des régles de conduite applicables en l'espéce” (Any intervention in the
health field must be caried out in accordance with relevant professional standards and obligations).

The Committee also agreed that this Article should apply only to health-care professionals. It did not apply to non-
professionals who were called upon to provide care for example in emergency situations.

CORED 24-27/01/94

The CDBI-CO-RED kept the wording of this Article unchanged but made the following observations for the
purposes of the Explanatory Report.

One participant noted that, in the French version, the phrase "normes et obligations professionnelles" refared to the
texts to which the practitioner was obliged to conform, whereas "régles de conduite" extended the practitiona’s
obligation by requiring him to be humane in his behaviour and to establish a genuine relaionship with his patient.
In other words, the Article covered both written and non-written rules.

The Working Party decided to makeit clear that the term "intervention", in the context of this Article, meant any
act carried out on a person for health purposes, thus covering diagnosis and thempy as well as research and
prevention.

The CDBECO-RED recaled that this Article applied only to health professionals. It did not, therefore, concern non-
professionals who might be called upon to provide care in emergency situations.

Participants felt that practitioners had a twofld obligation: to act as a reasonable practitionear would act in the same
ciraumstance and to take account of the patient's rights.

The CDBFCO-RED noted that there might be a conflict of duties explaining why a health-care professiona did not
respect a particular professional standard, but he should then be prepared to justify his conduct and explain the
reasons which had led him to ignore the standard in question. By way of example, the Working Party refared to the
case of a doctor who, in particular cirmamstances, would not communicate all available information to his patient,
thereby failing to comply with the obligation imposed on him by Article 12 (new Article 10) of the Convention, in
the interests of the patient himself.

Mention was also made of the disdosure of information to third parties without the patient's consent, if for instance
the latter was cartying an infectious disease. In this connection, the expats stressed the fact that national customs
varied and that it was important to respect them.

One participant emphasised that professional standards and obligations were by definition evolutionary in nature,
and that they were therefore subject to new devdopments.

CDBI 18-22/04/94

The CDBI decided to specify in this Article that the word "intevention" also encompassed research; it amended the
Article accordingly.

One participant proposed the addition of a new article dealing with the conscience clause. It was pointed out that a
vote had been taken on this question at the November 1992 meeting, when it had been decided not to include such
a clause. In another vote (2 votes for, 18 against and 4 abstentions), the CDBI rejected the proposal.

CDBI 26-30/06/95
The CDBI studied this Article, which had not been amended by the CDBFCO-RED. In particular, it re-examined

the proposal to introduce a refaence to the general clause of conscience into the draff Convention. Certain
delegations recognised the expediency of such a clause in respect of spedfic acts and under certain conditions, but
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viewed a general clause as inexpedient. The CDBI was opposed to its inclusion (5 votes in favour, 22 against, 2
abstentions).
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CHAPTER II- Consent
Article 5 (General rule)

CORED 9-12/11/92

The Working Party decided to draft a general article on the need for consent.

The requisite consent had to be free and informed. The experts stressed that qualification "informed" encompassed
the concept of specific consent. There was therefore no need to mention it. Furthermore, one expet added that if
express consent were required, this would exclude implicit consent. It seemed difficult to demand express consent
for every medical act.

The second sub-paragraph laid down the patient's right to withdraw his consent at any time. This wording had been
preferred to another version which required the doctor to stop the intervention when the patient asked him to do so.

One expat pointed out that consent under any form should be required for all interventions on a person and hence
his tissues, even when these had been removed and were no longer attached to the person, for example tissues which
were left over after an operation. The Working Party felt that this last proposal should be re-examined.

CORED 14-16/12/92

The members of the Working Party observed that there were exceptions to the principle of consent even where the
person concerned was capable of understanding, for instance in cases of compulsory psychiatric treatment.

The Working Party decided to mention this exception in the Explanatory Report on the Convention, and with a
reference to the Hawaii Declaration of the World Psydiatric Association of 10 July 1983.

CORED 8-13/03/93

The Working Party adopted this Article, albeit with the replacement of the phrase "in the medical or biological
field" by "in the health field". 1t read as follows: “No intervention may be carried out in the health field without
the free informed consent of the persons undergoing it. The persons concerned may fredy withdraw consent at
any timé’.

The Co-ordinator drew the Working Party's attention to the corresponding Article in the Protocol on medical
research, which called for informed, free, express and spedific consent.

Other experts observed that it was not desirable to require express and specific consent for all interventions in the
health field, although this requirement - which provided supplementary protection - appeared to be well-founded in
the research field, especially when the research did not directly benefit the person undergoing it.

They considered that there was no conflict between the Convention and the Protocols, but that the latter could be
more rigorous.

The Working Party considered amendment N° 7 by Dr Palacios, but it was obsaved that, in the field of
epidemiological research in particular, the requirements in question might not necessarily be respected. However, the
Explanatory Report could explain what was meant by "free and informed consent" and point out inter alia that the
information should be presented in intdligible terms to the person required to give his consent.

CDBI 27-30/04/93

- First paragraph

The Committee expressed its agreement with the principle of free and informed consent.



-25-

Dr Palacios, the Assembly's representative, thought that the Explanatory Report should be more explicit about the
concept of "informed" consent and the content of the information to be given.

One delegation suggested also using the expression "express consent". Other delegations pointed out that the
doctor/patient relationship should not be made too juridical: it was impossible to require a document for each of the
many acts of everyday medicine.

The Chairman noted that the Committee was in favour of emphasising the need for appropriate information. What
mattered was that the information should be provided; its form was of less importance. However, written
information might be required by the law in the case of some acts of special importance.

- Second paragraph

Dr Palacios reiterated his remarks concerning the phrase "withdraw his consent at_any time". In a number of cases it
was impossible to interupt an intevention already under way without detriment to the patient's health. He therefore
proposed deleting the words "at any time". Another delegation suggested saying "at any reasonable time'.

Other delegations considered that the phrase "at any time" was useful in a general provision for emphasising that the
patient retained his freedom of choice throughout an intervention. Naturally, the doctor would not have to interupt
an intervention already begun if the interruption would be prejudicial to the patient's health, as implied by Article 3
concerning the relevant professional standards.

The Committee decided to keep the second paragraph unchanged and instructed the Working Party to include the
necessary particulars in the Explanatory Report.

CORED 1-3/06/93

In accordance with the instructions of the CDBI, the Working Party decided to claify the term "informed" in the
Explanatory Report, by indicating that the information given should stress the advantages and drawbacks of the
proposed treatment and the existence of any alternative treament, so that the person could give his consent with full
knowledge of the facts.

The Working Party then carefully considered the comments of a delegation on the need for written consent, but it
considered that written consent did not always provide the greatest protection for the individual's rights and that the
possibility of such consent should meredy be mentioned in the Explanatory Report.

CDBI 6-9/07/93

The Committee accepted this Article without amendment.

One expat observed, however, that doctors sometimes did not give their patients all available information before
cartying out an intervention.

Another expert took the view that the information supplied to the patient could in some cases be limited, but that
this did not impair the terms of consent.

The majority of Committee members, however, were of the opinion that the information should be as
comprehensive as possible inter alia deal with the consequences of the intervention, including the possibility of

failure.

Lastly, it was observed that the case of compulsory vaccinations which might be caried out without the consent of
the person concerned was covered by the reference to public health in the second paragraph of Article 2.

CORED 24-27/01/94
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In accordance with the decision taken by the plenmary Committee at its meeting in July, the CDBFCO-RED
maintained this Article without amendment. It was suggested that Articles 5 to 10 (new Atticles 5, 6, 7, 8, 9 and
17) be incorporated in a single chapter dealing with consent issues.

With regard to the Explanatory Report, the following observations would have to be taken into account:

- the adjective "informed" should be understood to signify that the information provided should include all
the elements which could influence the person's choice, including where appropriate the alternatives to
treament and the risks of failure. Such information need not therefore be exhaustive but it had to be
relevant. The information "mix" could vary in relaion to the individuals concerned. In some cases, it
could be supplemented by written information;

- it would be worthwhile in this context to esteblish a link between Article 5 and Articles 2 and 3 (new
Atticle 26); in other words, to look at cases where the person's consent to an intervention need not be
obtained;

- it might be a good idea to refer to the Explanatory Reports on the various texts prepared by the CAHBI
whidh contained a clause relating to consent, in order to chedk their contents;

- it was not worth mentioning the future protocols to the Convention in this context.
CDBI 18-22/04/94
The CDBIl retained this Article as it stood.

The experts agreed to add a paragraph to the Explanatory Report desaibing the different forms that consent might
take

CDBI 26-30/06/95

The CDBI held a detailed discussion of this Article. In particular, several delegations stressed the need to claify the
concept of "informed consent" by spedfying the content of the information to be given to the person concerned.

Certain delegations felt that it would be useful to make it plain in the wording that the Article set forth a general
principle nevertheless subject to exceptions.

Others did not consider this legaly expedient because the Articles derogating from Article 6 (new Article 5)
immaediately followed it, and furthermore because it would be inappropriate for restrictions to appear in the text of
the Article itsdf. The Committee agreed to take up a suggestion aiming to collect all the relevant Articles in a
Chapter dealing with consent, Article 6 (new Article 5) being entitled "general rule”. The Convention would
thereby gain in readability, and Article 6 (new Article 5) would not need to specify that there were exceptions to the
general rule which it contained.

After this disaussion, an altemnative version of Article 6 (new Article 5) incorporating the terms suggested by
another delegation was proposed:

"An intervention in the health may only be carried out after the person concerned has been given appropriate
information as to the purpose and nature of the intervention, its consequences and risks, and after the person has
given free consent to it".

The CDBI decided to examine at its next meeting a new Secretariat wording based upon this latter proposal.

The CDBI also considered the Parliamentay Assembly proposal that Article 6 (new Article 5) stipulate the
condition not only of free and informed, but also of express and specfic, consent. The CDBI agreed with the
Assembly that this stipulation was necessary for certain interventions, in particular research and removal of organs
and tissues. The condition of express consent would on the other hand obstruct daily medical practice as consent
was always implicit for many routine medical procedures such as taking temperature, blood pressure and so on. As
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for the stipulation of specific consent, the idea was conveyed in the proposed reformulation of the Article with the
emphasis on information to the person concerned. However, since its coverage of all types of intaventions gave
Atrticle 6 (new Article 5) a very wide scope, the CDBI agreed to retain the wording of the Article without
mentioning the condition of express and specific consent which would, however, be stipulated where necessary, eg.
for research and organ transplantation.

CDBI 5-7/09/95

In the first paragraph of this Article, the Committee considered it preferable to refer to "free and informed" consent,
whidh is theusual expression, even though the second paragraph deals with informing the person whose consent is
required.

With regard to the second paragraph, some delegations thought that the substance of the information to be given to
the person concerned should be detailed in the text of the Convention. It was thus proposed by a delegation that the
paragraph should be reworded as follows: "This person shall be informed beforehand the elements which may
influence his or her decision as to the purpose and nature of the intervention as well as its consequences and risks,
including therisks and consequences of refusing the intervention”.

Several participants pointed out that the expression "all the elements which may influence his or her decision"
implied a subjective judgement of what was important to the person concerned and would be difficult to apply in
practice. They added that, not only was it difficult to itemise all data without forgetting any, but such itemisation
might have the effect, as was sometimes the case in North America, of encouraging defensive medicine, consisting
of a multiplicity of acts designed to guard against any liability suits.

In the end, 26 delegations voted in favour of the expression "appropriate information” and 3 against.

By 19 votes to 2 with 8 abstentions, the CDBI also decided not to include in the text of the Convention the phrase
"induding the risks and consequences of refusing the intervention". It was agreed, however, that the Explanatory
Report might specify that the information to be supplied to the person whose consent to the intervention was
required included not only the data expressly mentioned in the Article but also the risks and consequences of refusal
of the intervention, as well as any alternatives to the intervention. With regard to the risks of the intavention, the
information supplied should cover not only the risks inherent in the type of intervention envisaged but also
individualised risks (ie risks due to the person's characteristics such as his or her age or the existence of other
pathologies).

A delegation emphasised that the information supplied should be comprehensive, objective, intdligible and
understood. Other participants considered that the requirement of comprehensive information was unrealistic if
"comprehensive" meant "exhaustive”. On the other hand, they emphasised the importance of such information being
given in the context of the doctor-patient relationship, as the provision of information in writing was not usualy a
substitute for that relationship. Such a requirement enabled the patient to ask the practitioner to provide further
details, if he or she so wished.

After these amendments, the CDBI agreed on the text.
CORED 24-26/04/96
An expert proposed adding the words "in particular” in paragraph 2, which would thus read as follows:

"This person shall beforehand be given appropriate information, in particular as to the purpose and nature of the
intervention as well as on its consequences and risks".

The CDBEFCO-RED noted that it had no mandate for amending Article 6 (new Article 5), which had already been
adopted, and decided to keep the Article in its present wording. It nevetheless envisaged specifying in the
Explanatory Report that the items of information mentioned in Article 6 (new Article 5) were not exhaustive and
that informed consent might entail the provision of additional items, according to circumstances.
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Article 6 (Protection of persons not able to consent)

CORED 9-12/11/92

The Working Party then examined the situation of persons who were legaly incapacitated. This concerned three
categories of people: minors, adults who were under legal constraint and mentally disabled adults.

Domestic legislation should provide a substitute decision-making mechanism as well as specific measures for these
categories.

One expat proposed that this Article include persons who were materially or moraly dependent. However, other
participants felt this was not necessary.

The Working Party added a second subparagraph stating that the consent of minors was required if they were
capable of undastanding. The proposal to add the term "also” before "be required” was rejected because some
experts said that in some cases the minor's own consent would be adequate. In any case the States could provide
additional protection here

The wording of the whole Article was only provisional and could include other aspects.
CDBI 24-27/11/92

With regard to Article 6, paragraph 2, the majority of the Committee was prepared to accept the idea reflected in this
provision provided the provision was reworded. The delegations put forward proposals to this effect, which the
Working Party would take into account. One delegation suggested inter alia that Article 6 paragraph 2 be worded as
follows: "In any case if the minors are capable of understanding, their consent must be sought, without prejudice
to the option Parties have of stipulating that, in some cases, such consent must be obtained".

CORED 14-16/12/92

The Working Party examined the proposal made by a delegation at the last CDBI meeting concerning Article 6,
paragraph 2.

The expats noted that with regard to minors, two ideas should be stated. Wherever possible, the minor should be
involved in the decision-making process, in other words consulted. Furthermore, in certain cases, to be prescribed
by national law, the minor's prior consent to the intevention should be obtained for it to be permissible This
second eventuality would depend in particular on the type of intervention and the minor's age and ability to
understand. One participant stressed that for the intervention to be permissible, the minor must not have objected to
it.

In this connection, the Secretariat was instructed to keep the Working Party informed of progress in the activities of
the Working Party of the Committee of Expats on Family Law (CJFA) responsible for preparing a draft
Convention on the exercise of rights by persons below the age of 18.

At a more general leve, the Working Party noted that two different situations should be distinguished in Article 6:
persons incapable of understanding and persons momentarily or more lastingly deprived of their judgement by a
ciraamstance such as a coma The Working Party considered it expedient that the Explanatory Report to the
Convention should clealy indicate the relevance of Article 6 to both these situations.

As to presentation, the expats suggested reversing the order of Articles 5 and 6 to make it clear that the Article
concerning emergency situations also applied to legally incapacitated persons.

CORED 8-12/03/93

The Working Party listed the categories of persons for whom an exception to the general principle of free and
informed consent should be allowed.
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In this connection, and in line with the suggestions made by Dr Palacios, mention was made of legaly
incapacitated persons, that is to say minors and adults recognised as lacking legal capacity, as well as adults who,
though legally capable, are incapable of undastanding.

The Working Party decided that interventions could be caried out on such persons only under protective conditions
provided for by national law, conditions which included the consent of the lega representative of the person
concerned or of a competent authority.

The expats added another condition, namely that the intervention should directly benefit the person concerned.

The Working Party then considered whether or not an exception to this condition should be authorised; in other
words, should interventions be authorised, under certain conditions, on persons incapacitated in law or in fact, when
they would derive no direct benefit therefrom? It was pointed out that the authorisation of interventions only in
cases of direct benefit to the persons concerned would exclude non-therapeutic research on those persons as well as
the removal of organs, while for the time being the Protocols under preparation did not prohibit such interventions
but laid down guidelines for them.

Conversely, one expat cited Article 7 of the International Covenant on Civil and Political Rights which provides
that no one shall be subjected without his free consent to medical or scientific experimentation. The expat recaled
that, in the preparatory documents of the Covenant, it had been proposed by that means to ban non-+therapeutic
research on minors.

The Working Party decided to refer the question of principle to the CDBIL should non-thempeutic research and
removals of organs be authorised in respect of legaly incepacitated persons and persons who, though legaly
capable, are incapable of understanding?

The expats decided that the third paragraph of Article 6 should stipulate that the legaly incapacitated persons
refared to in the first paragraph, who were not able to give their consent, should nevertheless be involved, as far as
possible, in the consent procedure. That meant, for example, that it would be necessary to explain the intervention
to the person who was to undergo it and to obtain his/her opinion, even if it was not the deciding factor. The
Explanatory Report could point out that this was desirable irrespective of the strict legal position.

The Working Party decided that adults who were capable of undestanding, though legaly incapacitated, should be
required to consent to the intervention in order for it to be able to take place, as a means of ensuring respect for the
principle of personal autonomy.

Lastly, the participants stressed that the consent of a minor should incrasingly be taken into consideration as he
advanced in age and capacity of understanding, in accordance with Article 12 of the United Nations Convention on
the rights of the child.

CDBI 27-30/04/93

- First paragraph

The Committee agreed to keep the three categories of legaly incapacitated persons refared to in this provision:
minors, legally incapacitated adults and de facto incapacitated adults.

The following observations were made

- A delegation thought that the third category (de facto incapacitated adults, ie those unable to understand
and take a decision) should be divided into two sub-categoties, viz:

3a persons permanently incapacitated (eg persons suffering from senile dementia);
3b. persons temporarily incapacitated (eg road traffic victims who lost consciousness);

- The same delegation also suggested using the word "assent"” instead of "consent"” in the case of minors.
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- Another delegation thought that this provision was unwieldy as it covered widdy differing categories of
incapacitated persons and enunciated several conditions. The delegation suggested treating the different
categories of incapacitated persons separately.

- Another delegation thought that the legal representative's consent should be expressly mentioned, as the
implicit reference "protective conditions approved by national law" was not sufficient.

- Second paragraph

This latter delegation felt that the consent condition should be supplemented by a reference to the protective
conditions approved by the law.

The Committee approved the substance of the other provisions of Article 6 and instructed the Working Party to
consider the possibility of dividing the Article into several articles.

CORED 1-3/06/93
The Working Party considered the various proposals made at the CDBI meeting.
The experts decided to divide Article 6 into two articles for the sake of easier readability and, hence, accessibility.

With regard to the terminology used and as far as de facto incapacity was concerned, the Working Party agreed with
the Co-ordinator that the phrase "persons who, though legally capable, areincapable of understanding"” was vague.
The expats therefore decided to use the phrase "persons who, though legally capable, have a reduced capacity of
understanding".

With regard to the proposal of a delegation to divide the category of persons suffering from de facto incapacity into
two sub-categories (persons temporarily or permanently incepacitated), the Working Party decided to refer that
question to the CDBI for a decision on the desirability of making such a distinction in the actual text of the
Convention.

The same delegation also proposed that the term "assent” should be used instead of "consent” in the case of minors.
One expat supported that idea because he did not think it desirable for the term “consent”, which referred to free and
informed consent, to be applied to minors and incapacitated adults. The same expat thought that the term
"consultation"” would be even more appropriate in the case of minors. Another expat, however, considered that the
idea conveyed by the term "assent” was contained in the third paragraph of Article 6 and the second paragraph of
Atticle 7, but that the word "consent” was more appropriate

The Working Party endorsed the latter opinion by majority and accordingly decided to retain the term “consent”.

The Co-ordinator observed that the current wording left unsolved the problem of the conflicting wishes of a minor
and his legal representative. In other words, what happened when a minor capable of undestanding gave his consent
to an intervention, while his legal representative refused, or vice versa?

While noting the relevance of this remark, the Working Party took the view that only national legislation could
resolve any such contradiction.

With regard to a delegation’s position that the legal representative's consent should be expressly mentioned in the
first paragraph of Article 6, the Working Party considered that this was not necessary and that it was sufficient for
this point to be mentioned in the Explanatory Report.

The Working Party went on to examine a contradiction between the second paragraph of Article 6 of the Convention
and the Protocol on organ transplantaion. Indeed, Article 6 of the Convention required that interventions on
incapacitated persons should be carried out for their direct benefit. Exceptions to the principle of direct benefit were
possible only when the risk incurred by the incapacitated person was a minimal risk
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On the othe hand, the Protocol on organ transplantation authorised the removal of organs from incapacitated
persons. However, removal was an intervention which was carried out for the benefit not of the incapacitated donor
but of the recipient, and which frequently entailed, for the donor, a greater than "minimal risk” (if only because of
the general anaesthetic which was often necessary).

The Working Party therefore decided to reword the Article to take account of this contradiction between the
Convention, which required that interventions not directly benefiting the incapacitated person should present only a
minimal risk, and the Protocol on organ transplantaion which authorised an incapacitated person to act as an organ
donor despite a greater than minimal risk.

However, the Working Party disagreed with the Protocol on organ transplantaion which authorised removals from
legally incapacitated persons under certain conditions but required no close personal or family relationship between
the incapacitated person and the recipient, since the transplantaions concerned were of bone marow or other
regenerative tissues.

The Working Party decided therfore to adopt a form of words restricting the possibility of remova from
incapacitated persons to cases where the recipient was a close relation or friend of the incapacitated person. The
CDBIwould therefore be required to take a decision on the question whether a removal from an incapacitated person
could be carried out for the benefit of any recipient or whether the latter should be a close relaion or friend of the
incapacitated person.

The new wording adopted specified the cases where the condition of direct benefit could be waived, namely cases of
research and organ transplantation.

The Working Party accordingly expressed itself in favour of the following text for the second paragraph of Article 6:

"Exceptionally, for research purposes in the health field representing a minimal risk or burden for the individual
or for purposes of transplantation of regenerative tissues between close relations and friends, national law may
authorise non-benefidal interventions on incapacitated persons, in cases where there is an overriding interest,
provided that sufficient protection is guaranteed and that there is no possible alternative subject nor any equally
effective alternative method".

With regard to the thid paragraph of Article 6, the Working Party favoured the replacement of the word "should"” by
"shall”, since the conditional mood was sufficiently expressed by the phrase "as far as possible”.

CDBI 6-9/07/93
The CDBI accepted the first paragraph of Article 6 without amendment.
With regard to the second paragraph, the following problems arose.

First of all, the members of the CDBFCO-RED had expressed the view that the removal of an organ from an
incapacitated person should only be caried out for the benefit of a close relation or friend. However, this position
was at variance with the provisions of the Protocol on organ transplantation, Article 6 of which laid down no
requirement of a relationship between an incepacitated donor and a recipient, since the transplantation concerned
regenerative tissues.

The Working Party had therefore refared to the CDBI the question whether a removal from an incapacitated person
could be carried out for the benefit of any recipient or whether the latter should be a close relaion or friend of the
incapacitated person.

The Committee decided by 14 votes to none, with 5 abstentions, to allow such a restriction.
However, a debate ensued on the scope of the restriction: should there be a close personal or family relaionship

between the incapacitated donor and the recipient, or should the restriction be ever narower, requiring a family
relaionship between the two persons concerned?
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Thirteen delegations were in favour of the requirement of a close personal or family relationship; 7 were in favour of
a family relationship exclusively and there were 2 abstentions.

In the text of the Convention, the phrase "close relations and friends" was therefore replaced by "persons having
close personal or family relations".

Secondly, some delegations wondered about the concept of overiding interest which justified the application of
national law.

With regard to research, it was obsaved that this concept limited non-therapeutic research on incapacitated persons.

Another delegation felt that, while the concept of overriding interest was understandable in relation to research, it
was less clearly relevant to the subject of organ transplantation where there was always an altmistic interest in
improving the state of health of another person.

In order to claify this expression in relation to organ transplants, it was decided to include in the Explanatory
Report the text of the thid paragraph of Article 9 of the Protocol on organ transplantation which required that no
organ should be removed when therisk to the health of the donor was disproportionate in relaion to the expected
benefit to the recipient, and to make it clear that, in the case of incapacitated donors, the proportiondity rule
required the expected benefit to the recipient to be particularly great.

Thidly, with regard to the stipulation that there should be no possible altenative subject, the addition of a
claifying phrase was suggested: "no possible alternative subject possessing full legal capacity".

Fourthly, one delegation proposed insating the phrase "or group of subjects" after "another subject”.

Finaly, the CDBI accepted a proposal to change the textual position of the third paragraph of Article 6, making it
the first paragraph of Article 7 (Consent of incapacitated persons).

The Co-ordinator reminded the CDBI of the comment he had made at the meeting of the Working Party, namey
that the curent wording of Article 7 left unsolved the problem of the conflicting wishes of a minor and his legal
representative.

In this connection, the CDBI accepted the position of the Working Party which, while noting the relevance of this
remark, had taken the view that only national legislation could resolve any such contradiction.

However, several delegations considered that it would be necessary to explain in the first paragraph of Article 6 that
the protective conditions approved by national law included the consent of the legal representative.

Other experts observed that not all countries allowed legal representation for all the cirmamstances envisaged by the
Article.

In order to emphasise the fact that protective conditions applied to consent, one delegation proposed the following
wording for the new first paragraph of Article 7 (former third paragraph of Article 6): "The individual undergoing
the intervention shall, as far as possible, be involved in the consenting procedure under protective conditions
approved by national law" The delegation in question felt that the protective conditions refared to in the first
paragraph of Article 6 would concern cases where an intervention could be cariied out on an incapacitated person,
whereas in Article 7 they would concern consent and would cover the consent of the legal representative, where
necessary.

The Co-ordinator proposed an alternative solution, namely the insation of the following additional paragraph in
Atticle 7: "National law shall determine the conditions of consent applicable to incapacitated persons."

Other experts favoured keeping the text unchanged.



-33-

The CDBI decided therefore to return to this question at its next plenary meeting in order to give delegations time
to consider the problem. However, the Working Party would examine the problem at its September meeting, and
for that purpose delegations were invited to transmit any suggestions to the Secretariat.

With regard to the second paragraph of Article 7 concerning the consent of minors, several delegations considered
that the criterion of the seriousness of the intervention should be added to that paragraph: in other words, the more
serious the plamed intervention, the greater should be the requirement of the minor's consent. A vote was taken and
the result was six delegations in favour of adding this criterion, five against and eleven abstentions. Accordingly,
the CDBI referred the question to the Working Party for more detailed consideration.

CORED 24-27/01/94
The first paragraph of this Article remained unchanged in accordance with the decision of the CDBL

With regard to the second paragraph, the Secretariat wondered about the merits of the proposal to authorise the
removal of regenerative tissue from an incapacitated person for the benefit of a person with whom he had merdy
close personal relaions. Would it not be more desirable to limit the exception to cases where ther was a family
relaionship between the incapacitated donor and the recipient? The exatt scope of the exception on behaf of a
recipient having close personal relations with the donor was not very clear.

Other participants recalled the decision taken by the plenary CDBI at its July meeting, when it had expressed itself
in favour of the requirement of a close personal or family relationship.

The Working Party reworded this paragraph in order to make it more readable without, however, altering its
meaning. Account was also taken of the suggestion made by one delegation at the July meeting, which was to
insat the phrase "or group of subjects” after "another subject”; the new wording for the paragraph concerning
research on incapacitated persons used the expression "other subjects possessing full capacity”.

The Working Party considered the alternative proposals put forward at the plenary meeting in July, one of which
was to insat the phrase "under protective conditions approved by national law" in the first paragraph of the Article,
while the other called for the insertion of the following additional paragraph in the Article: "National law shall
determine the conditions of consent applicable to incapacitated persons".

The members of the Working Party considered that it was sufficient for the first paragraph of Article 6 to refer to
protective conditions prescribed by national law, as those conditions included, where appropriate, the consent of the
legal representative or the authorisation of a court. The Working Party did not therefore see any need to add this
condition to Article 7 (Consent of incapacitated persons).

The CDBI had asked the CDBICO-RED to consider the advisability of adding the criterion of the seriousness of
the intervention to the paragraph concerning the consent of minors.

The Working Party examined this question, but agreed that the criterion concerned was already implicitly covered
by the text and that it was not necessary to spell it out.

The experts also disaussed whether the term "consent” was appropriate in relation to a minor. One expert noted that
the text was concerned with the legal effects of such consent.

Following this exchange of views, the Working Party decided to retain the expression "the consent of minors", as
the term "consent" carred the twofold connotation of assent or refusal.

The CDBFCO-RED also looked at the observations submitted by a representative, concerning Articles 6 and 7.

With regard to thetitle of Article 7, the Working Party noted that the problem would be solved if Articles 5 to 10
were grouped together in a single chapter entitled "Consent issues".
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Regarding comments on the consent of the legal representative and the authorisation of a coutt, the expats obsaved
that the situation was covered by Article 6 paragraph 1 which refared to "protective conditions approved by
national law'"

Lastly, at the suggestion of the Secretariat, the CDBFCO-RED reversed the order of the second and third paragraphs
in order to graduate the effects of the opinion of incepacitated persons. Thus the first paragraph required the
individual to be involved. The second paragraph made the consent of minors an increasingly determining factor and
the third paragraph established the consent of legally incapacitated adults who were capable of undestanding as an
essential requirement.

CDBI 18-22/04/94

The CDBI agreed on the content of this Article and slightly amended its wording, replacing the phrase "national
law may authorise" by "in accordance with national law", in thus avoiding the implication that a formal law is
necessary.

One delegation pointed out that the words "un risque et une charge minimaux” in the French text were slightly
clumsy, and proposed that they be replaced by "un risque négligeable et une contrainte minimale". This proposal
was refared to the CDBFCO-RED to be studied in detail, the criteria of "risque minimal” and "risque négligeable”
seeming at first sight not to be identical.

The CDBI agreed on the substance of this Article, but amended the French version of the text, replacing the phrase
"étre impliquée dans la procédure de consentement" by "étre associée a la décision".

CORED 30/05-2/06/94

The CDBECO-RED examined the expression "where there is an overriding interest” in the second paragraph of
this Article. Participants agreed that it was less than clear and could give rise to confusion. It was therefore decided
to replace it with the phrase "where a significant benefit may be derived", which had the advantage of being more
spedfic and of having been used in other intemnational texts.

With regard to research, the expats considered the question whether one of the criteria for the authorisation of
research should be the existence of a “minimal risk” or rather a “negligible risk”. The Working Party decided that,
in the case of non-beneficial research on incapacitated persons, the strictest criterion should be selected in order to
ensure the protection of such persons. The Working Party consequently adopted the concept of “negligible risk”.

CDBI 27/06-1/07/94

The CDBI examined this Article in thelight of the comments submitted by a delegation. This delegation drew the
Committee's attention to the following problems:

- the expression "legally incapacitated persons” gave rise to problems because it was difficult to find a
corresponding term in German and there seemed to be a risk of confusion between incapacitated persons
and handicapped persons, which could include physically handicapped persons as such. It was therefore
proposed that it be replaced by "persons who have no legal capacity to give consent”. The Secretariat
supported this proposal: the notion of incapacity being relaive (minors, for example, were legaly
incapacitated for a contract of sale of real estate, whereas they might be considered to be capable for certain
transactions in personal or family life), the type of incapacity concerned should be stated. In the opinion of
several delegations however, it was necessary to maintain the two notions of legal and de facto incapacity.

- the principle in research should be that research could be undertaken on an incapacitated person only if a
direct personal benefit for this person was to be expected. The exceptions to this principle must strictly set
the conditions for the protection of the incapacitated person;

- the value of research which did not directly benefit the incepacitated person should clealy appear in the text
of the Article. In other words the Article should state that in the case of research which was not for the
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direct benefit of the incapacitated person, significant benefit for the group of persons to which he or she
belongs must be expected. This clarification would strengthen the protection of incapacitated persons.

- it would be desirable to combine Articles 6 and 7 into a single article, in order to bring together the
provisions relating to the incepacitated person's consent and the conditions relating to his or her protection.

It was also pointed out that the present draft did not deal with the question of objection by the incapacitated person,
whereas Recommendation R (90) 3 of the Committee of Ministers stated in Principle 5, "... national law may
authorise research involving a legally incapacitated person whidh is not of direct bendfit to his health when that
person offers no objection...".

The CDBInoted these comments and admitted their pertinence. The Committee decided for the time being not to
amend the Article, but to disauss it again in detal at its next meeting, after the necessary consultations. It was
therefore agreed to put several parts of this Article between bradkets in order to draw attention to the fact that the
wording of this text was still provisional. A footnote would give the necessary explanations.

CDBI 26-30/06/95

The CDBI examined the Article, completely rephrased by the CDBFCO-RED. It approved of the Working Party's
decision to set the question of consent apart from that of research and organ transplantation. The CDBI also agreed
that it was advisable to include one paragraph concerning minors and another concerning adults unable to consent,
thereby enhancing the claity of the text.

The CDBI agreed that the incapacity to which this Article refared should be undestood as relaing to a given
intervention. This was in line with the preoccupation that only for acts genuinely necessitating it should a person be
deprived of his self-determining capacity (see condusions to the 3rd European Conference on Family Law, April
1995). The Committee nevertheless took into account the diversity of legal systems in Europe: while in some
countries the inability to consent must be verified for every single intervention, therules in force in other states were
founded on the institution of legal incapacity, ie. a declaration of a person's incapacity with more or less general
effect (according to the legal incapacity technique, a person may be declared incapable of consenting to one or more
classes of acts).

As the Convention's aim was not to institute standard European legal rules on incapacity but to protect persons
designated by domestic law as unable to consent, reference to domestic law for the detamination of incapacity
appeared necessary; domestic law must detamine, by its own distinctive technique, whether or not a person was
capable of validly consenting to an intervention. On that basis, the Convention laid down a series of protective
rules.

The CDBI therefore agreed that the definition of incapacity should be derived from domestic law (understood as
constituting the legal system as a whole and thus encompassing statute law, case law and possibly custom).
However, in the opinion of several delegations, the paragraph concerning adults should state the grounds (illness or
mental disability) for depriving a person of his/her capacity to consent to the intervention; this would safeguard the
fundamental rights of the human person. In addition, domestic law should be induced to associate the person in the
process of decision, even if incapacitated.

One delegation considered it necessary to stipulate, as in the July 1994 version, the consent of adults capable of
understanding though incapacitated; another delegation saw no need to mention general legal incapacity at that point
because it did not enter into the concept of incapacity understood as specific to each intervention.

The CDBI further considered it unnecessary to include in the Article a provision, such as the paragraph in the
CDBECO-RED draff, on the right to appeal against the legal representative's decision. Indeed, according to the
letter of the first two paragraphs of the Article, no intavention may be performed "without the authorisation of the
representative or an authority or any person or body provided for by law", already implying a possibility of appeal
to an authority; moreover, Article 21 (new Article 23) and the provisions of the European Convention on Human
Rights made adequate legal protection arrangements.
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Following the disaission, and taking into account the numerous comments by the delegations, the Sectetariat
proposed that the Article be reformulated as follows:

Article 7 (new Article 6) (Persons not ableto consent)

1. Where, according to law, a minor does not have capacity to consent to an intervention, the intervention
may not be carried out without the authorisation of his or her representative or an authority or any person or
body provided for by law.

The opinion of the minor shall be taken into consideration as an increasingly determining factor, in proportion to
his or her age and degree of maturity.

2. Where, according to law, an adult does not have the capacity to consent to an intervention because of a
mental disability, a disease or for similar reasons, the intavention may only be carried out with the authorisation
of his or her representative or an authority or any person or body provided for by law.

The person concerned shall as far as possible take part in the [dedsion] [authorisation procedure]. [The consent
of an adult capable of understanding is required even if he or sheis legally incapacitated].

3. The representative or authority mentioned in the preceding paragraphs shall be given, under the same
conditions, the information refared to in Article 6 (new Article 5). [They shall act in the [best] interests of the
person concerned].

Article 7 bis (Protection of persons not able to consent)

No intervention may be carried out, subject to Articles 16 (new Article 17) and 18 (new Article 19) paragraph 4
below, on a person who does not have the capacity to consent, except for his or her [direct] personal benefit."

Remaks: Bold type is used for words not appearing in the version proposed by the CDBI-CO-RED. Phrases in
square bradkets were suggested by one or more delegations and have not yet been decided upon by the CDBL The
terms of paragraphs 1 and 2 have been harmonised. In either case the incapacity meant is incapacity with regard to a
spedfic intevention, relying on domestic law to detemine capacity or incepacity to consent. It is proposed to
collect in Article 7 (new Article 6) the provisions concerning the consent of minors and adults, together with those
concerning the representative and, considering that the rule of direct benefit does not involve consent, to place it in a
separate article where it would be more conspicuous.

CDBI 5-7/09/95
The CDBI considered this Article in conjunction with draft Article 7 bis.

The Committee thought it was preferable to make the text of Article 7 bis the first paragraph of Article 7 (new
Atticle 6). It was also considered advisable to use in this new paragraph 1 the expression "direct benefit", as it is
more customary than "personal benefit".

With regard to the thid paragraph, relating to persons having reached the age of majority, 21 delegations to 4 (with
1 abstention) voted in favour of enumerating the reasons for which a person could be regarded as not having capacity
to consent. Such an enumeration was considered to make for greater protection of the individual by spedfying the
only grounds on which an individual could be deemed unable to consent. The expression "or for similar reasons”
refers to such situations as an accident or conditions in which the patient cannot formulate or communicate his or
her will.

A delegation pointed out that the second paragraph, relating to minors, should also mention the grounds on which a
minor could be deprived of capacity to consent, as age was not the only conceivable ground, albet the most
common one. However, the Committee was unable to accept this proposal for the text of the Convention itself,
though it did note that the Explanatory Report might provide some examples, (such as a mental disability in an
adolescent), where factors other than age might result in a minor being regaded as unable to consent to an
intervention.
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The same delegation, refaring to the use of the term "/aw”, wondered whether it would not be better to refer to
"national law" The CDBI noted that, with one exception, "law” was the term routinely used by the European
Convention on Human Rights. In the opinion of the European Couit of Human Rights, the term should be
construed broadly as denoting a state's intemnal legal system, with the inclusion not only of statutes, regulations,
customs and case law but also any international texts, such as Community law, that had been incorporated in the
system. It therefore seemed desirable to use this term in the text of the draff Bioethics Convention.

By 22 votes in favour, with 5 abstentions, the CDBI agreed to add to this Article a paragraph on withdrawal of
authorisation so as to establish a paralel with the third paragraph of Article 6 (new Article 5), which enables a
capable person to withdraw his or her consent at any time The CDBI nevatheless decided, by 20 votes to 5 with
4 abstentions, to limit this option by stipulating that authorisation could be withdrawn only in the best interests of
the person concerned.

CDBI 20-22/11/95
a. As to the term "intervention"

Atrticle 6 (new Atticle 5), the opening provision of Chapter II, employed the expression “intervention in the health
field”. To the extent that this Article formed the general rule on consent, the CDBI considered that the word
intervention, where used in the following Articles of that Chapter, was to be similarly construed as intervention in
the health field.

The Explanatory Report (pama. 53)in any case adequately defined the situations covered (see also, with reference to
Atrticle 7 (new Atticle 6), paragraph 65 of the Explanatory Report).

b. As to the expression "direct benefit"

Regarding the proposal to replace the expression "direct benefit” by "best interests”, it was pointed out that the
latter was less precise and consequently afforded less protection. By 23 votes to 1 (with 7 abstentions), the
Committee decided to retain the expression “direct benfit”.

c As to paragraph 5

Regarding the proposed deletion of this paragraph, the CDBI decided by 29 votes to 1 (with 2 abstentions) that it
should stand.

The CDBI further considered it unnecessary for the person or body with authority to withdraw authorisation to be
identified at this point. It would rest with national law to define the correct procedures of decision and appeal for the
various persons concerned (the patient, the legal representative, the doctor, etc). In that respect, paragraphs 2 and 3,
supplemented by paragraph 5, were worded with sufficient flexibility to be applicable to the various possible
situations.

d. As to thewhole of Article 7 (new Article 6)

The Committee adopted Article 7 (new article 6) as a whole by 30 votes in favour and none against, with 2
abstentions.
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Article 7 (Protection of persons who have mental disorder)
CORED 8-12/03/93

The Working Party decided to include a new Article in the Convention to deal with the problem of patients
suffering from a mental illness who were required to undergo compulsory treament for that illness.

The expats pointed out that this Article applied to persons who, though suffering from mental illness, were capable
of understanding the intervention and its implications and could therefore give their consent.

The Article thus enabled doctors to disregard the refusal of such patients to undergo the intevention in question,
but only in relaion to the treatment of mental illness when there was a serious risk to their health, and on the basis
of respect for the protective conditions defined by national law.

One expat said that the intevention should be confined to what was strictly necessary for the protection of a
patient's health. In other words, if the patient refused an intervention not designed to treat his mental illness, his

objection had to be respected, regardless of the consequences.

The expats decided to include a refaence in the Explanatory Report to the Hawaii Declaration of the World
Psydhiatric Association of 10 July 1983, in accordance with the proposal made at the previous meeting.

The Working Party pointed out that it would be desirable, in its view, to prepare a protocol on this question.
CDBI 27-30/04/93

The Committee accepted the principle laid down in this Article.

It was nevertheless agreed that the Working Party should take account of the following remarks:

- It should be specified whether mental illness denoted mental disabilities or only psydhiatric treament.

- It should be stated in the Explanatory Report that the reason why this Article was confined to cases of risk
to the patient's health was that the danger to others was already covared in Article 2.2 (new Article 26.2).

An obsaver proposed the following wording:

"Where there is a higher interest and a court has ordered a diagnosis or treament, a patient who cannot decide what
is in his interests may be subjected to an intervention without his consent on conditions stipulated by national law,
provided that:

- there is little likdihood of his health improving without treament;

- such treatment improves his health and is not a danger to him; and

- there is no other method of comparable effectiveness.

The protective conditions should include monitoring and appeal procedures."

CORED 1-3/06/93

Following the comments of the CDBIL the Working Party pointed out that the term "mental illness"” within the
meaning of Article 10 (new Article 7) covered only treatment of psydhiatric illness. Furthermore, in accordance with
the CDBIs wishes, it would be specified in the Explanatory Report that the reason why this Article was confined to

cases of risk to the patient's health was that the danger to othas was already covered by the second paragraph of
Atrticle 2 (new Article 26.2).
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In accordance with the wishes of the CDBI, the Working Party carefully considered the wording proposed for Article
10 (new Article 7) by an obsaver. The experts nevertheless considered that it was more desirable to maintain the
current wording of the Article, inasmuch as there was no reason for court intevention in such cases and this
solution would hardly be workable in practice.

CDBI 6-9/07/93
One delegation wondered about the relationship between this Article and Article 7 (new Article 6) .

It was explained that Article 10 (new Article 7) concerned persons capable of giving their consent but that doctors
were given the possibility, under certain conditions, of disregarding the refusal of the persons concerned "where,
without treatment for this mental illness, serious harm is likdy to result to their health”. One delegation raised
questions about that part of the Article.

The CDBInoted that the Working Party had decided to restrict the scope of the Article to persons suffering from a
mental illness, but the Committee decided to extend it to persons with mental disorders. In this connection, it was
noted that alcoholics and drug addicts might be included in the category of persons suffering from mental disorders
and could therefore come within the field of application of this Article.

One participant suggested that consideration should be given to Recommendation N° R (83) 2 on protection of
persons suffering from mental disorders placed as involuntary patients.

CORED 24-27/01/94
The CDBECO-RED adopted this Article without amendment.

However, the Working Party raised questions about the concept of "mental disorder”, particularly insofar as it
related to alcoholism or drug addiction.

Most members of the Working Party thought that alcoholics and drug addicts did not automatically come within
the field of application of Article 10 (new Article 7) on account of their alcoholism or drug addiction. On the other
hand, alcoholism and drug addiction could impair the mental faculties of certain persons and thus lead to the
application of Article 10 (new Article 7). In other words, Article 10 (new Article 7) was made applicable by the
existence of mental disorders which prevented the individual from deciding what was in his best interests,
irrespective of the origin of those disorders: illness, old-age, alcoholism or drug addiction.

One participant expressed doubts about this interpretation which did not allow careto be given to an alcoholic or a
drug addict against his will, whereas deprivation of liberty was authorised by Article 5 of the European Convention
on Human Rights.

CDBI 18-22/04/94

The CDBI, while agreeing on the substance of this Article, amended its wording in order to make it clear that the
Article made it possible to procced without the consent of a person afflicted by mental disorders, but capable of
understanding, only in respect of intervention for the purpose of treating the said mental disorders.

The CDBI decided not to make an explicit reference in the Explanatory Report to the case of alcoholics or drug
addicts, to whom Article 10 (new Article 7) might apply insofar as they suffered from mental disorders (7 votes for
an explicit reference, 16 against and 2 abstentions). The CDBI took the view that it was preferable to state clealy
that this Article would be applied on the grounds of mental disorders from which a person suffered, whatever the
origin of those disorders.

CDBI 5-7/09/95

A delegation was doubtful about the relevance of this Article, which seemed to offer no additional protection to the
person concerned.
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The majority of the CDBL however, thought that the Article was necessary, as it protected individuals suffering
from a menta disorder in that the number of cases in which the disorder could be treated without the person's
consent was limited by the subjection of treatment to precise conditions. In the Common Law countries, a person
suffering from a mental disorder was not often regarded as generally incapable of consenting to an intervention; in
respect of the Common Law system, Article 8 (new Article 7) strictly limited compulsory treament while
maintaining the general presumption of capacity. In the case of several continental countries govened by a system
of legal incapacity accompanied by guardianship or administration ("tutelle", "cumatelle"), Article 8 (new Atticle 7)
added further protection to that resulting from guadianship by limiting the possible cases of compulsoty treatment
of mental disorders. Article 8 (new Atrticle 7) was thus effective in respect both of the Common Law systems and of
the continental systems, as, on the one hand, it protected the individual's health (insofar as compulsory treatment
was acceptable when the absence of such treaiment would be seriously detrimental to the individual's health) and, on
the other, it protected the individual's autonomy (insofar as compulsory treament was preduded whenever the
absence thereof did not involve a serious health risk).

After examining the terms of this Article, the CDBI decided by 13 votes to 7 (with 9 abstentions) to delete the
phrase "whose ability to decide what is in his or her best interests is severely impaired". The reason for this was
that, although the ground for intervening without the person's consent was the fact that he or she was incapable of
grasping the need for treatment, the phrase might suggest that the person was incapable in _genaal of undesstanding
and consenting, whereas persons suffering from a mental disorder often understood the significance of medical
interventions except that of the very ones aimed at treaing their own disorder. The Committee therefore agreed to
refer in this Article to "a person who has a mental disorder of a serious nature" while deleting the above-mentioned
phrase.

Two delegations proposed rewording the text as follows:

"Only under protective conditions prescribed by law including supervisory, control and appeal procedures a
person suffering from a mental disorder of a serious nature which is without treatment likdy to result in serious
harm to his or her health, and he or she is therefore not able to consent he or she may be subject to an
intervention aimed at a necessary treatment of this mental disorder."

Several participants were against this wording as the person concerned was not necessarily incapable of consenting.
Following this disaussion, the CDBI proposed to re-examine the following wording at its next meeting:

"Subject to protective conditions prescribed by law, including supervisory, control and appeal procedures, a
person who has a mental disorder of a serious nature may be subjected, without his or her consent, to an
intervention aimed at treating the disorder only where, without such treatment, serious harm is likely to result to
his or her health".

CDBI 20-22/11/95

a. As to the principle of Article 8 (new Article 7)

A few delegations thought the Article should be removed pending progress in the work of the ad hoc Committee on
Psydhiatry and Human Rights (CAHPS). Some among them also considered that the problem addressed in Article
8 (new Atticle 7) could be adequately dealt with under national law.

The majority of the Committee (25 votes in favour and 2 against, with 4 abstentions) felt that the principle of

Article 8 (new Atrticle 7) was necessary to the Convention insofar as it afforded essential protection in the cases not
governed by Articles 7 (new Article 6) (incapacity) or 9 (new Article 8) (emergency situations).
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b. Treatment of a somatic complaint

Article 8 (new Article 7) permitted treatment without consent for the purpose of treaing a mental disorder, an
expression regarded as unduly restrictive by a delegation which therefore proposed that it should be possible for
such treatment to extend to somatic complaints where non-treatment would be liable to imperil the life or health of
patients suffering from mental disorders. Other delegations endorsed this opinion and suggested devising formulae
which would take in such diseases; one proposal refared to “mental and physical disorders”.

The CDBI considered that the situations of risk to the physical health of mentally ill persons were already provided
for either under Article 7 (new Article 6) (authenticated inability to consent) or under Article 9 (new Article 8)
(emeargency situations), Article 8 (new Article 7) being of use precsely in cases where the person, though
theoretically capable of consenting to a physical intervention, was incapable of undestanding the need for strictly
psydhiatric treatment.

The Committee accepted the proposal of the Chairman of the CDBFCORED, to include the following paragraph in
the Explanatory Report under Article 8 (new Atticle 7):

"4 number of member States have legislation on treatment of patients in administrative internment suffering from
serious mental illness and also an urgent medical condition which puts their lives in danger, for example a
woman with a serious psydiotic disorder who undergoes interruption of an extra-uterine pregnancy. In such a
Situation the law permits treatment with the object of preserving life in this case surgery, provided that the
praditioner concerned is comvinced that such action is in order. This procedure is covered by Article 7 (new
Article 6) or Article 9 (new Article 8) of the Comvention"

c Treatment in a criminal justice framework

A delegate recapitulated his obsavations embodying the request that the Article provide for court-ordered psychiatric
treatment of an accused person who, failing such treatment, would be unfit to stand trial, with the object of enabling
the accused to make a proper defence. He pointed out that the law of his country attached a large number of
safeguards to court-ordered treament.

The CDBI agreed that such treament, intended not to ward off a serious danger to the health of accused persons but
to enable them to recover their faculties, memory in particular, for the purpose of defending themselves in criminal
proceedings, was outside the scope of Article 8 (new Article 7).

On the other hand, it came within the scope of Article 3 (new Article 26) where specific reference was made to
necessary measures for the fair administration of justice (“prevention of crime”) which, in a democratic society,
included the defence of the accused. The Committee agreed that the Explanatory Report should mention such
treament in the above terms under Article 3 (new Article 26).
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Article 8 (Emergency situations)
CORED 9-127/11/92
This Article concerned interventions in the case of patients who were not able to give their consent.

It provided an exception from the requirement for the patient's consent only in cases where the latter's own health
was involved. It therefore fell within the field of the individual's subjective rights. It therefore differed from sub-
paragraph 3 of Article 4 (new Article 26) which applied at collective level and set out exceptions to individual rights
for the purposes of the protection of public health and the rights of others.

The expats emphasised that a derogation of this kind was only permissible in the case of intaventions which were
strictly necessary in medical terms.

CDBI 24-27/11/92

One delegation pointed out that the provisons of the two paragraphs of Article 5 (new Article 8) could conflict and
that the question arose whether the wishes of patients should always be respected when they were known. It also
touched on the problem of a change in ciraumstances between the time when the patient expressed his point of view
and the time when his opinion needed to be ascartained for an intervention in an emergency situation.

After discussion as to the deletion of paragraph 2 of Article 5 (new Article 8), the Committee finaly decided to
maintain that Article unchanged.

CORED 8-12/03/93

With regard to emergency situations, the experts decided to make it clear that this Article applied both to persons
normally capable of giving their consent and to the legally incapacitated. For this purpose, it was decided to place
this Article after Articles 5 and 6.

In addition, the expats adopted the formula "When becaise of an emergency situation the appropriate consent
cannot be obtained ...", therby refaring to the consent of the person who is to undergo the intervention if he
possesses legal capacity or the consent of the legal representative if he is legally incapacitated. In other words, in
this situation, the appropriate consent procedure cannot be followed.

It was also pointed out that the phrase "the appropriate consent cannot be obtained" meant that such consent was
not available and was not at all intended to make it possible to disregard a refusal.

Examples of emergency situations might include a state of coma afflicting the person required to consent to the
intervention or the impossibility of contacting the legal representative of a legally incapacitated person on whom on
an intervention was to be carried out.

The Working Party examined amendment N° 8 by Dr Palacios but thought that the Article was not applicable
exclusively to situations of absolute and vital emergency.

CDBI 27-30/04/93

The Committee approved this Article. It was agreed that the Explanatory Report should define the expression
"immediate benefit" as being something that needed to be done straight away (even if the benefit did not become
apparent until later).

CORED 1-3/06/93
The Working Party took note of the instructions of the CDBI and would therefore define the expression "immediate

benefit" in the Explanatory Report as refaring to something that needed to be done straight away (even if the benefit
did not become apparent until later).
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CDBI 6-9/07/93
The CDBInoted that the Working Party, in accordance with the instructions it had received, had decided to define

the expression "immediate benefit" in the Explanatory Report as refaring to something that needed to be done
straight away, even if the benefit did not become apparent until later.

CORED 24-27/01/94
The CDBEFCO-RED kept this Article unchanged.
CDBI 18-22/04/94

The CDBI amended this Article in order to make it clear that, in an emergency situation, intervention may be
cariied out "immediatel)', the benefit itsef possibly following later. The Article thus reads as follows;

"When because of an emergency situation the appropriate consent cannot be obtained, any medically necessary
intervention may be carried out immediately for the bendfit of the health of the individual concerned.

CDBI 5-7/09/95

The CDBI approved this Article as it stood. However, an observer raised the question of non-therapeutic research in
emergency situations, wondering whether this Article, which authorises only medically necessary interventions, did
not prohibit such research.

Following an obsavation by a delegate, the CDBI agreed that Article 9 (new Article 8) related only to medically
necessary interventions; with regard to research (eg on comaose patients), reference should be made to the
provisions of Articles 15 and 16 (new Atticles 15, 16, 17).
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Article 9 (Previously expressed wishes)

CORED 8-12/03/93

The Working Party decided to add a new artide so that the wishes previously expressed by a patient who was to
undergo an intervention should be taken into account when the patient was no longer in a fit state to express his
wishes.

The Article thus refared to emergency situations, but also to cases where a person lost his capacity of
undesstanding, temporarily or permanently. The Working Party considered that it demonstrated respect for the
principle of autonomy.

The expats pointed out, however, that previously expressed wishes could not always be taken into account,
especially if they had been expressed long before the intervention and the scientific conditions of the intervention,
for example, had changed.

CDBI 27-30/04/93

Several speakers emphasised that this Article did not relate soldy to emergency situations (as refared to in Article 7
(new Atrticle 8)) but also to other cases where the patient had foreseen the possibility of being unable to express his
opinion (eg senile dementia). The Explanatory Report should be amended accordingly.

It was also pointed out that the phrase "wherever relevant” was vague. Did it mean:

- in cases where wishes had been expressed,

- where the type of treatment had not changed, or

- that the wishes could be acted upon or othearwise?

Several delegations felt that the expression "respect the previously expressed wishes" was too categorical in view of
the changes that might occur in the meantime. In this connection it was suggested saying: "the wishes shall be duly
considered.”

The Working Party was instructed to revise the wording in the light of the above remarks.

CORED 1-3/06/93

The Working Party endorsed the views expressed by certain delegations at the CDBI meeting and accordingly
decided to replace the expression "the previously expressed wishes ... should be respected” by "the previously
expressed wishes ... shall be taken into account”, in order to soften this provision.

The expats also decided to specify in the Explanatory Report the point which had been emphasised at the meeting
of the CDBL namely that the Article in question did not relae soldy to emergency situations (covered by Article 8)
but also to other cases where the patient had foreseen the possibility of being unable to express his opinion (eg
senile dementia). In other words, the Article concerned not only accident cases but also cases of progressive disease

for example.

In addition, the term "intervention” used in the Article should be undestood in that context in its broadest sense,
thus including medical research.

CDBI 6-9/07/93
Some expats raised questions about the exadt scope of this Article.

The Chairman of the Working Party explained that the Article concerned the instructions given in advance in respect
of an intervention by a person capable of understanding who envisaged ciraumstances where he would be incapable
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of expressing an opinion on the intervention at the time when it was to be carried out. For example, a person might
envisage a situation where he would be afflicted by senile dementia and indicate in advance whether or not he
wished to participate in research on that disease when he was so afflicted.

It was pointed out, however, that the Article provided no details on the way in which wishes should be expressed or
how the doctor should ascatain those wishes.

Another expat stated that, in his view, the doctor should take account of the knowledge available to him and was
not therefore required to carty out any spedal research. In the light of these explanatory remarks, the following
proposals were refared to the Working Party:

- reword the Article as follows: "The wishes relating to a medical intavention expressed previously by a
patient who is not in a state to express his wishes shall be taken into account", in order to make it clear
that this Article was applicable only to cases where the patient was not able to express his consent;

- combine Articles 8 and 9.

One delegation proposed that the Explanatory Report should specify that, if the doctor respected the wishes of the
patient in accordance with the terms of this Article, he was absolved of all responsibility.

Other participants opposed this proposal since they considered that the doctor always bore responsibility. It was
pointed out in addition that another Article of the Convention dealt with the question of liability.

CORED 24-27/01/94

The Working Party examined the proposal made at the July meeting of the CDBI to the effect that the Article
should be reworded as follows: "The wishes relating to a medical intervention expressed previously by a patient
who is not in a state to express his wishes shall be taken into account".

The participants endorsed this reworded version by majority, with the addition of the phrase "... who, at the time of
the intervention, is notin a state ..." in order to make the Article more readable.

The CDBFCO-RED rejected the proposal aimed at combining Articles 8 and 9, since it considered that the Articles
in question dealt with two separate matters.

The Working Party decided to make it clear in the Explanatory Repott that the Article concerned the instructions
given in advance in respect of an intervention by a person capable of understanding who envisaged ciraimstances
where he would be incapable of expressing an opinion on the intervention at the time when it was to be caried out.
For example, a person might envisage a situation where he would be afflicted by senile dementia and indicate in
advance whether or not he wished to participate in research on that disease when he was so afflicted.

CDBI 18-22/04/94

The CDBI retained this Article without amendment.

The participants rejected by 16 votes to 4 the proposal that "all other factors which may clarify the patient's present
wishes" be added to the elements of which account must be taken when a person was in a state in which he cannot

express his wishes. The CDBI took the view that this Article covered only those situations in which a patient had
previously expressed a wish.
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CDBI 26-30/06/95

The CDBI held a discussion on the amendment rephrasing the Article so as to stipulate not only consideration of
previously expressed wishes but also compliance with them. The Committee echoed the CO-RED's objection that
this was inadvisable because the wishes might no longer be valid. It was therefore necessary to leave the medical
practitioner some disaetion. The CDBI accordingly decided to include in the Explanatory Report the text proposed
by a delegation: "However, the praditioner must ensure that the patient's wishes apply to the situation in hand
and are still valid, bearing in mind the particular progress in medical techniques"

The Committee also considered a proposal which wanted it to be made clear that the Article did not cover wishes
regarding euthanasia or medically assisted suicde. The CDBI was not in favour of adding this, since it would be
tantamount to adopting a stance on a complex and sensitive issue which could be fittingly addressed only after a
detailed study.

The Committee, like the CDBFCO-RED, nevatheless noted that only wishes not contrary to the law should be
taken into consideration.

Several participants suggested replacing the expression "medical intervention" with "intervention in the health field"
so as to use the terms appearing in the other Articles of the Convention, in particular Article 6 (new Article 5)
embodying the general rule on consent. Other delegations opted to retain the present wording, which they
considered more exact. The CDBI agreed by 20 votes in favour, 6 against and 4 abstentions to maintain the
expression "medical intervention”.
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CHAPTER III - Private life andright to information

Article 10 (Private life and right to information)
CORED 9-127/11/92

Some participants said that this Article provided no more than the European Convention on Human Rights because
it was too vague.

One expat proposed adding the right not to be informed, particularly in the field of genetic engineering
One participant raised doubts regarding the term "appropriate measures”.

The Secretariat would propose a new version at the next meeting.

CORED 14-16/12/92

The Working Party queried the usefulness of this provision as currently worded, and decided to await the outcome
of the proceedings of the Working Party on data protection in the medical field.

CORED 8-12/03/93

The Working Party decided to add an article on patient information, thus incorporating in the text a proposal by an
expat in accordance with the agreement reached at the previous meeting.

To this end, the expats thought it necessary to lay down a general principle concerning respect for privacy, although
such a principle already appeared in the European Convention on Human Rights. The two following paragraphs
affirmed theright of individuals to know any information concerning them, or not to be so informed.

One expat observed that the principles in question were not absolute and that, apart from the general exceptions
provided forin Article 2 (new Article 26), there could be cases where the doctor considered it his duty to inform or
not to inform the patient, contrary to the latter's wishes. The same expert took the view that the doctor should then
resolve the problem on the basis of the theory of "conflict of duties", and that in any case his actions should be
guided by respect for his professional standards.

CDBI 27-30/04/93
- First paragraph

The Committee agreed with the principle enunciated in the first paragraph. One participant, however, preferred
refaring to "confidentiality” instead of "privacy”.

It was pointed out that the right of an individual to respect for his privacy in health matters might conflict with the
rights of others - for example, in the case of contagious diseases. It was obsarved that this hypothesis was covered
by the second paragraph of Article 2 (new Article 26), which permitted exceptions to the principles laid down in the
Convention for protecting public health or therights of others.

- Second paragraph

Several delegations supported the principle enunciated in this paragraph. One delegation, however, thought that the
expression "enfitled to know any information” was too categorical: a great deal of information was kept about a
large number of people, and it would be very inconvenient to have to provide evetryone with all information
concerning him. It would be better to say that "everyone has a right of access to information”.
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One delegation thought that this provision was worded in too categorical terms compared, for example, with the
French Code of Ethics, whose wording was more qualiﬁed.4

Several participants emphasised that the patient's "right to know" as prodaimed in this paragraph was supplemented
and, where appropriate, qualified by the obligation imposed on the doctor by Article 3 (new Article 4) to act in
accordance with the relevant "professional standards”. These rules of conduct required the doctor, in certain cases,
to evaluate the possible effect on the patient's health of communicating a grave item of information concerning him.
Consequently, there was not necessarily a contradiction between the Convention, which set out the patient's rights,
and the Code of Ethics, which was aimed at the doctor: in a way, did not the Code of Ethics detal the substance of
the "Professional Standards" (Article 3 (new Article 4) of the Convention) with regard to "the right to know" in the
context of a given country?

The Chairman noted that the Committee accepted the principle in paragraph 2. The Working Party should take
account of the observations made with a view to improving its formulation, if appropriate

- The thid paragraph was accepted without any comment.
CORED 1-3/06/93

Contrary to the proposal by one participant at the CDBI meeting, the Working Party preferred to retain the accepted
term "privacy" and did not therefore consider it necessary to replace it by "confidentiality".

With regard to the first paragraph, the Working Party, while sympathising with the fears expressed at the CDBI
meeting, pointed out that the expression "information collected about their health status" had been selected to
show that an individual was not entitled to receive any and all information but that his entitlement was limited by
respect for the privacy of third parties.

The second paragraph of the Article gaveriseto a disaussion within the Working Party. Some expeats felt that the
doctor should supply information to his patient but that he had the authority to assess how the information should
be transmitted. Conversely, some participants felt that the doctor should have the possibility of not divulging all
information to his patient, for example in the cases provided forin Article 42 of the French Code of Ethics, ie cases
of serious diagnosis or prognosis.

In addition, one participant felt that the Article applied to access to the file while others suggested that it was a
matter of receiving information during treament.

Lastly, the expats were divided on the question whether the second paragraph placed an obligation on doctors to
divulge all information as soon as it was known or whether they were only obliged to provide the information
requested by the patient.

The Working Party decided to return to this Article at its next meeting.

The Working Party instructed its Rapporteur, Mr Jean Michaud, to add to the Explanatory Report the comments
that had been made at the meeting.

CORED 27-29/09/93
The Working Party discussed this Article in detail, having been unable to examine it at its previous meeting.

The Working Party approved paragraph 1 without amendment, feeling that it should be kept notwithstanding its
general nature.

* Article 42 of the French Code of Ethics:

"For legitimate reasons conscientiously assessed by the doctor, a patient may be left unaware of a serious diagnosis
or prognosis. A fatal prognosis should be revealed only with the greatest ciraimspection, but the family should
generally be informed thereof, unless the patient has previously forbidden such disdosure or designated third parties
to whom it is to be made."
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As for paragraph 2, the expats agreed that it should be reworded to provide for exceptions. The Working Party
agreed that doctors sometimes ought not to inform their patients of certain facts, for humanitarian reasons, but that
such cases nevertheless remained exceptional.

Another problem raised by the expets was that of divulging information contained in patients' medical files but
also concerning third parties. On this point, the following remaks were made:

- there was a conflict of principle between the right to know and the right to confidentiaity for which a
general solution was difficult to find;

- paragraph 2 of Article 12 limited the right to know to information about the person's health status;

- paragraph 1 of the Article, recognising everyone's right to privacy, offered a solution to this problem since
it entitled individuals to have access to information provided that doing so did not unacceptably invade
someone elses privacy.

Having considered all these remarks, the CDBFCO-RED decided leave the wording of paragraph 2 also unchanged.

However, an amendment to paragraph 3 was proposed. The Working Party found it inappropriate to use the word
"request" which appeared to be too strong in this paragraph. The experts therefore preferred the following wording
for this paragraph: "The wishes of individuals not to be so informed shall be respected" and would re-examine it at
their next meeting.

CDBI 29/11-3/12/93
The following comments were made with regard to this Article:

- In the second paragraph, the expression "health status” was perhaps too restrictive in as much as it could
be understood to refer to the curent state of health, and it might be desirable to replace it by the phrase
"about their health";

- There were a number of situations where it might not be advisable to make known to patients information
whidh could damage their health. As matters stood, however, the only exceptions to the Article were the
general ones provided forin Article 2 (new Article 26) of the Convention, which did not include the health
of the patient. Some participants suggested that the matter should be clarfied in the Explanatory Report
whidh could contain a cross-reference between Article 3 (professional standards), (new Article 4) and the
second paragraph of Article 12 (new Article 10). To this it was objected that the professiona standards
refared to in Article 3 (new Article 4) did not signify an exception to the second paragraph of Article 12
(new Article 10), and that the Explanatory Report could not validly justify an exception to a right
recognised in the Convention if the Convention itsef did not authorise such an exception.

An indicative vote produced the following result: 7 delegations in favour of a clarification of this exception in the
Convention, 12 against and 4 abstentions. The CDBFCORED was therefore instructed to find a solution enabling
States which so desired to subscribe to this additional exception. In this connection, the Secretariat suggested that,
if it was impossible to find a formula acceptable to all, consideration should be given to the possibility of
authorising States to make an interpretative declaration in respect of the second paragraph of Article 12 (new Atticle
10).

- With regard to the third paragraph, one expat wondered whether it would not be advisable to inset the
adjective "express” before the word "wishes"”. Others felt that, if there was no expression of the wish not to
know, it was the right to know which applied.

- Several delegations wanted the right to know and theright not to know to be placed on the same footing
and, if possible, combined in a single paragraph. An obsever proposed the following wording:
"Individuals are entitled, in accordance with their wishes, to know or not to know any information
collected about their health".
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The CDBI instructed the CDBFCO-RED to reword the second and third paragraphs of this Article, taking into
account the above comments.

CORED 24-27/01/94
The CDBEFCO-RED considered the proposals made at the December meeting of the CDBL

In particular, the Working Party looked at the problem of the thempeutic exception, which enabled a doctor not to
disdose all information to his patient if he thought that such disdosure might damage the patient's health. The
experts were of the opinion that this problem could be solved by a cross-reference between Article 3 (new Article 4)
and the second paragraph of Article 12 (new Article 10), in as much as it involved a conflict of duties for the
practitioner.

With regard to the proposal to insert the adjective "express” before the word "wishes”, the Working Party agreed that
this was not advisable since there might be cases where wishes were not explicit.

On the other hand, the participants decided to replace the phrase "about their health status" by "about their health"
which was broader in meaning since it covered, for example, a predisposition to illness.

The CDBEFCO-RED also decided to combine the second and third paragraphs so as to place the right to know and
the right not to know on the same footing.

CDBI 18-22/04/94

The CDBI examined this Article carefully. Two delegations proposed including in the Article itsef an exception to
the right to know and the right not to know. The participants concerned believed that these rights could not be
absolute and that it was necessary to make provision foran exception in the interests of the patient's health.

Fourteen delegations were in favour of this solution. Six delegations would have preferred the Article not to contain
an individual right not to know, but to include a firm recommendation that the patient's wishes be taken into
consideration. Two delegations abstained. It was therefore decided to express an individual right.

The Committee also decided that the restriction would refer to national law, thus allowing for the position of certain
States which might not wish to introduce an exception based upon the patient's interests to the rights recognised in
this Article, particularly theright to know.

CORED 30/05-2/06/94

In accordance with the CDBIs instructions, the CDBFCO-RED examined the third paragraph of this Article
concerning restrictions which may be placed on theright to know and the right not to know.

The Working Party amended the wording of this paragraph so that restrictions could be justified by the patient's
interests in general, not just by his health. Participants considered a number of possibilities and cited as an example
that, in some cases, when the doctor considered such an option to be warranted by family ciraumstances, it might be
desirable to reveal to a patient a fatal prognosis of which he had not wished to be informed, in order to enable him
to settle certain affairs.

CDBI 20-22/11/95
a. first paragraph

It had been proposed earlier to make specific reference in the body of the Article to the Convention for the protection
of individuals with regard to automatic processing of personal data (ETS N° 108). The Chairman of the CDBICO-
RED observed that paragraph 81 of the Explanatory Report already mentioned this Convention, and the fact that
medical data were subject to spedal rules. Furthermore any reference in the actual opemative provisions of the
Bioethics Convention to another intenational legal instrument would be sure to raise difficulties over its
applicability to nonvatifying Parties.
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b. paragraph 2

A representative found paragraph 2 of Article 11 (new Article 10) on every person's right to information too broadly
formulated, and suggested replacing the terms "is entitled to ... information" by "shall have access to ...
information". Attention was drawn to the fact that this expression tended rather to be employed by texts concerning
data protection in the sense of access to the medical files stored in computerised databases. In the present context,
the Bioethics Convention stated a more general principle covering any data concerning a person which might be
gathered, whether or not registered. This general principle should be further amplified by rules suiting the form of
registration, particularly by computer.

c paragraph 3

The CDBI considered a proposal to define in the Article itsdf the permissible restrictions to a person's basic rights
and fundamental freedoms regarding information on his/her health. Several participants felt that it was too detailed
an amendment for an outline Convention and would be more suitably placed in the Protocols.

Furthermore, many restrictions proposed were already embodied in Article 3.

The delegation thereupon suggested amending paragraph 3 of Article 11 (new Article 10) as follows:

"In exceptional cases, restrictions in the patient's interests may be prescribed by law under the relevant data
protection legislation”.

The CDBI rejected this text by 4 votes in favour and 26 against, with 3 abstentions, and decided to retain the initial
wording without inclusion of the reference to data processing.

A delegation considered that paragraph 1 could not be subjected to restrictions without the risk of infiinging Article
8 of the European Convention on Human Rights.

In order to detemine the scope of paragraph 3, the CDBI took three consecutive votes on the following questions:

- did the restrictions provided for in paragraph 3 apply to the principle of the first paragraph? - 30
delegations replied in the negative and 2 abstained;

- did the restrictions provided forin paragraph 3 apply to the first sentence in the second paragraph, ie the
right to information about one's health? - 16 delegations replied in the affirmative, 12 in the negaive, and
4 abstained;

- did the restrictions provided for in paragraph 3 apply to the second sentence in the second paragraph, ie the
right not to be informed? - 15 delegations replied in the affirmative, 6 in the negative, and 9 abstained.

In condusion, the CDBI confirmed that paragraph 3 must make reference to paragraph 2 in its entirety, as indicated
in theinitial text.

The CDBI put the whole of Article 11 (new Article 10) to the vote and approved it by 22 votes in favour and 1
against, with 9 abstentions.
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CHAPTER IV - Human genome

Article 11 (Non discrimination)
CDBI 26/2-1/3/96

The Committee considered a proposal to include in the Convention an article prohibiting any form of
disaimination against an individual on grounds of his or her genetic heritage.

Certain participants wondered whether such a clause was necessary, becaise non-disaimination already appeared in
Article 1, and this included any reason for the disaimination. Other participants wondered whether the words "any
form" of disaimination were appropriate.

The Secretariat said that to ensure consistency with the objective of the Convention, the non-discrimination clause
might be defined in respect of the provisions of the Convention, along the lines of Article 14 of the European
Convention on Human Rightss. In any event, the scope of application of the Convention was very vast, and one of
the most important applications of the principle of non-discrimination would probably be equitable access to health
care, set forth in Article 4 (new Article 3): Parties could not refuse a disabled person equitable access to health care
even if such care cost much more than on average. Thus, not only was it guamnteed, under Article 6, that the
decision to give birth to a child was to be taken without the inteference of the State, but it must also be ensured
that there was no disaimination in access to health care thereby preventing indirect but no less powerful pressure
from being exerted upon the parents.

By 29 votes in favour and 2 against, with 2 abstentions, the Committee approved the Article on non-discrimination
and decided to draft a precse wording at a later time.

CORED 24-26/04/96

The Working Party considered Article 11a (new Atticle 11), for which the CDBI had not adopted a precise wording.
An expert suggested widening the scope of this Article in order to predude disaimination based not only on genetic
heritage grounds, but also on health reasons. While acknowledging the relevance of this proposal, the Working
Party did not adopt it as it considered that disaimination for health reasons was not of the same kind as
disaimination on genetic heritage grounds.

The Chair pointed out that the term "discrimination” always had a negative connotation in French, whereas this was
not necessarily the case in English where one must use the expression "unfair disaimination”. He considered,
however, that the concept of disaimination was precsely defined by the case-law of the European Coutt of Human
Rights and that it was preferable to keep the expression "discrimination” used in the European Convention on
Human Rights. The Chair suggested, however, that a clarification of this distinction appears in the Explanatory
Report.

Several members of the CDBFCO-RED wondered if it was possible to replace "Discrimination is prohibited ..." by
"Any form of disarimination is prohibited ..." without widening the scope of Article 11a (new Article 11) beyond
the actual scope of the Convention itsdf. The danger was that the words "any form of disarimination” on their own
might also include so-called positive disaimination; on the other hand, neither the CDBI nor the CO-RED had
been mandated to legislate beyond the scope of the Convention.

Several participants pointed out that the scope of the Convention was defined by its first Article and that Article 11a
(new Article 11) was a specific application of the general principle in Article 1. Accordingly, the Working Party
retained the wording proposed, viz "Any form of disarimination ..."

°Article 14 of the European Convention on Human Rights:

"The enjoyment of the rights andfreedoms set forth in this Convention shall be secured without disaimination on
any ground such as sex, race, colour, language, religion, political or other opinion, national or socia origin,
association with a national minority, property, birth or other status".
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CDBI 4-7/06/96

The Chairman of the CDBFCO-RED explained that the term "discrimination” invaiably had a negaive
connotation in French but not necessarily in English, where the expression "unfair disaimination” should be used
instead. He nevertheless considered that the concept of disaimination was predsely esteblished by the case-law of
the European Convention on Human Rights and that it would be preferable to retain the term "discrimination”
without qualification, as used in the European Convention on Human Rights.

The Committee agreed to make the above distinction clear in the Explanatory Report by spedfying that the
prohibition applied to negaive disaimination ("discrimination against ...") and not to any positive measures taken

by States in order to even up the chances of genetically disadvantaged persons.

The Committee also agreed that the Article in question had exactly the same scope as the Convention and therefore
prohibited any form of disaimination in any area covered by the Convention.

Article 11 was adopted by 25 votes in favour and none against, with 3 abstentions.
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Article 12 (Predictive genetic tests)

CORED 9-127/11/92

The participants had a preliminary discussion on these Articles.

The Working Party believed that they presented at least three types of problem:

- the problem of tests conducted on products of the human body without the knowledge of the person
concerned. Was consent always necessary?

- the question of genetic tests required by insurance companies,

- the question of the need for consent to these tests in the context of legal proceedings (paticulady in
criminal cases).

The Working Party decided to investigate these problems and return to them at the next meeting.

It decided not to keep the present Article 17° which read as follows:

"No identifiable personal data resulting from the processing of genetic tests or any other scientific means may be

comnunicated or even stored, unless the said communication or storing corresponds to the purposes mentioned in

Article [16]".

CORED 8-127/03/93

At the meeting of December, the Working Party had decided to include an article designed to restrict applications of
biology and medicine for non-medical purposes.

Following disaission, the Working Party decided to restrict this Article to genetic tests which are predictive of
genetic diseases.

The expats agreed to limit such tests to the health field exclusively, therby baring insurance companies or
employers from obliging an individual to submit to such a test.

The Working Party pointed out that this Article did not entail a ban on tests ordered by a coutt in the course of
criminal proceedings or paternity tests, for example, since such tests were not aimed at detecting genetic diseases.

In addition, the expats recaled that the exception provided for in Article 2 (new Article 26), which was a general
exception, also applied to this Article and that it was therefore possible to ask an individual to submit to such a
test, outside the health field, for the protection of public health or the rights and freedoms of others.

Thus, for example, a would-be pilot could be asked to undergo such a test.
CDBI 6-9/07/93

It was pointed out that, in the French version, the phrases "tests predisant des maladies génétiques" and "raisons de
soin de santé" were rather awkwardly worded and should be replaced.

It was observed that, apart from genetic diseases proper, which in any case were bound to propagate at a given point
in time, there were certain predispositions which devdoped only in a specific environment or spedific ciraumstances;
there were also cases of accidental genetic illnesses, brought on by radiation for example. Did the Article refer to all
these situations or should distinctions be drawn?

It was noted that this Article did not seem to cover tests designed to detect positive predispositions or qualities:
should not such cases also be mentioned?

® This article no longer appears in the Convention.
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CORED 24-27/01/94

The Secretariat questioned the Working Party in order to ascatain whether the difference between Articles 17 (new
Article 12) and 18 (Article concerning the communication of results) was intentional or fortuitous. Article 18
allowed the communication of results of genetic testing outside the health field when there was an overiding
interest, whereas Article 17 (new Article 12) did not authorise testing in such a situation. The effet of this
difference in treament would be that persons who had already undergone a test would be required to communicate
the results, whereas persons on whom no test had been performed would be under no obligation to submit to one.

Participants identified two situations which might justify wider exceptions to Article 17 (new Article 12) than those
provided forin Article 2 (new Article 26). The first would concern cases where an employer obliged a candidate for
a post to submit to a test in his own interests, for example in order to detemine the existence of an allergy to a
certain environment. The other situation would concern the insurance field wher, in order to avoid problems of
anti-selection, genetic tests could be carried out for insurance contradts exceeding a certain sum of money.

One expat recaled that the prevailing rule in the insurance field was freedom of contract, so that there was no
obligation on an insurer to enter into a contract. In the cirmmstances, he saw no need for an exception to this
Article for the benefit of insurers, especially since it would be unethical to force someone to disdose that he was
predisposed to a disease merdy because his insurer wished to be informed.

The Working Party decided, therefore, not to amend the Article in order to introduce an exception. However, it was
noted that, by virtue of Article 2 (new Atticle 26), certain tests in the employment field could be performed in order
to safeguard the rights of others. For example, a pilot could be required to submit to a genetic test in order to
determine whether he could safdy practise his profession.

As far as genetic testing for research purposes was concerned, the Working Party considered that it was necessary to
restrict the scope of the Article in order to prevent research which, far from benefiting the person who submitted to
it, could be detnmental to him.

However, the expats wished neither to stop research on diseases which could be genetically detamined nor to
prevent epidemiological research.

The CDBICO-RED therefore reworded the Article in order to include a reference, on the one hand, to "health
purposes" (rather than just health care as before) and on the other hand, to scientific research "linked to health

purposes".

Some expats noted that it might be desirable, in due cousse, to elaborate a protocol to the Convention on problems
connected with genetics.

CDBI 27/06-1/07/94

The CDBI disaussed Articles 17 (new Article 12) and 18 (Article concerning the communication of results) in
detail.

The Committee decided to extend the scope of this Article by adding to tests predictive of genetic diseases those
permitting the detection of a genetic predisposition to a disease. The problems which could result from these tests
were in fact similar to those which could result from tests predictive of genetic diseases.

A delegation pointed out the importance of genetic counselling both before and after the tests, a principle endorsed
by the Committee of Ministers in its Recommendation R (92) 3 on genetic testing and screening for health care

purposes.

Another delegation informed the Committee that it reserved its position on this Article, having been unable to
contact all the ministries concerned.
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CDBI 20-22/11/95

a. Against the Article in its present form

Certain delegations objected to the rule embodied in this Article prohibiting the performance of genetic testing for
other than health purposes.

A delegation raised the following arguments:

1. genetic tests presented no peculiarity by comparison with other tests of predictive medicine; if the latter
were authorised outside the health field, why should genetic testing be prohibited?

ii. the text was unclear in that the Explanatory Report (see para 97) had to be consulted in order to apprehend
that genetic testing was nonetheless permissible in employment situations;

iii. why should a genetic test be prohibited as long as the person concerned agreed to undergo it? Was this not
paternalistic?

Another delegation raised the following argument:

iv. certain persons belonging to groups at risk (eg with negative family antecedents) could obtain insurance
only on condition of a test establishing that they did not carty the gene causing the illness afflicting other
members of the family. To prohibit the application of the test, notwithstanding the readiness of the
persons concerned to undergo it, would be tantamount to penalisation of these persons by denying them
insurance or by compelling them to pay extra premium.

b. In favour of the Article in its present form

Several delegations uphdd the prohibition of genetic testing for other than health purposes. Some delegations
contended that:

1. genetic tests had a high predictive potential regarding asymptomatic diseases which would be higher still
in future, far more so than any other test, hence the need for very stringent regulation of genetic tests;

ii. Atticle 12 was very predse: it did not restrict genetic tests to a medical context, but stipulated that they
could be conducted for health reasons only. Health reasons could also exist in an occupational context,
particularly a pathogenic one. In this respect, the Explanatory Report did no more than to illustrate what
was already embodied in the terms of the Article;

iii. the patient's consent was a central principle in the prattice of medicine nowadays; only in that context did
the question of patenalism arise. Article 12, however, dealt precisely with genetic testing for other than
health purposes, and in that context the person's consent did not in itself constitute an adequate guamantee
as the parties involved (employer-job applicant, for instance) had a very unequal power relationship;

iv. this provision went beyond the sole context of personal relations. In certain cases, admittedly not at all
numerous, such as the one desaibed in point iv. above, the prohibition of genetic testing for other than
health purposes could have unfortunate individual repercussions. However, these should be set against and
compared with the far more adverse social effects of permissiveness. Indeed, those States having passed
legislation in the matter all had a very restrictive approach.

CDBI 26/2-1/03/96

Some expats believed that there was nothing that distinguished genetic tests from other medical tests. Other
participants considered that, on the contrary, genetic tests had a predictive potential that no other medical test had to
the same degree. In their opinion, this made spedal rules necessary, just as the devdopment of computer technology
twenty years previously had made it necessary to adopt special rules for the protection of computerised personal
data
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The Committee intended to cover all possible ways for predicting a disease through a genetic test, irrespective of
whether dominant or recessive diseases or healthy carriers were involved.

The Committee decided, by 23 votes in favour and 9 against, with no abstentions, to include a reference to the need
for genetic counselling. It rejected (by 7 votes in favour and 20 against, with 6 abstentions) a reference to the need
for consent, because Article 6, which applied to all medical interventions, was also applicable here

The Committee adopted Article 12.1 (new Article 12) by 28 votes in favour and 2 against, with 1 abstention.
CORED 24-26/04/96

At the CDBIs last meeting there was no general vote on new Article 12; several participants asked that paragraph 2
of this Article should once more become the sole paragraph of Article 13 (use of results), which would read as
follows:

Article 13 (Use of results)

"The use of theresults of the genetic tests refared to in Article 12 is allowed, subject to recéving the free and
informed consent of the person, only for the purposes mentioned in that Article."
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Article 12 bis (Communication of results)
(This Article no longer exists in the Convention).
CORED 8-127/03/93
This Article concerned the communication of results of genetic testing outside the health field.

The expats thought it necessary for such tests to be authorised by national law and added the requirement of the
existence of an overiding inteest. One participant mentioned by way of example the requirement of the
communication of the results of such tests for an insurance contract exceeding a certain sum of money, although the
insurer could not require the person concerned to submit to the test.

The Working Party thought it important to indicate in the Explanatory Report that this field was undergoing rapid
development and that it seemed desirable for the CDBI to monitor this question and review the situaion after a
certain period of time say five years.

The expats obsaved that in any case the field covered by Articles 16 (new Article 12) and 17 (former Article
12bis) could be the subject of a protocol to the Convention. In this connection, the Working Party noted
amendments N° 16 and 17 presented by Dr Palacios and thought that they would be better placed in such a
protocol.

CDBI 6-9/07/93

In connection with this Article whose purpose was to regulate the use of genetic testing, particularly in the fields of
employment and insurance, the following remarks were made:

- insurance contracts and employment contracts also, in some cases, were based on the good faith of the
contracting parties. Did not such good faith oblige the candidate for insurance to give the insurer all
information about his state of health or any predisposition to devdop a disease which had come to his
knowledge as the result of a genetic test, just as he was currently obliged to provide particulars of his
family background?

- some participants wondered whether a distinction should not be made between the communication of the
results of a test with the consent of the person concerned, which in their view should be authorised, and
the communication of results without such consent, which should be prohibited.

In connection with the two preceding remarks, the Secretariat indicated that the purpose of the Article was not just
to protect the confidentiality of genetic data, a task already performed by the first paragraph of Article 12, by means
of a reference to the consent of the person concerned. It went much further, by prohibiting the possibility of a
request for the communication of the results of a test to a person, even if the person concerned consented thereto.

Moreover, in as much as this prohibition existed, the person concerned was exempted from the obligation which
might be placed on him by virtue of the contractual principle of good faith, to communicate the results of a test
with which he was already familiar.

- The expression "... shall only be possible ..." seemed inappropriate; it should be replaced by "shdll only be
allowed" or another equivalent expression;

- What was meant by "an overriding interest™! Some delegations found this concept too vague. It was
pointed out that this Article was not concerned with concepts (such as judicial proceedings to establish
paternity) covered by the exceptions already contained in the second paragraph of Article 2 (new Article
26), but rather with an idea which could go well beyond the cases covered by Article 2 (new Article 26).
One spedific example mentioned by the Chairman was the fact that in other organisations it had been
considered that genetic testing should not be authorised in the field of health care insurance but that it
could be accepted in other insurance fields. With regard to life insurance, the Secrtariat suggested that
genetic tests should not be authorised for capital guamntees of an amount considered customary in
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comparable cases; on the other hand, consideration could be given to the possibility of accepting such tests
for exceptionally large sums.

The Chairman took a vote: 3 votes were cast in favour of the proposal to claify the concept of "overriding interest"
in the text of the Convention; 15 votes were cast in favour of the text as it stood; 5 delegations abstained. The text
was maintained. The Explanatory Report should contain the necessary points of clarification, and delegations were
invited to transmit their ideas, in writing if necessary, on the question of possible exceptions to the principle of a
ban on testing.

CDBI 27/06-1/07/94

The CDBI considered the expediency of authorising the communication of the results of a genetic test outside the
health field. It studied in particular the question of communication in the fields of insurance and employment.
Certain delegations considered that under certain ciraumstances such communication could be legitimate and that it
was thus necessary to provide for an exception to the rule permitting communication only in the health field.

In this connection, the Article allowed the possibility of communicating results where there was an overiding
interest. However, several delegations questioned this notion. For instance, it was pointed out that this was an
imprecise notion for which there was no commonly accepted interpretation. It was therefore suggested that it should
be replaced by the expression "legitimate interest provided for under the law" This proposal was rejected on an
indicative vote (9 votes for, 11 against and 3 abstentions).

Certain participants considered that it was not necessary to provide for an exception in the case of insurers or
employers, who would be sufficiently protected from therisk of fraud by the general principles of the law, such as
those concerning the abuse of right and good faith.

After this discussion, the CDBI held a vote in order to find out whether the only exceptions which should be
allowed to the principle according to which communication of the results of a genetic test was prohibited outside
the health field were those of Article 2 (new Article 26) paragraph 2. 17 delegations voted in favour of this solution,
3 against and 3 abstained. The Article was thus reworded accordingly and the reference to an overiding interest was
deleted.

Following this decision by the CDBI, a member of the CDBI and of the CDBFCO-RED, voiced her doubts to the
Committee: "the refarence to Article 2 paragraph 2 (new Article 26) in Article 18 (former Article 12bis) is not
legally correct, insofar as Article 2 does not cover the exception which takes into consideration the legitimate
economic interests of insurance companies (an exception aimed at preventing insured persons deriving undue
advantage from the knowledge they have of their genetic make-up), whereas such was the intention of the Article (as
was explained in paragraph 123 of the explanatory memorandum)'.

Several delegations saw this Article as the application of the general principles governing the protection of data and
thought it would be dangerous to open the door to exceptions other than those of Article 2 paragraph 2 (new Atticle
26).

A delegate proposed substituting the term "use' for "communication". The CDBI rejected this idea (10 votes for, 11
against and 1 abstention).

A delegation informed the Committee that it reserved its position on this Article.

Another delegation made the following declaration:

"Recent condusions in a (...) govenment and expats committee have shown that a distinction between genetic
tests and other medical tests - i.e. a distinction by method - is that the same information can be obtained by

different methods. Instead you must regulate what purposes can legitimate medical tests of any kind, whether
genetic tests or other.
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The(...) delegation must make a strong reservation in substance concerning Article 17 and 18 (new Article 12 and
former Article 12bis). What the Committee has shown that such a method of regulation will at the the same time
fail to fulfil the purpose, which is protection of personal integrity, and cause serious and unacceptable risks for
society at large".

An observer regretted that Articles 17 (new Article 12) and 18 (former Article 12bis) had been voted upon without
prior consultation with the representatives of insurance companies. It was replied that it would then also be
necessary to consult representatives of the consumers. The Secretariat reminded the meeting that the CDBI had
organised the 2nd Symposium on Bioethics on the topic "Ethics and human genetics" in December 1993. One of
the main subjects had been the protection of privacy and, in this context, the CDBI had invited a representative of
the insurance companies to give their view. This representative had submitted a written report and had spoken, as
was apparent from the Proceedings of the Symposium.

CDBI 20-22/11/95

It was recalled that in June 1994 the CDBI had opposed by a substantial majority the disdosure of results of genetic
tests outside the health field except in the situations covered by the present Article 3 (new Article 26). The
Parliamentary Assembly had subsequently requested the addition of a reference to the data protection legislation,
whidh the current wording did include, but with the further addition of possible exceptions founded on the concept
of overriding interest. The draft of Article 13 (fomer Article 12bis) thus permitted the communication, outside the
health field, of results of genetic testing when there was an overiding interest and subject to the consent of the
person concerned, and provided that the safeguards defined by law, particularly with regard to data protection, were
observed.

The delegations in favour of the Article as it stood, the concept of overiding interest included, stressed the relevance
of individual selfdetermination in this context. A delegation considered that the Article would thus provide the
basis for national legislation which, for its part, should introduce provisions specific to each situation.

Several delegations criticised the use, in this context, of the concept of overriding interest. The concept was regarded
as most inadequate as the situations where it could apply (eg employment, health insurance, life insurance) differed
widely and the expression "overriding interest” did not embody the necessary to distinguish between them. These
delegations drew attention to the danger of serious social disaimination which might result from the application of
the concept. A delegate stressed the difficulties of linkage between the concept and Article 3 (new Atrticle 26).

The Secretariat shared the apprehensions expressed by several delegations regarding the very imprecise concept of
overriding interest, which offered no criterion on which to class a spedfic interest as overiding or othawise; there
was a striking contrast with Article 3 which exhaustively specified the interests in question (public health, etc) and
hedged them with safeguards (expediency, proportionality, etc) not found in Article 13 (former Article 12bis)7.

In the Secretariat's opinion, Article 3 (new Article 26) should remain the basic refarence for restrictions to the
principles of the Convention. This Article permitted restrictions inter alia "for the protection of the rights and
freadoms of others". Certain expets found this expression ineffective when it came to safeguarding the interests of
insurance companies, on the ground that it did not cover commercial interests. The Sectetariat disagreed with this
intepretation and held that peaceful enjoyment of possessions was not only a legitimate right but also a
fundamental right of every natural and legal person. Judgements of the Furopean Court of Human Rights
confirmed that the protection of commercial interests could indeed warrant restrictions on another fundamental
personal right such as the right to respect for private life and the right to freedom of exptession9. As to insurance
companies, they clealy had a legitimate right, worthy of protection, to have their assets safeguarded against a
potential policy-holder seeking personal gain by deceit and at their expense. In order to enforce this right, States had
a duty to provide solutions through legislation or court practice in accordance with the requirements of Article 3

" In this respect the drafft UNESCO Declaration is more precise in that it mentions general interest.

® See Protocol N° 1 to the European Convention on Human Rights, Art. 1: Every natural or legal person is

entitled to the peaceful enjoyment of his possessions. No one shall be deprived of his possessions except in the

g}ublic interest and subject to the conditions provided for by law and by the general principles of international law.
See judgments: Chappell case (17/1987/140/94) and case of Markt intan Gmbh and Klaus Beeman

(3/1988/147/201).
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(new Atticle 26). This Article was therefore held to provide a far more suitable framework for such solutions than
the mere concept of overriding interest. Moreover, if the Bioethics Convention included the concept of overiding
interest, it might be come into conflict with Article 8 of the European Convention on Human Rights unless this
concept caried the same guarantees as those set out in paragraph 2 of the Article. In the last place, the Sectetariat
considered that if the CDBI were to take the view that the prohibition of communicating the results of genetic tests
should be subject to more precise controls than those which could result from the straightforward application of
Atrticle 3 (new Atticle 26), it might decide to delete Article 13 (fomer Article 12bis) and leave this question to be
dealt with in the future protocol.

According to a straw vote (21 for and 2 against, with 7 abstentions) the CDBI favoured the retention of an Article
13 (fomer Article 12bis) in some form, leaving its content to be defined at the next meeting if it was finaly
maintained.

CDBI 26/02-1/03/96

Several participants criticised draff Article 13 (former Article 12bis), arguing that the words "overriding interest”,
which were too imprecise, would allow a wide variety of exceptions to the principle of the prohibition of
communication. Other delegations were of the opinion that the concept of overiding interest might be the basis for
appropriate legislation. The Committee decided, by 8 votes in favour and 20 against, with 4 abstentions, not to use
the concept of overiding interest.

Concerning insurance, a representative refers to several European directives .

The Secretariat said that the use of the results of genetic tests for purposes other than health (employment, health
insurance, life insurance etc.) was a very complex and difficult question, certain points of which were still highly
controversial in the member States, and wondered whether, instead of addressing this in a single article in the

Convention, it might not be better to set it aside so as to adopt more predse rules in a future protocol.

The Committee decided, by 23 votes in favour and 6 against, with 4 abstentions, to include in the Convention an
article addressing the use of genetic information outside the area of health.

At a later stage of the discussion, a delegation submitted a draft Article 12, paragraph 2, to replace Article 13
(former Article 12bis). The draft read as follows:

"The use of the results of genetic tests is allowed, subject to receiving the free and informed consent of the person,
only for the purposes mentioned in the preceding paragraph”.

It was adopted by 23 votes in favour and 4 against, with 5 abstentions.

Forits part, another delegation submitted a proposal to insat a third paragraph in Article 12, which would read as
follows:

"Exceptiondlly, to preclude the misuse by a person of geneic information in his or her possession, such
information may be requested, in accordance with conditions prescribed by law, including safeguards relating to
data protection”.

This proposal received 6 votes in favour and 18 against, with 8 abstentions, and thus was rejected.

CDBI 4-7/06/96

' _ Counxcil Directive 92/49/EEC of 18 June 1992 on the co-ordination of laws, regulations and administrative
provisions relaing to direct insurance other than Life Insurance and amending Directives 73/239/EEC and
88/357/EEC (OJ L 228, 11.8.1992, p. 1)

- Courcil Directive 92/9/EEC of 10 November 1992 (...) relaing to direct Life Insurance and amending
Directives 79/267/EEC and 90/619/EEC (OJ L 360, 9.12.1992, p. 1)

- Agreement between the European Economic Community and the Swiss Confederation on direct insurance other
than Life Insurance (OJ 205, 27.7.1991, p. 3).
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The Committee disaussed whether it would be expedient to keep this provision in the framework Convention or to
remove it. Certain delegations felt that it should stand because of its importance for protecting both the privacy and
the health of the persons concerned. In the view of otha delegations, the subject embraced numerous fields
(employment, insurance, etc) and was clealy too complex to be properly dealt with in a general provision.

By 18 votes in favour and 8 against, with 5 abstentions, the Committee decided to leave in the draff Convention a
provision on the use of results of genetic tests. It then considered an amendment presented by a delegation and, by
19 votes in favour and 9 against, with 2 abstentions, adopted the following wording:

"The use of the results of the genetic tests referred to in Article 12 is allowed only for the purposes mentioned in
that Article, subject to the exceptions prescribed by law".

The adoption of the above amendment obviated examination of the amendment presented by the Secretariat .

Later in the proceedings, a delegation stated that the draff Article as adopted raised serious legal and political
difficulties forits government, and therefore requested that it be deleted. Another delegation considered that a draft
article approved the day before should not be put to the vote the next day with a view to its deletion. After taking
an indicative vote, the Committee decided by 21 votes in favour and 2 against, with 8§ abstentions, to delete the
Article.

"' The amendment called for the adoption of a paragraph to read as follows:
"The above provision shall apply without prejudice to any appropriate measures which may be taken by Parties to
ensure respect of the principle of good faith in contracts.”



-63-

Article 13 (Interventions on the human genome)

CORED 9-12/11/92

The Working Party wished interventions on the human genome to be limited to cases necessary for the protection of
health. It was hoped this would avoid non-therapeutic interventions.

Such interventions should only be made on somatic cells, ie not on germ cells. Some expeats felt that we should
not take the risk to create human beings who were genetically different from one generation to the next.

CORED 14-16/12/92
The Working Party held a detailed discussion concerning this provision.

Several experts were in favour of maintaining the Article in its existing terms which prohibited inteventions on the
germ cell line, as they felt it necessary in the present state of scientific knowledge to prohibit such interventions
considering the unpredictability of their effects on subsequent generations. It was further pointed out that, at the
present time when defective genes are manipulated it could not be certain that only these genes and their functions
are affected by the manipulation.

Other participants felt that the option should nevatheless be left open and that it might be possible to authorise
germ cell thempy, although the intervention would need to carty a certain number of guamntees which were not
available at the present stage of scientific knowledge. If on the other hand such thempy proved its worth and
reliability, these expets might be able to accept it under certain conditions.

The two following alternatives were proposed:

1. Maintain Article 10 (new Article 13) unchanged and include in the Explanatory Report a passage with the
following substance:

The Working Party disaussed the possibilities for exceptions to this provision in the light of recent or anticipated
progress in the medical field, relaing for instance to the prospect of eliminating the genes which cause diabetes,
Huntington's chorea and haemophilia However, the difficulty of taking into account all the implications and the
existing uncetainties prompted the Working Party's decision to admit no exceptions for the time being.

2. Redmaft Article 10 (new Article 13) along the following lines:

An intervention on the human genome shall only be undetaken for thempeutic purposes. No inteference with the
germ cell line shall be permitted for the purpose of perfecting human existence (rendering humen beings more
intdligent, musical, athletic, etc.). An inteavention on the germ cell line may nevatheless be permitted in
exceptional cases (where there is no conceivable alternative) in order to correct recognised abnormalities provided
that it is carred out for the purpose of ending or alleviating severe human suffering and that strict standards of
reliability and safety are observed.

Include in the Explanatory Report the following passage:
The Working Party appreciates how difficult it is to draw the line between attempting to perfect the human being
and attempting to eliminate recognised abnormalities and diseases. The latter proposition includes the elimination

of the genes which cause diabetes and Huntington's chorea.

Before the proposed thempy is applied, an independent body, preferably a national ethics committee, should
ascatain whether it complies with the standards in respect of reliability and safety.

Devedopments in this area should be closely monitored by the CDBI and the relevant national bodies, and spedal
attention should be paid to the possibility of revising this Article should the need arise.
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The Working Party conduded this disaussion by approving the first approach and accordingly maintained the
current version of the Article prohibiting germ cell therapy. It nevatheless agreed unanimously to specify that the
provision would need to be reviewed within a certain time (eg five years after the entry into force of the Convention)
having regard to the current progress in knowledge.

CORED 8-12/03/93

The Working Party adopted this Article with no change and kept to its decision of the previous meeting.
CDBI 6-9/07/93

a. with regard to the therapeutic requirement

Several delegations wished to insat the words "or diagnostic” in the phrase "An intervention on the human genome
shall only be undertaken for therapeutic purposes". One participant considered that this would not be necessary
since therapy necessarily implied diagnosis.

b. with regard to the germ cell line

In order to keep the current debate open on this point, one delegation proposed the addition of the phrase "given the
current state of scientific knowledge". Other participants considered that such an addition would give rise to
uncertainty about the applicability of the Article: scientific knowledge was developing constantly; from what point
(and by whom) should it be judged to have made sufficient progress to render the provision no longer applicable?
While accepting the idea behind the proposal, these participants preferred the solution already put forward at an
earlier date within the Working Party which was to include in the operative part of the Convention a clause
providing for the periodical review of certain Articles, including this onein particular. The Secretariat indicated that
a draft version of such a clause would be submitted to the Working Party.

Several delegations took the view that the phrase "and as long as there is no interference with the germ cell line"
would have the effect of prohibiting inteventions, such as certain types of cancer treatment, which could have the
side effect of interfering with the germ cell line They therefore proposed that it be replaced by the following phrase:
"and as long as the aim is not to intefere with the germ cell line”. An expat pointed out that the current cancer
therapies did not have the effect of interfering with the germ cell line. Certain other delegations wondered whether
the possible decision to authorise gene thempies with the side effect of interfering with the germ cell line would not
amount to opening a Pandora's box.

In reply to a question asked by one delegation, it was pointed out that the draft Article prohibited inter alia research
aimed at modifying the germ cell line of the human foetus.

The Chairman noted that no delegation was opposed to this Article. The words "or diagnostic" could be inserted.
The Working Party would have to examine the proposal to replace the phrase "there is no inteference” by "the aim
is not to interfere".

CDBI 29/11-3/12/93

The CDBI considered a proposal by a representative to supplement Article 16 with the following sentence: "Any
injury to the human genome caused by maninade mutagens should be regarded as intervention on the human
genome".

The CDBI thanked the delegate for this very interesting proposal, but considered that its purpose lay outside the
scope of the Bioethics Convention. The CDBI took the view that this suggestion could be used in other Council of
Europe instruments.

On behalf of the Parliamentary Assembly, it was observed that - without reference to the suitability or not of its
being part of a convention on bioethics - the above-mentioned proposal would be very much weloome. It spelt out
in detal some of the concerns behind a proposal which the Parliamentay Assembly had already made
[Recommendation 1168 (1991)] with a view to updating and strengthening the Council of Europe's Social Chatter.
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An observer drew attention to the work of the Intemational Commission for Protection Against Environmental
Mutagens and Carcinogens. That body, which had been partly financed by the Institut de la Vie in Paris, had
included among its members specalists from the Commission of the European Communities, WHO and the
International Agency for Research on Cancer. The fina reports of the Commission and its Committees had been
published in the joumal Mutation Research and could be made available to interested members of the CDBI and
observers.

CORED 24-27/01/94

The Working Party undertook a detailed consideration of this provision, particularly the proposal to replace the
expression "there is no interference with" by "the aim is not to interfere with".

In this connection, the following comments were made:

interference with the germ cell line occurred in three types of situation:
where the purpose of the intervention was to affect the germ cell line and it was in fact affected;

where the purpose was somatic but there were side effects with a known likdihood of occurrence, which
affected the germ cell ling

where the purpose of the intervention was somatic and the germ cell line was affected by an unforeseeable
side effect;

- what it was wished to prohibit was an intervention on the human genome with the aim of interfering with
the germ cell ling, not the objective results of such an intervention;

- in other words, Article 16 (new Article 13) should be aimed at prohibiting only the first possibility;

- one argument in favour of this solution was the fact that, for the time being, interventions in this field
were still at an expaimental stage and therefore had to be approved by ethics committees. It was thus to be
anticipated that the latter would not authorise an intervention which was known in advance to have the
potential side effect of interfering with the lineal descent.

Following this debate, the Working Party reworded the Article to read:

"An intervention on the human genome shall only be undertaken for therapeutic or diagnostic purposes and as
long as the aim is not to interfere with the germ cell line’.

The members of the Working Party stressed the need for this Article to be reviewed after a certain period of time

CORED 30/05-2/06/94

The Working Party added prevention as a possible justification for intervention on the human genome, since it was
not covered by the other two terms used (therapeutic and diagnostic purposes).

CDBI 27/06-1/07/94

A delegate proposed rewording this Article as follows: "An intervention on the human genome may only be
undertaken for preventive, therapeutic or diagnostic purposes and as long as the aim is not to interfere with the
germ cell line in the light of scientific knowledge”. The CDBI did not accept this suggestion for the text of the
Convention, but noted that the idea was contained in the explanatory memorandum.

A delegation for its part suggested the deletion of paragraph 112 of the explanatory memorandum as it mentioned as
the sole reason for prohibiting germ cell thempy the insufficiency of scientific knowledge, whereas other reasons,
notably ethical ones, might be relevant.
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In view of the results of the vote (9 delegations in favour of deleting paragraph 112, 9 against and 4 abstentions),
the CDBI decided to keep this paragraph but to make a number of amendments to it.

CDBI 20-22/11/95
Atrticle 14 (new Article 13) was briefly disaussed at the end of the meeting, and raised three groups of comments.
a. indirect modifications of the germ cell line

Many of the delegations felt that this Article ought not to rule out already longstanding techniques such as
chemotherapy or radiotherapy for cancer of the ovares or testicles. In point of fact the amendment suggested by the
Parliamentary Assembly, stipulating "without any intervention in the human germ cell line”, would seem to
exclude these themapies too, as the CDBFCO-RED had noted.

b. prohibition of any modification of the germ cell line
A delegation advised against reopening disaission on the actual principle of this prohibition.

The Committee was informed that draff legislation in a member State envisaged prohibiting modifications of the
germ cell line but permitted such modifications whete intended to eradicate severe genetic diseases.

C revision clause

A representative of the European Community Working Group on Human Embiyo and Foetus Protection, agreed
that while it was reasonable in the present state of scientific knowledge to prevent all intervention on the
reproductive cells, it was nevertheless expedient to insert a revision clause so that technical advances could be taken
into account.

d. should research on the germ cell line be allowed?

Several delegations were of the opinion that germ cell therapy should be prohibited, at all events in the present state
of knowledge, owing to its incalculable inherent risks. They considered, however, that such research ought not to be
totaly prohibited, precisely in order to make room for improvement in this hitherto very inadequate knowledge.
Atrticle 14 (new Article 13) as it stood nonetheless prohibited any intervention aimed at modifying the germ cell
ling, research included.

In the Secretariat's opinion, Article 14 (new Article 13) could be construed as also prohibiting research since it did
not supply a definition of the germ cell line Should the prohibition be deemed to cover the modification of any
germ cell whatsoever (induding ova, spemmatozoa and stem cells)? If so, then all germ cell research would become
unlawful under Article 14 (new Atticle 13). If, on the other hand, the prohibition applied soldy to modification of
characteristics transmissible to desoendantslz, then research on non-procreative germ cells remained possible. If the
Committee's wish was for genetic research on germ cells to be permitted on condition that they were not used for
procreation, it should specify this - perhaps on the French modd - rather than settle for a refarence to the germ cell
line

The second sentence in Article 14 (new Article 14) might thus be formulated according to the following alternatives:

a. Any intervention with the aim of modifying the genetic characteristics in the germ cell line is prohibited.

b. Any intervention with the aim of modifying geneic characteristics transmissible to descendants of the
person is prohibited.

2 French Act no. 94-653 of 29 July 1994 concerning respect for the human body, amends Article 16-4 of the Civil
Code and stipulates in particular that "...genetic characteristics shall not be modified for the purpose of modifying the
descendance of the person"”.
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The Secretariat further supported the proposal that the restrictions provided for in Article 3 (new Article 26) should
not be deemed applicable to Article 14 (new Article 13).

The CDBI postponed its disaussion and decision to the next meeting.
CDBI 26/02-1/03/96

The Chair noted that there was substantial agreement on the substance of the various proposals submitted by certain
delegations, as well as by the Secretariat. She proposed that the Committee should first state its position on the
substance and only then on the wording.

a. Regarding the substance:

She noted that the Committee agreed on the following principles, identified in a proposal submitted by two
delegations:

1. An intervention including research aiming at altering the human genome may only be undetaken for
preventive, diagnostic or therapeutic purposes.

2. Any alteration, including research, of a person's germ cells shall be prohibited unless an effect on his or her
descendants is ruled out.

3. Inocaulation, radiation, chemotherapy or other inteventions with unintended alteration of the genetic
constitution of germ line cells are not prohibited.

b. Regarding the form:

A number of delegations preferred that no express reference be made to research. The Secretariat observed that an
express reference to research in the framework of a prohibition on modifying the germ cell line had the result of
strengthening this prohibition, not weakening it.

The Committee preferred (by 24 votes in favour and 5 against, with 4 abstentions) a more general wording to a
more detailed wording that specified exceptions.

In a straw vote the Committee decided, by 30 votes to none with 3 abstentions, in favour of the following
wording:

"An intervention seeking to modify the human genome may only be undertaken if its aim is not to modify the genetic
characteristics of descendants and only for preventive, diagnostic or therapeutic purposes".

A spedker specified that in preparation of thempeutic gene strategies it is sometimes required to do so called "gene
marking" studies in patients, i.e. a diagnostic procedure prior to thempeutic steps. This has for example been done
in patients with tumours (eg. S. Rosenberg, NIH, U.S.A.). It is consequently advisable to keep the word
"diagnostic" as one of the reasons why the intervention can be undertaken.

CORED 24-26/04/96

The CDBECO-RED proposed keeping to the present wording, while nevertheless replacing "if its aim is not to
modify the genetic characteristics of descendants” by "if its aim is not to modify any geneic characteristics of
descendants”.

CDBI 4-7/06/96

The Committee reconsidered this question in the light of the proposal made by the CDBFCO-RED. There were two
aspects: definition of the aims (preventive, diagnostic or thempeutic) of any intervention seeking to modify the
human genome, and protection of the genome of any descendants by prohibition of interventions seeking to modify
it.



-68-

Certain expats stated a preference for the expression "genetic constitution of the descendants" over the one
appearing in the proposed text, namey "genetic characteristics of the descendants”, which might prove too
restrictive insofar as it could be construed as not covering those parts of the genome without any known specific
fundion. Other participants considered that "genetic constitution” was not a usua expression and would raise
problems of intepretation. The Committee finally agreed to use the term "genome” which was well-accepted,
comprehensive in meaning, and consistent with the same term used at the beginning of the sentence.

Following the discussion the Secretariat, in consultation with several delegations, presented the following drafts for
Article 13 and the Explanatory Report:

"Any intervention seeking to modify the human genome may only be undertaken for prewentive, diagnostic or
therapeutic purposes and onlyif its aim is not to introduce any modification in the genome of any descendants".

The Committee adopted Article 13 by 23 votes in favour and 4 against, with 2 abstentions.

The corresponding paragraph of the Explanatory Report could read as follows:

"In addition, the article prohibits interventions which aim at the modification of any part of the genome of any
descendants. Therefore it is forbidden to geneically modify the totipotent cells of an embryo to be used for

proaeation as well as the modification of spermatozoids or ova destined to be used for fertilisation.

On the other hand this prohibition does not apply to inoculation, radiation, chemotherapy or any other treatment
not aiming at the modificaiton of the genetic constitution of any descendants”.

Several delegations indicated that they accepted the proposal relaing to the Explanatory Report, as claifying what
the Article was intended to authorise and prohibit.
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Article 14 (Non-selection of sex)

CORED 24-26/04/96

The Secretariat pointed out that the selection of sex could be effected either by means of a technique of medically
assisted proaeation (before conception or before the implanting of the embiyo) or subsequently, by means of an
induced abottion.

The CDBFCO-RED agreed on the following text:

"The use of techniques of medically assisted proaeation shall not be allowed for the purpose of choosing a future
child'’s sex, except where serious hereditary sexrelated disease is to be avoided."

The Explanatory Report would specify that one of these techniques was artificial insemination.
CDBI 26/02-1/03/96

The Committee considered the proposal of a delegation to include an article prohibiting the predetermination of the
sex of the future child, unless for health reasons. It adopted this principle by 27 votes to none, with 3 abstentions.

At a later date, the Committee considered the scope to be given to this principle: should it, as was the case with
principle 1.2 of the report of the CAHBI of 1989 on human artificial procreation (CDBI/INF (97) 5)13, be confined
to the area of techniques for medically assisted proaeation, or should it be broader, also including the case of a
voluntary termination of pregnancy on account of the unborn child's sex?

Certain participants noted that it would be wrong to speak of "predetermination” of sex in the case of voluntary
termination of pregnancy. Other participants thought that the Committee was far from having reached a consensus
on this latter subject.

The Committee agreed to postpone until its next meeting a decision on an exact wording.
CDBI 4-7/06/96
The Chair of the CDBFCO-RED presented the wording proposed by the Drafling Group.

The phrase "except where serious herdlitary sex+elated disause is to be avoided” was disaussed. Who should be
competent to assess the seriousness of a disease, the legislator or another official body, or else the two parents
insofar as perception of the seriousness of an illness was subjective in many cases? It was agreed that the
Explanatory Report would make reference to the current procedures in several countries (ethical committees or other
bodies) for identification of the diseases justifying the possibility of choosing sex, and also to the importance of
genetic counselling in this area enabling the couple to be properly informed as to the available choices.

Article 14 was adopted with the wording proposed by the CDBIFCO-RED, by 27 votes in favour and 1 against,
with no abstentions.

" "The techniques of human artificial proaeation must not be used for obtaining particular characteristics in the
future child, in particular for the purposes of selecting the sex of the child except wher, in conformity with sub-
paragraph a. of the preceding paragraph, a serious hereditary disease linked with the sex is to be avoided".
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CHAPTERYV -Scientific research
Article 15 (General rule)

CORED 9-12/11/92

The Working Party agreed on the inclusion of an article stating that research in the field of biology and medicine
should be carried out fredy, but that this freedom should not be absolute.

The expats believed that research should be limited by respect for the dignity, identity and integrity of the human
being, including the necessity of the person's consent.

The term "pursuit of scientific knowledge" refared here to all scientific activity, ie both to scientific research
involving human beings and basic research in the field of biology and medicine. The question of patents on the
human genome should also be considered.

CDBI 24-27/11/92

The Committee adopted this Article. The Working Party was instructed to examine the following proposals:

- insat "responsibly" after "freely";

- include the idea of sharing scientific knowledge.

CORED 14-16/12/92

The Working Party considered the proposal made by a delegation at the CDBI meeting to add the expression "and
responsibly' after "fredy". The expats did not approve of its inclusion which, they felt, added nothing beyond what
was already conveyed by the rest of the sentence.

Another delegation had suggested including in the Article the idea of shaing scientific knowledge. The Working
Party held that the idea was already embodied in paragraph 13 of the Preamble and need not be reiterated in Article
8 (new Article 15).

CORED 8-127/03/93

One participant proposed that this Article should be deleted or at least amalgamated with another provision.

The Working Party nevertheless preferred to adopt it with the wording contained in the previous text, while
replacing the phrase "the pursuit of scientific knowledge"by "scientific research”.

CORED 27-29/09/93

The expeats noted that the present wording, mentioning the integrity of the human being, might go even further
than Article 15 (new Atrticle 18) in preventing research on embryos.

The Working Party therefore decided to bring this Article into line with Article 1 of the Convention and thus delete
all reference to the integrity of the human being.

The Working Party ultimately proposed deleting "with respect for the dignity, identity and integrity of the human
being and" since, in any case, Article 1 of the Convention applied to all the other Articles including Article 14 (new
Atrticle 15).

CDBI 29/11-3/12/93
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One expat wondered about the usefulness of such an article in a Convention which dealt with the protection of the
human being with regard to the application of biology and medicine.
Another participant proposed the deletion of the adverb "freely”.

These two statements elicited the majority view that it was important for the Convention to recognise freedom of
research while laying down limits to such freedom based on respect for the human being. That also made it possible
to strike a balance in the text between individual rights and the rights of researchers. Lastly, this Article laid the
foundation for the drafft Protocol on medical research. Four delegations voted in favour of the deletion of the word
"freely", 17 delegations voted against and 2 abstained.

One delegation suggested that a refarence to ethics committees be made in this context.

One participant suggested that explicit reference should be made to the Bioethics Convention as one of the texts
ensuring the protection of the human being, which had to be respected by researchers.

Following this disaussion, the CDBI amended Atticle 14 (new Article 15) to read as follows:

"Scientific research in the field of biology and medicine shall be carried out fredy in accordance with this
Comvention and with the other legal provisions ensuring the protection of the human being. "

The CDBI also decided to instruct the CDBFCO-RED to review the order of Articles 13 (new Article 22) and 14
(new Atticle 15).

CORED 24-27/01/94

The CDBECO-RED adopted this Article without amendment.
CDBI 27/06-1/07/94

The CDBI adopted this Article as it stood.

CDBI 26-30/06/95

The Committee endorsed the CDBF-CO-RED's decision to insert an article containing provisions on protection in
respect of research in general. Such an article had the twofold advantage of providing a normative framework for all
research projects and a clearer insight into the specific provisions concerning research on incapacitated persons.

i paragraph 1

A few experts considered this paragraph supefluous and unrelated to the aim of the Convention, namely protection
of the human being.

However, in the view of most delegations (21 votes in favour, none against and 7 abstentions) it was important for
the Convention to uphold the free exercise of medical research, subject to the necessary protection of individuals.
This freedom, according to one spedker, had its foundation and limitations in human dignity. Many participants
considered medical research justified principally by the benefits which its findings were expected to bring for human
health and well-being.

ii. paragraph 2

Among the conditions set out in the CDBFCO-RED draft the Committee, at an expat's suggestion, distinguished
the "formal" conditions (consent of the subject and examination of the project by an independent committee) from
the "substantive” conditions. Another expert thought that as certain important conditions were liable to be omitted,
the draff Convention should not mention the substantive conditions and should leave them to be covered by the
future protocol. A straw poll indicated that 9 delegations favoured a text containing both substantive and formal
conditions while 17 others would prefer to have formal conditions only (1 delegation abstained).
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Concerning examination of the research project by an independent committee, the sole condition of "examination"
was considered insufficient because approval was also required. A disaussion ensued as to whether the opinions of
ethics committees should be purdy advisory or rather decisive. In many states the opinion was purdy advisory
where in favour of a project and decisive where unfavourable; in certain countries, however, it was in all cases
advisory, the administrative authority having sole power to authorise or prohibit a research project. The Committee
accepted the following wording proposed by the Secretariat: "the project must have been approved [by the competent
authority] after independent examination..."

In the opinion of some experts, ethical examination would necessarily entall an examination of scientific merit,
since it would be unethical to accept research of no scientific merit.

Without denying the soundness of this argument, for the sake of greater clarty in the text the majority of the CDBI
(18 votes in favour, 10 against, 1 abstention) wanted an explicit mention of the project's scientific merit.

Regarding the subject's consent, the Committee agreed that it must be express and specific. Certain experts
considered that where possible it should be certified in writing.

CDBI 5-7/09/95

Following a statement by Mr Mahoney, Deputy Registrar of the European Court of Human Rights, on Article 16
(new Article 17), several delegations expressed the view that the first paragraph of this Article, concerning research
in general, should include a provision on the conditions to be fulfilled by domestic law regarding research. It was
suggested adding the following sentence as a first step: "The Parties shall ensure that these provisions are clearly
stated and accessible".

This wording was not, however, regarded as satisfactory, and the Secretariat proposed altering it by the inclusion of
a reference to the informing of persons undergoing research, as follows: "Individuals undergoing research shall be
informed of their rights and the safeguards prescribed by law for their protection”.

The CDBI decided to reconsider this sentence at its next meeting.

The CDBI then examined the conditions set out in the second paragraph. It agreed on the substance of the three
conditions raised during the last meeting of the CDBL With regard to the first one, concerning approval of the
research project by an authority, the CDBI chose the expression "competent body’, as it coves the various
arrangements existing in the states.

CDBI 20-22/11/95
At the proposal of two delegations, the CDBI decided to move the sentence in square brackets [Individuals
undergoing research shall be informed of their rights and the safeguards prescribed by law for their protection]

and include it in the conditions which must be fulfilled in order to subject a person to research.

The Committee members unanimously appoved (32 votes in favour) the proposal of a delegation to turn the first
sentence of paragraph 1 into a separate article embodying a general principle regarding research.

Paragraph 2, more spedific in that it stated the conditions under which research could be performed on a person,
became Article 15 bis (new Article 16).
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Article 16 (Protection of persons undergoing research)
CDBI 20-22/11/95
a. Proportiondlity of benéfit to risk
A delegation felt that the present formulation of Article 15 (new Article 16) did not convey a vital aspect of the
protection of persons undergoing research: the test of proportionaity between the risks and benefits therof. It

suggested adding the following extra condition to be placed in paragraph ii):

"the risks which may be incurred by the person undergoing research are not disproportionate to its expected
benéfits and the importance of its aim"

The proposal was accepted by all members of the CDBI, but with the expression "expected benefits” (11 votes in
favour) replaced by the expression "potential benefits" (12 votes in favour).

Furthermore, in compliance with a suggestion by a delegation, the CDBI decided by 24 votes to 12 to move the
expression "the importance of its aim" to paragraph iii), which would thus read as follows:

"the research project has been approved by the competent body after independent examination of its scientific
mertit, including the importance of its aim, and of its ethical acceptability”.

b. Written consent

In accordance with a proposal by a delegation, it was added to the final condition that the consent must be
"documented" (in French, "consigné par écrit").

With the change in the order of the various conditions, Article 15 bis (new Article 16) now read as follows:
Article 15 bis (new Article 16) (Protection of persons undergoing research)

Research on a person may only be undertaken if all the following conditions are met:

i) there is no alternative of comparable effectiveness to research on humans,

ii) the risks which may be incurred by the person undergoing research are not disproportionate to its
potential bendfits,

iii) the research project has been approved by the competent body after independent examination of its
scientific merit, including the importance of its aim, and of its ethical acceptability,

iv) individuals undergoing research are informed of their rights and the safeguards prescribed by law for
their protection, and

v) the necessary consent provided for in Article 6 has been given expressly and spedfically and documented.
Such consent may be fredy withdrawn at any time

The CDBI unanimously adopted the above text (33 votes in favour).
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Article 17 (Protection of persons not able to consent to research)
CORED 8-12/03/93

The Working Party decided that interventions could be carried out on such persons only under protective conditions
provided for by national law, conditions which included the consent of the legal representative of the person
concerned or of a competent authority.

The expats added another condition, namely that the intervention should directly benefit the person concerned.

The Working Party then considered whether or not an exception to this condition should be authorised; in other
words, should interventions be authorised, under certain conditions, on persons incapacitated in law or in fact, when
they would derive no direct benefit therefrom? It was pointed out that the authorisation of interventions only in
cases of direct benefit to the persons concerned would exclude non-therapeutic research on those persons as well as
the removal of organs, while for the time being the Protocols under preparation did not prohibit such interventions
but laid down guidelines for them.

Conversely, one expat cited Article 7 of the Intanational Covenant on Civil and Political Rights which provides
that no one shall be subjected without his free consent to medical or scientific experimentation. The expat recalled
that, in the preparatory documents of the Covenant, it had been proposed by that means to ban non-therapeutic
research on minors.

The Working Party decided to refer the question of principle to the CDBIL should non-therapeutic research and
removals of organs be authorised in respect of legaly incepacitated persons and persons who, though legaly
capable, are incapable of understanding?

CORED 1-3/06/93

The Working Party accordingly expressed itself in favour of the following text for the second paragraph of Article 6
(new Article 17):

"Exceptionally, for research purposes in the health field representing a minimal risk or burden for the individual
or for purposes of transplantation of regenerative tissues between close relations and friends, national law may
authorise non-benefidal inteventions on incapacitated persons, in cases where there is an overriding interest,
provided that sufficient protection is guaranteed and that there is no possible alternative subject nor any equally
effective alternative method".

CDBI 6-9/07/93

Secondly, some delegations wondered about the concept of overiding interest which justified the application of
national law.

With regard to research, it was observed that this concept limited non-therapeutic research on incapacitated persons.
Another delegation felt that, while the concept of overiding interest was undeastandable in relation to research, it
was less clealy relevant to the subject of orgen transplantation where there was always an altmistic interest in

improving the state of health of another person.

Thidly, with regard to the stipulation that there should be no possible altenative subject, the addition of a
clafying phrase was suggested: "no possible altarnative subject possessing full legal capacity”.

Fourthly, one delegation proposed insating the phrase "or group of subjects"” after "another subject”.

CORED 24-27/01/94
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The Working Party reworded this paragraph in order to make it more readable without, however, altering its
meaning. Account was also taken of the suggestion made by one delegation at the July meeting, which was to
insat the phrase "or group of subjects” after "another subject”; the new wording for the paragraph concerning
research on incapacitated persons used the expression "other subjects possessing full capacity”.

CDBI 18-22/04/94

One delegation pointed out that the words "un risque et une charge minimaux" in the French text were slightly
clumsy, and proposed that they be replaced by "un risque négligeable et une contrainte minimale"”. This proposal
was refared to the CDBFCO-RED to be studied in detail, the criteria of "risque minimal” and "risque négligeable”
seeming at first sight not to be identical.

CORED 30/05-2/06/94

The CDBECO-RED examined the expression "where there is an overriding interest” in the second paragraph of
this Article. Participants agreed that it was less than clear and could giverise to confusion. It was therefore decided
to replace it with the phrase "where a significant benefit may be derived", which had the adventage of being more
spedfic and of having been used in other intemationa texts.

With regard to research, the expets considered the question whether one of the criteria for the authorisation of
research should be the existence of a “minimal risk” or rather a “negligible risk”. The Working Party decided that,
in the case of non-benefidal research on incapacitated persons, the strictest criterion should be selected in order to
ensure the protection of such persons. The Working Party consequently adopted the concept of “negligible risk”.

CDBI 27/06-1/07/94

The CDBI examined this Article in thelight of the comments submitted by a delegation. This delegation drew the
Committee's attention to the following problems:

- the principle in research should be that research could be undetaken on an incapacitated person only if a direct
personal benefit for this person was to be expected. The exceptions to this principle must strictly set the conditions
for the protection of the incapacitated person;

- thevalue of research which did not directly benefit the incapacitated person should clealy appear in the text of
the Article. In other words the Article should state that in the case of research which was not for the direct benefit of
the incapacitated person, significant benefit for the group of persons to which he or she belongs must be expected.
This clarification would strengthen the protection of incapacitated persons.

- it would be desirable to combine Articles 6 and 7 (new Article 17) into a singe article, in order to bring together
the provisions relating to the incapacitated person's consent and the conditions relating to his or her protection.

It was also pointed out that the present draft did not deal with the question of objection by the incapacitated person,
whereas Recommendation R (90) 3 of the Committee of Ministers stated in Principle 5, "... national law may
authorise research involving a legally incapacitated person whidh is not of direct bendfit to his health when that
person offers no objection...".

The CDBInoted these comments and admitted their pertinence. The Committee decided for the time being not to
amend the Article, but to disauss it again in detal at its next meeting, after the necessary consultations. It was
therefore agreed to put several parts of this Article between bradkets in order to draw attention to the fact that the
wording of this text was still provisional. A footnote would give the necessary explanations.

CDBI 26-30/06/95
Subject to certain editorial changes and possible additions, the Committee (26 votes in favour, 2 against, no

abstention) approved the provisions of this Article concerning research on incapacitated persons, including research
not directly benefiting the subject.
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The delegations made the following remarks:
- thefirst sentence should specify potential benefits instead of "expected benefits";

- thesecond sentence, instead of directly mentioning an exception to the principle of benefit for the incapacitated
person, should state that the Parties may authorise additional research subject to statutory safeguamds and the
following provisions;

- spedfy that an incapacitated person should not be subjected to more than one type of research at a time
However, in the opinion of the CDBFCO-RED Chairman, the number of research projects authorised was less
important than the concept of minimal burden inherent in the project;

- replace the phrase "where this research may significantly improve understanding of disease or disorder" with
the phrase "where this research is beneficial to persons with the same age, disease or disability profile”; similar
wording was proposed by another delegation, the gist of both proposals being that the expected benefits of research
related to the same group or category of persons as the subject;

- should a specific monitoring system for research on incapacitated persons be instituted? Several participants
expressed misgivings over a solution of this kind, involving the creation of cumbersome machinery of dubious
effectiveness.

Several delegations pointed out that the removal of the "substantive” conditions from Article 15 (new Articles 15
and 16) had the effect of rendering Article 16 (new Article 17) incomplete. For instance, the condition concerning
non-existence of an alternative to research should be stated here if not shown in Artide 15 (new Articles 15 and 16).

CDBI 5-7/09/95

The CDBI held an exchange of views on the first paragraph of this Article, which lays down the general principle
regarding research on persons incapable of consenting.

An observer pointed out that, in the case of so-called therapeutic research, there could be a benefit for the person
concerned or for persons belonging to the same category as she or he. He therefore proposed refaring in this first
paragraph not only to the potential benefit for the person concerned but also to the benefit for other individuals.
The majority of the CDBI, however, did not share this opinion, as the Article did not distinguish between
therapeutic research and non-therapautic research but between research of potential benefit for the person undergoing
it and research without such potential.

The Committee then considered the wording of this first paragraph. Eleven delegations stated their preference for
wording it as follows: "A person who is not able to consent according to Article 6 may not undergo research
unless it is expected to produce a significant benefit to his or her health”. Following a proposal by a delegate,
however, 18 delegations voted in favour of the following text: "A person incapable of consenting may not undergo
research unless it has the potential to produce a significant benefit to his or her health”. In the opinion of these
delegations, the concept of potential reflected the reality of research more accurately.

The CDBI then studied the second paragraph of this Article, which authorises research that is not for the direct
benefit of a person not able to consent.

One delegation disagreed with the principle of this paragraph, which it considered to call in question the Article 2
principle of the primacy of the human being over the interests of science and society. The delegation was worred
that the text might allow researchers to carty out research on a human being incapable of consenting, soldy in order
to satisfy their scientific curiosity.

The majority of the CDBL while understanding these fears, thought that the text allowed persons incapable of
consenting to benefit from the contributions of science while ensuring their protection. But for research of that
kind, such persons might be victims of disaimination. The Committee agreed that it was essential to make it clear
in the text that research on a person incagpable of consenting must, where it was not for his or her direct benefit, be
aimed at benefiting the category to which he or she belonged. It must be designed to investigate or improve the
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treament of a disease or a disability; it could also be aimed at improving understanding of a disease or a health
condition with a view to sooner or later benefiting persons suffering from that disease or falling in the same age
group, for example.

With regard to the actual wording, several participants thought that stipulating that "it may be prescribed by law"
that research is authorised would mean that in the absence of a law, in the broad sense of the term, such research was
prohibited. Other participants, on the othe hand, thought that, even in the absence of law, research could be
authorised if the country applied the principle that anything not prohibited was permitted. After hearing the
explanation of the Deputy Registrar of the European Court of Human Rights, the CDBI decided by 20 votes to 7
(with 2 abstentions) to refer to law in this text, without deciding on the exact terms of the paragraph.

After this disaission, the following text was proposed for this paragraph:

"Exceptionally and only if there is negligible risk and minimum burden for the individual concerned, research
whidh does not have the potential for immediate direct benefit may be permitted if this research:

a. may improve knowledge of the individual'’s disease or disorder and be bendficial to persons suffering from the
same disease or disorder, or

b. may improve knowledge of growth, development or health condition, provided the following conditions are
met, in addition to those in Article 15:

i) the necessary authorisation as provided for under Article 7 (new Article 5) has been given expressly and in
writing. Such authorisation may be fredy withdrawn at any time

ii) anyrefusal by theindividual or his or her representative must always be respected,
iii) equally effective research cannot be carried out on individuals capable of giving consent."

Several participants criticised the addition of the adjective "immediate” to qualify the benefit insofar as it created a
divergence between the scope of paragraph 1 and that of paragraph 2. Moreover, one delegation considered that
combining this text with paragraph 1 might have the result of authorising only research of benefit to the person
concerned, whether the benefit was immediate or delayed, whereas paragraph 2 was in fact intended to cover cases
where there was not necessarily any benefit to that person.

The CDBI decided to reconsider this first sentence of paragraph 2 at its next meeting. The Secretariat proposed
disaussing the following text:

"Exceptionally, under the protective conditions prescribed by law, research without direct bendfit may be permitted
on an individual who is not able to consent where this research may significantly improve the understanding of his
or her health condition, disease or disorder, and aims to bendfit persons with the same age, growth, disease or
disorder profile, provided that, in addition to those contained in Article 15, the following conditions are met:

i. research of comparable effectiveness cannot be carried out on indiiduals capable of giving consent,

ii. there is only negligible risk and minimum burden for the individual concerned,

iii. the necessary authorisation as provided for under Article 7 (new Article 5) has been given expressly and in
writing. Such authorisation may be fredy withdrawn at any time

iv. anyrefusal by theindividual must always be observed".
Note bene: The proposed order of the conditions matches the way in which the question arises in pradice; it also

emphasises that there can be no question of carrying out on persons incapable of consenting any research that
could be carried out on a capable indvidual.
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CDBI 20-22/11/95
Paragraph 1:

A delegation thought it preferable to revat to the previous wording, as follows: "is expected to produce a
significant benéefit to his or her health"; it considered that the expression "unless it has the potential to produce a
significant benéefit to his or her health” had been replaced too hastily by the above expression. The majority of the
CDBI disagreed, as the concept of potential, which had gained preference at the last meeting reflected better the
reality of research.

Attention was also drawn during the disaission to a risk of inconsistency in that two different adjectives were used
to desaibe the benefit ("significant” in the first paragraph and "direct” in the second paragraph), whereas the two
concepts should be made uniform.

The CDBI debated the exact meaning of the expression "direct benefit". The condusion was that the term refared to
the benefit which a person could derive from the potential results of the research undergone; therefore it also applied
to persons undergoing blind tests by administration of a placcbo as they could supposedly benefit from the direct
result of such research. Consequently, benefit could accrue directly either through participation in the research or
through its results. A delegation pointed out in this connection that the benefit refared to in paragraph 1 could be
immediate or mediate but must always be derived from the research itsef.

The CDBJ, having put to the vote the altenative phrases "significant benefit" (7 votes), "direct benefit" (12 votes)
and "significant direct benefit" (13 votes), accordingly opted for the third expression.

In addition, the CDBI confirmed that refusal by an incapable person, including a minor at an early age, to undergo
therapeutic research, even where considered capable of conferring significant benefit, must always be respected for
two reasons:

- because benefit in connection with even therapeutic research was never assured;
- in order to conform to the terms of Article 7 of the International Covenant on Civil and Political Rights
stipulating: "... no one shall be subjected without his free consent to medical or scientific experimentation ".

Paragraph 2:

The CDBI agreed that paragraph 2 should form an exception to paragraph 1 and apply spedfically to cognitive
research unlikely to be of other than indirect benefit (whether to the person undergoing research or to other persons
in the same category), for instance through better undestanding of disease processes. Some delegates however
criticised the notion of "indirect benefit".

A delegation suggested deleting the words "may significantly improve the understanding of his or her health
condition, disease or disorder” so as not to restrict, even unintentionally, the scope of the Article. However, the
majority of the CDBI members disagreed.

The same delegation suggested replacing the conjunction "and" by "or" before "aims to benefit persons who may
have the same (...) profile", which would also obviate restriction of the scope of the Article.

One delegation asked that the term "minimum risk” be given preference over "negligible risk”. The proposal was
supported by several experts who felt that a risk should never be considered negligible. The CDBI agreed to this
amendment by a majority (22 votes in favour of "minimum" and 6 votes in favour of "negligible”, with 4
abstentions).

A delegate obsarved that the condition laid down in paragraph 2.1) ("research of comparable effectiveness cannot be
carried out on individuals capable of giving consent") logically applied not only to paragraph 2 (research without
direct benefit) but also to paragraph 1. Indeed, if comparable results were obtainable from research on capable
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persons, it ought not to be conducted on incapable persons even if they were expected to derive direct benefit from
it. The Secretariat was instructed to take account of this observation for the reformulation of the Article.

At the close of disaussion, the text of paragraph 3 appeared as follows:

"exceptionally, under the protective conditions prescribed by law, research without direct bendfit may be permitted
on a person who is not ableto consent where this research may [produce a significant indirect benéfit to his or
her health] or significantly improve the understanding of his or her health condition, disease or disorder [and]
[or] aims to benéfit persons with the same age, growth, disease or disorder profile. In addition to the conditions
contained in paragraph 1 above and in Article 15 bis (new Article 16), the following conditions must be met".

A delegate made a new contribution to Article 16 (new Article 17) (not discussed in the meeting):

"Research which, by improving understanding of the person's condition, illness or disorder, has the potential to
produce benéfit for the person and/or for someone in the same condition or afflicted with the same illness or
disorder, may be permitted provided that in addition to the principles contained in Article 16 i) to iv), the
following conditions are met: (...)".

The Secretariat was instructed to make suggestions on this Article in the light of the observations made during
disaussion.

CDBI 26/02-1/03/1996

The CDBI considered this Article on the basis of a proposal made by the Secretariat, which took into account the
results emerging from the Committee's disaussion in the course of its ninth meeting.

a. Paragraph 1

Bearng in mind a delegation’s comments, the Committee adopted paragraph 1 by 30 votes in favour and none
against, with 2 abstentions.

b. Paragraph 2

The Committee introduced some of a delegation’s amendments to the second paragraph. It should be pointed out
in the Explanatory Report that the research on "the individual’s condition” under paragraph 2 (i) might cover, with
regard to research on children, not onlydiseases or abnormalities peculiar to childhood or certain aspects of common
diseases that are specific to childhood, but also the normal development of the child.

An obsaver said that paragraph 2 was a good desaiption of the conditions and terms of research without direct
benefit and met the highest national and intemnational standards for protecting the individual.

Many delegations stressed that the long-term goal of any research was to improve a medical application (diagnostic,
preventive, themapeutic etc.) but that to attain this goal, the results of certain research, in particular so-called
cognitive research, had to be rounded out by other research. In certain cases, it might be hoped (but could not be
reasonably assured) that the individual who consented to research could benefit from the results himself; in others,
such benefit could be ruled out straightaway (for example when testing a new method of diagnosis on a patient for
whom an illness had already been diagnosed by the usual method).

Subparagraph 2 (i) makes provision for these two possibilities, because it addresses research capable of conferring a
benefit "to the person concerned or to othe persons in the same age category or afflicted with the same disease or

disorder or having the same condition”.

A delegation proposed replacing, in the phrase "to the person concerned or to other persons” the word "or" by "as
well as" ("ainsi que'). This proposal was rejected by 5 votes in favour and 27 against, with 1 abstention.

The Committee adopted paragraph 2 by 27 votes in favour and 4 against, with 2 abstentions.
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CDBI 4-7/06/1996

The Committee voted on Article 17 as a whole, which had been disaussed during the previous meeting. It was
adopted by 24 votes in favour and 1 against, with 2 abstentions.
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Article 18 (Research on embryos in vitro)

CORED 9-12/11/92

Several experts felt that it was necessary to include such an article which prohibited the creation of embryos soley
for research purposes (paragraph b).

One expat said that this concerned the dignity and integrity of the human being and that authorising creations of
this kind risked reducing the human being to a mere object. This expat felt that this Article raised the problem of
the scientific creation of human life for purposes other than human life, a problem which went much further than the
question of the embryo.

It was also mentioned that parents might conceive a child for a different purpose than its birth (for example to take
the bone marrow for another child of the couple).

Another participant mentioned the problem of euthanasia, but it was pointed out that the reason for drafiing the
Convention had been to take account of medical progress, and progress in medicine and biology was mainly being
made in areas which concerned the start of life. This question must be reexamined.

The Spedal Adviser reminded the Working Party of the fact that a similar provision had contributed to the
Recommendation on human artificial proaeation being rejected by the Committee of Ministers. He therefore
considered such an article as inopportune

The Working Party decided to submit this Article to the CDBIto obtain the plenary body's opinion on the need for
this Article.

The Co-ordinator, aware of the fact that the CAHBI has disaussed, on many occasions, such a problem without
reaching a uniform opinion on the point, and in order to facilitate the rapid progress of the works of the
Convention, expressed his dissenting opinion on the decision to submit, once again, the question to the Committee

in plenary.
CDBI 24-27/11/92

Several delegations thought that Articles 9.a (new Article 18) and 9.b14, which concerned research on embryos,
would be better dealt with in a specal protocol on embryos. It was pointed out, however, that such a protocol
would for the time being have little chance of success and that these provisions provided a minimum of protection
for embryos.

After a disaussion, the majority of the Committee (11 votes in favour, 6 votes against, 2 abstentions) were in favour
of including in the Convention an article designed to protect embryos in research work.

The Working Party was instructed to suggest a wording for Article 9.a (new Article 18) that took account of the
CAHBI's previous work, as set out in the report on artificial proareation.

One delegation expressed the desire that the Convention should expressly prohibit keeping the embryo for more
than fourteen days.

The Committee accepted the idea contained in Article 9.b]5, but two delegations said that this provision was not
acceptable in the light of the legislation in force in their countries.

With regard to Article 9.016, the Working Party would consider the possibility of including it in Article 10 (new
Article 13).

" This paragraph no longer exists in Article 18.
* This paragraph no longer exists in Article 18.
This paragraph no longer exists in Article 18.
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Other delegations would like to have seen Article 9.c amplified in the light, inter alia of Parliamentary Assembly
Recommendations 1046 and 1100.

CORED 14-16/12/92

At the last CDBI meeting, the plenary Committee had asked the Working Party to reformulate Article 9.a (new
Article 18) so as to take into account the content of the report on human artificial proareation.

After examining the report, the Working Party expressed the opinion that it was preferable to retain the present
wording of Article 9.a (new Article 18) and to mention the report on artificial proaeation in the Explanatory Report
to the Convention.

Having disaussed Article 9.b, the Working Party decided to delete it.

It was decided to delete Article 9.c after consideration of Parliamentay Assembly Recommendations 1046 and
1100. However, these two Recommendations would be mentioned in the Explanatory Report to the Convention
concerning the stipulation in Article 8 (new Article 15) that the pursuit of scientific knowledge shall be cartied out
with respect for the dignity, identity and integrity of the human being, in view of the fact that Article 9.c had been
designed to prohibit certain types of research affecting the identity of the human being.

CORED 8-12/03/93

Following a disaission concerning inter alia the problem of the transfer of embryos which have been the subject of
manipulation, the Working Party decided to add the phrase "and shall be restricted to research aimed at treating
infertility”".

Some expats felt that, when research on embryos was authorised, it should not be capable of being devdoped in
any direction or for any purpose.

However, the Working Party decided to refer to the CDBI, for a decision of principle, the question whether research
on embiyos, when it is authorised by national law, should be restricted to the treatment of stenlity.

CDBI 6-9/07/93
The Chairman asked each delegation in turn to give its opinion on the desirability of including in the text of the
framework Convention an article dealing with research on the human embiyo and, if the opinion was favourable, on

its possible content.

The views expressed showed that a large number of delegations favoured the inclusion of such an article in the
framework Convention.

With regard to its possible content, a number of delegations preferred the following wording:

"Where research on embryos in vitro is allowed by national law, such research may only be authorised in the
case of embryos whidh are not more than fourteen days old"

Several delegations pointed out that this wording, which was taken from the Courncil of Europe report on artificial
proareation (1989), was appropriate in as much as it was confined to imposing a restriction on research on embryos
where such research is allowed by national law, thus taking into account and regulating a practice already
established in several countries, without however expressing a view on the merits of such a practice.

Some delegations wished to add the following phrase to the above text:

- "..and shall be restricted to research aimed at treating infertility’.
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Some delegations were in favour of the inclusion of a second paragraph in the same Article, as already proposed by
one delegation at the Committee’s April meeting and also supported on several occasions by another delegation. It
would read as follows:

"The creation of human embryos solely for research purposes is prohibited'

An observer said that he would be in favour of a provision banning all research on human embryos. Failing such a
provision, research should be made subject to a large number of additional conditions. In this connection, the same
observer pointed out that the Council of Européds report on artificial proaeation had already laid down several
restrictions: embiyos should not be created for research purposes exclusively; they should not be more than fourteen
days old; the couple should have consented to the research; there should be no altenative method and an ethics
committee should have authorised the research.

Furthermore, some delegations proposed that the CDBI should ask the Committee of Ministers to give it the task
of preparing a protocol to the Convention dealing with the various problems associated with the human embuyo.
Indeed, these delegations took the view that the draff terms of refarence reproduced in the report of the previous
meeting did not faithfully reflect the intention of all the delegations which had voted to adopt them, as they were
restricted exclusively to the field of organ transplantation, whereas the initial proposals had aimed at obtaining
terms of reference for a general protocol on the embryo.

The Chairman decided to give the Committee time for reflection in order to enable delegations to consider the
various proposals put forward.

At a later stage of the meeting, the Chairman requested the Committee's opinion on the voting procedure to be
obsaved. By 12 votes to 7, with 2 abstentions, the Committee decided to vote first on the draff Article of the
Convention, and then on the draff terms of reference for the elaboration of a protocol.

The Committee decided by 18 votes to 2, with 4 abstentions, that the framework Convention should contain an
article concerning research on the human embiyo. One delegation pointed out that it was not in a position to
express an opinion at that time

With regard to the content of the Article in question, the Committee decided as follows:

- with 14 votes in favour, it adopted the following wording: "Where research on embryos in vitro is
allowed by national law, such research may only be authorised in the case of embryos whidh are not
more than fourteen days old":

- there were 4 votes in favour of the phrase "..and shall be restricted to research aimed at treating
infertility’’ and five abstentions. It was not adopted;

- the proposal for a second paragraph was adopted (16 votes in favour, 4 against and 2 abstentions) with the
following wording: "The creation of human embryos solely for research purposes is prohibited'.

One delegate expressed a reservation with regard to the whole of Article 15 (new Article 18). Another delegate said
that his country reserved the right to raise an objection with regard to the second paragraph of Article 15 (new
Article 18) at any subsequent time, even possibly in the Committee of Ministers.

The Committee then took a vote on the following wording proposed by one delegation and amended by another
delegation:

"Given the ever growing importance of the ethical problems raised by the application to the embryo and the foetus
of progress in biology and medicine - whether in the field of scientific experimentation, organ removal, or gene
therapy etc - the CDBI decided to request the Committee of Ministers to give it spedfic terms of reference for the
preparation of a protocol to the Bioahics Comvention on the protection of the embryo and the human foetus."

There were 17 votes in favour, 5 against and 1 abstention. The proposal was adopted.
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CDBI 29/11-3/12/93

The CDBI refared to a proposal made by a delegation to the Working Party which aimed at rewording the first
paragraph of this Article to read: "Where research on human embryos is [allowed] by law, such research may only
be authorised in the case of embryos which have not been developed for more than 14 days".

Several speakers came out in favour of this proposal, which claiified the meaning of the provision.
CORED 24-27/01/94

The CDBFCO-RED examined and adopted the proposal by a delegation aimed at rewording the first paragraph of
Atticle 15 (new Article 18) without affecting its meaning.

The first paragraph of Article 15 (new Article 18) was therefore reworded to read:

"Where research on human embryos is allowed by law, such research may only be authorised in the case of
embryos which have not been developed for more than 14 days".

The Working Party considered the order of the paragraphs and decided to leave it unchanged, in as much as the first
paragraph dealt with the very principle of research on embiyos, which was the primary condition.

CDBI 27/06-1/07/94

The CDBI examined a delegation's proposal to reword the Article as follows: "Research on embryos whidh is not
for their benefit and the creation of embryos for other purposes than bringing about a pregnancy are prohibited'.

In the course of an exchange of views, several delegations said they were in favour of deleting Article 15 (new
Atrticle 18). One delegation for its part considered that at least the second paragraph of this Article should be
deleted, in particular because in the draff Convention submitted by the CDBFCO-RED it was the only one in
respect of which States could formulate a reservation.

The CDBI held a vote on the proposal to reword the Article. 9 delegations were in favour, 15 against and one
abstained. The amendment was therefore rejected.

The CDBI agreed to reconsider the suggestion that Article 15 (new Article 18) or its second paragraph should be
deleted under the heading of reservations.

CDBI 20-22/11/95

The CDBJ, by 26 votes in favour and 4 against, with 2 abstentions, approved the principle of including in the
Convention an article covering research on embryos.

One delegation reiterated its proposal, reading as follows:

"Research on human embryos whidh does not serve the purpose of their preservation shall be prohibited. Also
prohibited shall be the generation of embryos for purposes other than inducing a pregnancy."

A vote taken by the CDBI indicated that the inclusion of this text in the Convention was accepted by 8 delegations
and rejected by 19 delegations, with 5 abstentions.

The CDBI disaussed whether, in accordance with the wish of the Parliamentary Assembly, the first paragraph of this
Article, permitting research on embtyos up to the fourteenth day of life should be deleted.

Certain delegations wished to confirm the deletion outright. An observer felt that such confirmation should not
imply that the Convention henceforth permitted research on embryos, but that the matter was simply left to be dealt
with in a subsequent protocol.
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Among those in favour of maintaining the paragraph, some would rather avoid mention of the 14 days and confine
themselves to draffing a more general text which would leave it for the future protocol, or othawise for domestic
law, to make the requisite clarifications.

The Committee took a stance as to whether it would be preferable to adopt a general or a specific text on embryo
research (the first paragraph of former Article 15, mentioning the 14 day rule being a specfic text): 27 delegations
were in favour of a general text, 4 delegations preferred a spedfic text, and there were 3 abstentions.

An observer put the following proposal to the Committee:

"The Parties shall protect human dignity as soon as life begins. Anyresearch on human embryos shall respect the
dignity and identity of the human being and comply with the legal rules affording such protection”.

He pointed out that the text covered, in general terms, research on embiyos both in vito and in vivo, and implicitly
acknowledged the existence of domestic law in the matter.

A delegation shared the idea of respect for the dignity of the embryo in the obsaver’s proposal, but objected to the

n ”

use of the expressions "as soon as life begins"”, "embryo" and "human being" as if they were equivalent. It put
forward its own text as follows, and the observer said he could agree to the first paragraph:

"l. Anyresearch on human embryos shall respect their dignity and comply with the rules ensuring their protection.
"2. The generation of embryos for research purposes is prohibited."”

The Secretariat for its part proposed:

"Where the law allows research on embryos in vivo or in vitro, it shall ensure adequate protection of the embryo”.
A delegation proposed:

"Where research on embryos in vivo or in vitro is allowed by law, it must always be founded on prevalent national
existential and cultural values pertaining to the earliest stages of human life’.

The CDBI agreed to reconsider these alternatives at its next meeting.

CDBI 26/02-1/03/96

a. Paragraph 1

The Chair proposed holding a vote to see which of the various following proposals the Committee preferred:
- the July 1994 version', which read as follows:

"Where research on embryos in vitro is allowed by law, such research may only be permitted in the case of
embryos which have not been developed for more than 14 days".

Two delegations voted in favour. The proposal of the Parliamentay Assembly to delete paragraph 1 was thus
approved.

- a delegation’s proposal, which read as follows:

"Research on human embryos whidh does not serve the purpose of their preservation shall be prohibited. Also
prohibited shall be the generation of embryos for purposes other than inducing a pregnancy".

"7 Article 15.1 of the draft Convention of July 1994.



-86-

Five delegations voted in favour; the proposal was rejected.
- another delegation’s proposal, which read as follows:

"Where research on embryos in vivo or in vitro is allowed by law, it must always be founded on prevalent national
existential and cultural values pertaining to the earliest stages of human life’.

Three delegations voted in favour; the proposal was rejected.
- a third delegation’s proposal, which read as follows:
"Any research on human embryos shall respect their dignity and comply with the rules ensuring their protection”
One delegate voted in favour; the proposal was rejected.
- the Secretariat's proposal, which read as follows:
"Where the law allows research on embryos in vivo or in vitro, it shall ensure adequate protection of the embryo”.

This proposal, amended to confine it to embtyos in vito, was approved by 24 votes in favour and 3 against, with 5
abstentions.

b. Paragraph 2

The Chair of the CDBFCO-RED reminded delegates that virtually all member states permitted in vitro embryo
creation to treat infertility. However some member States have legislation which forbids the creation of embiyos for
research purposes, whilst other member states legislation permits the creation of embiyos for limited research
purposes under strict protective conditions. Ther is a third group of member States which has no legislation on the
subject.

He considers that given that the purpose of creating embryos in vitwo is to trea infatility, it is surdy important to
ensure that the best way of creating and preserving these embiyos is established as well as ensuring so far as
possible that they are safe to implant. Here desirable conditions can only be achieved by suitable research. The
critical ethical question therefore is whether the Article should, in line with this view, be phrased to permit research
subject to protective conditions or whether the Article should be negative and forbid research in which case these
aims could not be achieved.

Mr Englert, Chair of the HEF Group of the European Commission, stressed that although the use of surplus
embryos might make certain research possible, the results of research on this embiyo population were distorted.
Embiyos with the best potential naturally had priority for implantation in patients, because they gave them the best
chance of becoming pregnant. Hence, the other embiyos were not representative of the entire population, and this
posed certain problems of interpretation.

Speaking as a practitioner, he refared to the difficulty that this type of prohibition would place him in vis-a-vis his
patients: either he would stop devdoping new themapies (which was difficult for a physician to do) or he would have
to introduce them without having conducted all possible assessments as to effectiveness and safety. It therefore
appeared that a strict prohibition would not take into account the legitimate interests of patients and children.

The Committee was asked to decide between the two versions of paragraph 2:

A. The version proposed by one delegation and amended by another read as follows:

"The creation of human embryos for research purposes not serving the production of advances in reproductive
health care or the prevention of severe genetic or congenital diseases or malformations is prohibited'

In a straw vote, this proposal received 10 votes in favour and 15 against, with 7 abstentions. It was considered to
have been rejected.
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B. The version of the draft of July 1994 contained two alternatives:

- alternative 1: In a straw vote, "The creation of human embryos soldy for research purposes” received 11 votes in
favour and 9 against, with 10 abstentions.

- alternative 2, which was in keeping with the wishes of the Assembly, and which read: "The creation of human
embryos for research purposes is prohibited” receved 10 votes in favour and 9 against, with 13 abstentions.

The result of the votes showed that none of the alternatives received the required two-+thirds majority. But a number
of delegations considered that version B had probably not received the required majority because the votes were
dispersed between the two alternatives of this version.

The Chair therefore proposed, and the Committee approved, the following procedure:

1. vote on the principle of having a paragraph 2 containing the prohibition to create embryos for research
purposes: 22 delegations voted in favour of this principle and 6 against, with 4 abstentions.

ii. straw vote on the following alternatives:

a. prohibition to create embryos "solely” for research purposes: 4 votes;

b. prohibition to create embryos for research purposes without the word "solely”: 15 votes;

c. abstentions: 13 votes.

1il. vote on alternative B, which had received the most votes and which read as follows:
"The creation of human embryos for research purposes is prohibited"

21 delegations voted in favour and 8 against, with 4 abstentions.

1v. vote on Article 17 as a whole, which read as follows:

"Where the law allows research on embryos in vitro, it shall ensure adequate protection of the embryo.
The creation of human embryos soldy for research purposes is prohibited"

17 delegations voted in favour and 11 against, with 3 abstentions.
The Chair noted that the two-thirds majority (the abstentions not being countedlg) was 19 votes and that this

majority had not been attained. Thus, as matters stood, there was not a sufficient majority for Article 17 (new
Article 18) as a whole.

** Rules of procadure for Coundil of Europe committees (Appendix II to Resolution (76) 3 of the Committee of
Ministers on Committee structures, terms of reference and working methods):
Artide 14 - Voting

a. Each member of the committee shall have one vote ; however where a government designates more than one
member, onlyone of themis entitled to takepartin the voting.

b. Subject to any contrary provisions in these Rules, decisions of the steering committees are taken by a two-
thirds majority of the votes cast.

c. Except on procedural matters, other committees shall not take decisions by voting. They shall state their

conclusions in the form of unanimous reconmendations, or, if this proves impossible, they shall make a
majority recommendation and indicate the dissenting opinions.
Procedural matters shall be settled by a majority of the votes cast.

e. Wherethe question arises as to whether or not a matter is procedural in nature, it may not be so regarded
unless the committee decides to that effect by a majority of two thirds of the votes cast.
f For the purposes of these Rules "votes cast” shall mean the votes of members cast for or against. Members

abstaining shallbe regarded as not having cast a vote.
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CORED 24-26/04/96

The CDBEFCO-RED took note of the situation regarding Article 17 (new Article 18), especially the fact that at the
previous meeting it had not obtained a two-thirds majority. As things stood, therefore, there was no article
concerning research on embryos. Without disaussing the content, the Working Party considered that it was for the
CDBI to decide whether it wished to include in the Convention a general article on the protection of embriyos or
whether it preferred leaving this subject for a future protocol, without reopening a substantive disaussion.

CDBI 4-7/06/96
The Committee voted on the entire Article, which had been disaussed at the previous meeting. It was expressly

agreed that paragraph 2 neither allows nor forbids research on surplus embriyos. The Article was adopted by 17 votes
in favour and 3 against, with 7 abstentions.
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CHAPTER VI - Organ and tissue removal from living donors
for transplantation purposes

Article 19 (General rule)

CDBI 26-30/06/95

The Committee, on its first examination of this Article, agreed with the ideas formulated. There were nevetheless
several remarks:

First paragraph

- the French expression for "cadaveric organs” ("organes d'origine cadavérique’) was inappropriate; it would be
better to use "organs removed from decaused persons" as including persons in a state of brain death;

- add the condition that coresponding results cannot be achieved by an altemnative method (tissue culture or
xenografts, for instance). In this connection several participants felt that even though dialysis enabled patients to
compensate for renal failure, the results of such therapy were inferior to those of a successful transplant;

- include in the first paragraph the following principle: "removal of organs from a living person may be carried
out soldly for the direct therapeutic benefit of the recipient”. This principle would make it possible to guard against
trafficking in organs.

Paragraph 2
- Phrase the beginning of the paragraph as follows: "No organ may be removed from a living donor except ...";

- under (a): delete "personal” and restrict organ donation to members of the same family; outside the family,
donation should be subjected to the approval stipulated in (b);

- addtheneed to conduct immunological analyses before transplantation .

Paragraph 4

- add "bone marrow or other regenerative tissues".

CDBI 5-7/09/95

The CDBI discussed whether this Article should cover organs only or might also apply to tissues.

Several delegations thought that, while the future Protocol on organ transplantation should cover both cases, the
draff Convention, which lays down a general rule, should deal only with organs. On the other hand, the draft
Convention, should, for the purposes of the text, equate bone marrow to an organ, as is the case with many
countries' laws. The CDBI agreed on this latter proposal, as the removal of tissues calls for significantly different
rules and it is not necessary to go into these details in the draff framework Convention. One delegation expressed
the view that a separate protocol on tissue banks should be drawn up.

A delegation and an observer wondered whether xenotransplantations came within the scope of the Convention. In
its present state, the text refars only to organs removed from a living donor, which predudes xenografts. On the
other hand, it would be for the Protocol, to deal with this question if the Committee so decided.

The Committee also decided, following a proposal by a delegation, to include in this first paragraph the requirement
of the absence of a comparably effective alternative therapeutic method, a requirement which previously appeared
only in the Article on the removal of orgens from persons incapable of consenting. The CDBI regarded this
safeguard as valid for all removals, not just for those effected from incapable persons.
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The Committee then examined the second paragraph as appearing in the report of its previous meeting. Several
delegations proposed authorising removals of organs without it being necessary to obtain the permission of an
authority, not only where there were family links between the donor and the recipient but also where there were
personal relaions between them. In these delegations' opinion, in the case of removal of organs from a capable
person it was necessary to respect the person's autonomy and enable him or her to give an organ if he or she so
wished without having recourse to a procedure deemed cumbersome. Other delegations, on the other hand, felt that,
outside cases where there were family links between the donor and the recipient, it was necessary to be extremely
cautious so as to avoid any trafficking or pressure; consequently, the intervention of an independent authority
seemed to them to be a necessary safeguard.

In the end, following an obsavation by a delegate, the CDBI agreed that this question was more a matter for the
Protocol than for the actual Convention and did not need to be dealt with at the present juncure. The Committee
therefore decided to delete this paragraph. The Committee also deleted paragraph 4 of this Article, concerning
immunological analyses, as it was considered too detailed.

With regard to the last paragraph, concerning consent, the CDBI agreed that, in the case of such an important
intervention, it was necessary to obtain the express consent of the person concerned. Two delegations, however, felt
that the expression "written consent" was too restrictive, as in some countries consent was obtained by an authority
such as a coutt or by a law officer such as a notary. The Committee agreed that requiring consent to be obtained in
these forms was just as protective as demanding written consent.

In condusion, in order to cover all these situations, the CDBI decided to refer to consent "given in written form or
before an official body'".

CDBI 26/02-1/03/96

The Committee considered a delegation’s proposal that Article 18 (new Atrticle 19) should not cover "organs and
bone marrow" alone but "organs and tissues".

Some delegations had reservations about this proposal and argued that both from the point of view of risk and from
an ethical point of view, the problems posed by the removal of tissue were not comparable to those posed by the
removal of organs.

The Committee decided to include tissue by 26 votes in favour and 4 against, with 3 abstentions.

The Committee then considered various proposals on the inclusion of specific conditions.

At a later stage of the disaussion, the Committee instructed the CDBI-CO-RED to make proposals on this Article.
The Secretariat was of the opinion that it did not seem advisable to have very detaled provisions in the Convention

on a subject that was highly dependent on the state of science at a given moment and that it would be better for the
Convention to be restricted to essential principles.

CORED 24-26/04/96

The Working Party examined this Chapter with the participation of an organ transplant specialist in the British
Depatment for Health and a representative of the French Ministry of Health, who had both been invited by the
Secretariat. However, because of their individual availability, they were not able to be present at the meeting at the
same time

The Working Party decided not to include in the Convention any definition of organ or tissue, on the understanding
that the Explanatory Report might give some examples instead.

With regard to the thempeutic benefit of the recipient in the event of the donation of organs or tissues, it was
emphasised that the benefit needed to be "direct” only in the case of the donation of organs, not in the case of the
donation of tissues. The Working Party decided to delete the adjective "direct” from the Convention, on the
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understanding that the Explanatory Report might provide relevant details. In particular, the CO-RED decided to
mention in the Explanatory Report that the storage of tissues in tissue banks was permissible

The wording of paragraph 2, concerning the form of the consent, was amended in order to bring it into line with
that of the Article on research.

The CO-RED agreed on the following text:

Article 18 (new Article 19) (General rule)

1. Removal of organs or tissues from a living person for transplantation purposes may be carried out solely
for the therapeutic bendfit of the recipient and where there is no suitable organ or tissue available from a

deceased person and no other alternative therapeutic method of comparable effectiveness.

2 The necessary consent as provided for under Article 6 must have been given expressly and spedfically
either in written form or before an official body.

CDBI 4-7/06/96

The CDBI voted on the entire Article in the form proposed by the CDBFCO-RED.

It was adopted unanimously by 29 votes in favour and none against, with no abstentions.
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Article 20 (Protection of persons not able to consent to organ removal)

CORED 8-12/03/93

The Working Party decided that interventions could be caried out on such persons only under protective conditions
provided for by national law, conditions which included the consent of the legal representative of the person
concerned or of a competent authority.

The expeats added another condition, namely that the intervention should directly benefit the person concerned.

The Working Party then considered whether or not an exception to this condition should be authorised; in other
words, should interventions be authorised, under certain conditions, on persons incepacitated in law or in fact, when
they would derive no direct benefit therefrom? It was pointed out that the authorisation of interventions only in
cases of direct benefit to the persons concerned would exclude non-therapeutic research on those persons as well as
the removal of organs, while for the time being the Protocols under preparation did not prohibit such interventions
but laid down guidelines for them.

The Working Party decided to refer the question of principle to the CDBL should non-therapeutic research and
removals of organs be authorised in respect of legaly incapacitated persons and persons who, though legaly
capable, are incapable of understanding?

CORED 1-3/06/93

The Working Party examined a contradiction between the second paragraph of Article 6 of the Convention and the
Protocol on organ transplantation. Indeed, Article 6 (new Article 17) of the Convention required that interventions
on incapacitated persons should be cariied out for their direct_benefit. Exceptions to the principle of direct benefit
were possible only when the risk incurred by the incapacitated person was a minimal risk.

On the other hand, the Protocol on organ transplantation authorised the removal of organs from incapacitated
persons. However, removal was an intervention which was carried out for the benefit not of the incepacitated donor
but of the recipient, and which frequently entailed, for the donor, a greater than "minimal risk” (if only because of
the general anaesthetic which was often necessary).

The Working Party therefore decided to reword the Article to take account of this contradiction between the
Convention, which required that interventions not directly benefiting the incapacitated person should present only a
minimal risk, and the Protocol on organ transplantation which authorised an incapacitated person to act as an organ
donor despite a greater than minimal risk.

However, the Working Party disagreed with the Protocol on organ transplantaion which authorised removals from
legally incapacitated persons under certain conditions but required no close personal or family relationship between
the incapacitated person and the recipient, since the transplantations concerned were of bone marow or other
regenerative tissues.

The Working Party decided therefore to adopt a form of words restricting the possibility of removal from
incapacitated persons to cases where the recipient was a close relaion or friend of the incepacitated person. The
CDBI would therefore be required to take a decision on the question whether a removal from an incapacitated person
could be carried out for the benefit of any recipient or whether the latter should be a close relation or friend of the
incapacitated person.

The new wording adopted specified the cases where the condition of direct benefit could be waived, namely cases of
research and organ transplantation.

The Working Party accordingly expressed itself in favour of the following text for the second paragraph of Article 6
(new Article 17):
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"Exceptionally, for research purposes in the health field representing a minimal risk or burden for the individual
or for purposes of transplantation of regenerative tissues between close relations and friends, national law may
authorise non-benefidal interventions on incapacitated persons, in cases where there is an overriding interest,
provided that sufficient protection is guaranteed and that there is no possible alternative subject nor any equally
effective alternative method".

CDBI 6-9/07/93
With regard to the second paragraph, the following problems arose.

First of all, the members of the CDBFCO-RED had expressed the view that the removal of an organ from an
incapacitated person should only be caried out for the benefit of a close relaion or friend. However, this position
was at variance with the provisions of the Protocol on organ transplantaion, Article 6 (new Article 17) of which
laid down no requirement of a relaionship between an incepacitated donor and a recipient, since the transplantation
concerned regenerative tissues.

The Working Party had therefore refared to the CDBI the question whether a removal from an incapacitated person
could be carried out for the benefit of any recipient or whether the latter should be a close relaion or friend of the
incapacitated person.

The Committee decided by 14 votes to none, with 5 abstentions, to allow such a restriction.

However, a debate ensued on the scope of the restriction: should there be a close personal or family relaionship
between the incapacitated donor and the recipient, or should the restriction be ever narower, requiring a family
relaionship between the two persons concerned?

Thirteen delegations were in favour of the requirement of a close personal or family relationship; 7 were in favour of
a family relationship exclusively and there were 2 abstentions.

In the text of the Convention, the phrase "close relations and friends" was therefore replaced by "persons having
close personal or family relations".

Secondly, some delegations wondered about the concept of overiding interest which justified the application of
national law.

With regard to research, it was obsaved that this concept limited non-therapeutic research on incapacitated persons.

Another delegation felt that, while the concept of overriding interest was understandable in relation to research, it
was less clealy relevant to the subject of organ transplantation where there was always an altmistic interest in
improving the state of health of another person.

In order to claify this exprssion in relation to organ transplants, it was decided to include in the Explanatory
Report the text of the third paragraph of Article 9 of the Protocol on organ transplantation which required that no
organ should be removed when therisk to the health of the donor was disproportionate in relaion to the expected
benefit to the recipient, and to make it clear that, in the case of incapacitated donors, the proportiondity rule
required the expected benefit to the recipient to be particularly great.

Thidly, with regard to the stipulation that there should be no possible alternative subject, the addition of a
claifying phrase was suggested: "no possible alternative subject possessing full legal capacity".

Fourthly, one delegation proposed insating the phrase "or group of subjects” after "another subject”.
CORED 24-27/01/94
With regard to the second paragraph, the Secretariat wondered about the merits of the proposal to authorise the

removal of regenerative tissue from an incapacitated person for the benefit of a person with whom he had merdy
close personal relations. Would it not be more desirable to limit the exception to cases where there was a family
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relaionship between the incapacitated donor and the recipient? The exadt scope of the exception on behaf of a
recipient having close personal relations with the donor was not very clear.

Other participants recalled the decision taken by the plenary CDBI at its July meeting, when it had expressed itself
in favour of the requirement of a close personal or family relationship.

The Working Party reworded this paragraph in order to make it more readable without, however, altering its
meaning. Account was also taken of the suggestion made by one delegation at the July meeting, which was to
insat the phrase "or group of subjects” after "another subject”; the new wording for the paragraph concerning
research on incapacitated persons used the expression "other subjects possessing full capacity”.

CDBI 5-7/09/95
The CDBI readily agreed on the first paragraph.

With regard to the second paragraph, the Committee decided by 22 votes to 1 (with 4 abstentions) to authorise
removal of bone marrow from a person incapable of consenting. This exception to paragraph 1 is accounted for by
the requirement of compatibility between donors and recipients, which means that the only possible donor is one of
the siblings. Prohibiting removal from a minor or from an adult incapable of consenting would predude any
transplantation in cases where he or she was the only person compatible with the recipient, which would usualy
result in the patient's death.

A delegation emphasised the importance of recognising this exception, as even if removal of bone marow involves
risks for children, therisks are probably less than the psychological consequences children might suffer if they leamt
when older that one of their siblings had died because bone marow could not be removed from them because they
were under age.

The CDBI agreed by 17 votes to 6 (with 5 abstentions) to limit this exception to bone marrow and not to extend it
to other regenerative tissues, on the understanding that the Convention's provisions refer in any event only to
organs, including bone marrow.

Several delegations were in favour of establishing a parallel here with the Article on research and specifying that
removal should involve only a negligible risk and a minimal burden for the person concerned. The majority of the
CDBI were against this proposal, which would rob the paragraph of its substance as removal of bone marow
presupposes a given risk and burden that cannot be termed negligible or minimal. On the other hand, it lies with
practitioners, in pursuance of the rules of conduct incumbent on them, to ascertain that the person concerned does
not run, by virtue of his or her chamcteristics, any risks greater that those which are inherent in this type of
intervention and which make removal unadvisable

After this disaission, the Committee agreed on the text as worded.

CDBI 26/02-1/03/96

Following a proposal the Committee voted on the following options with regard to paragraph 2:
- limit the exception to bone marow: 6 votes in favour;

- include "borne marrow and other regenerative tissue™ 23 votes in favour;

- include "bone marrow, regenerative tissue and other tissue": 3 votes in favour.

The CDBECO-RED was instructed to make proposals taking into account the above results.
CORED 24-26/04/96

To take account of the rapid scientific advances in the field of organ and tissue transplants (in particular, the removal
of stock cells) as well as of the variety of definitions to be found in national laws, the Working Party decided to
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delete the term "bone marrow" and to keep to the more generic term of regenerative tissue. The Explanatory Report
might s;l)gedfy that regenerative tissue was tissue capable of reconstituting its tissue mass and fundions after partial
removal .

To increase the protection of donors unable to give consent, the Working Party considered that removal should not
be authorised for the benefit of a person having only "a close family relationship with the donor", but soldy
between brothers and sisters. This restriction was motivated by a concern to prevent any undue attempt by either
the family or by doctors to find a donor at any price, even if the relationship was somewhat remote (eg a cousin)
and the chances of the transplant succeeding were not very great. Moreover, the donation should be permissible
only if the life of the recipient brother or sister was threatened.

The Working Party emphasised that the exceptions to the principle of prohibiting the removal of organs or tissues
from someone unable to consent should be very strict, as they often affected people who were not just minors but
were in the early stage of life One participant proposed limiting the Article to minors and prohibiting removal

from adults unable to give consent, but this proposal was not adopted by the CO-RED.

The wording of the condition concerning consent was amended to bring it into line with that in the Article on
research.

The CO-RED agreed on the following text:
Article 19 (new Article 20) (Protection of persons not able to consent to organ removal)

1. No organ or tissue removal may be carried out on an individual who does not have the capacity to
consent under Article 6 (new Article 5).

2. Exceptionally and under the protective conditions prescribed by law, the removal of regenerative tissue
from an individual who does not have the capacity to consent may be authorised provided the following conditions

aremet :

i there is no compatible donor available who has the capacity to consent,

ii. the recipient is a sibling with the same parents as the donor,
iii. the donation must have the potential to be life-saving for the recipient,
iv. the authorisation provided for under paragraphs 2 and 3 of Article 7 (new Article 6) has been

given spedfically and in writing, as provided for by law,

V. the person concerned does not object.

CDBI 4-7/06/96

a. Paragraph 1

The Committee adopted paragraph 1 by 30 votes in favour and none against, with no abstentions.

b. Paragraph 2

The CDBI approved the CDBFCO-RED's proposal that removal of tissues from persons not able to consent should
not be restricted to "bone marrow", and opted for the generic term "regenerative tissues".

" See Explanatory Report to the draft Protocol on organ transplantation.
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With regard to the recipient, the CDBFCO-RED advocated restricting the benefit of the donaion to a sibling rather
than authorise it for a person merely having a close family relationship with the donor. The three following variants
were considered:

- variant 1: "therecipient has a close family relationship with the donor" received 11 votes in favour and 15
against, with 2 abstentions.

- variant 2: "therecipient is a brother or sister of the donor" received 26 votes in favour and none against,
with 7 abstentions;

- variant 3: "the recipient is a person with the same biological parents as the donor" received 1 vote in
favour and 28 against, with 3 abstentions.

The Committee accordingly adopted variant 2. An indicative vote (4 votes in favour and none against, with 6
abstentions) rejected the idea of adding that the recipient must be biologically a brother or sister of the donor. It was
nevertheless agreed to specify in the Explanatory Report that even in the case of a brother or sister, removal should
not be effected where the chances of success were too slim.

The proposal to add a condition concerning the possible risk to a donor following removal was also considered. The
two following appraches were disaussed:

- either to stipulate that the risk incurred should not exceed the normal degree of risk, which was the purport
of one delegation’s proposal that "the donor's individual state of health does not pose any extraordinary
risks if the procedure is undertaken". The proposal was not accepted;

- or to provide that the donor should be properly informed of the possible risks and that these should be
assessed, as implied by the following proposal by a delegation: "an independent examination has been
carried out of the risks that the removal might cause, as well as its foreseeable consequences”. The
proposal was rejected by 13 votes in favour and 16 against, with 2 abstentions. It was agreed that the
Explanatory Report would draw attention to the existence of a duty to provide information, particularly on
the risks incurred.

By 11 votes in favour and 17 against, with 3 abstentions, the Committee opposed the principle of adding the
concept of risk to the stated conditions.

The condition worded "the donation must have the potential to be life-saving for the recipient” was adopted by 31
votes in favour and 2 against, with no abstentions.

Condition iv. concerning authorisation of removal was adopted as it stood by 32 votes in favour and none against,
with 2 abstentions.

The fina condition, slightly amended to read "the potential donor does not object", was adopted unanimously.

Paragraph 1 of Article 20 was adopted by 30 votes in favour and none against, with 1 abstention; paragraph 2 was
adopted by 27 votes in favour and 2 against, with 2 abstentions.

Article 20 was adopted in its entirety by 29 votes in favour and none against, with 2 abstentions.
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CHAPTER VII - Prohibition of financial gain and
disposal of a part of the human body

Article 21 (Prohibition of financial gain)

CORED 9-12/11/92

The expats agreed that no person should sell parts of his or her body. In other words, profits should not be made
from the human body.

One participant undelined the problem of human tissues here adding that the problem was complex because
industry was involved.

The wording of the Article took account of these views.

The Working Party decided to have another disaussion on this matter at its next meeting.
CORED 8-127/03/93

The Working Party maintained this Article with no change from the previous meeting.

The Working Party pointed out, however, that the Article primarily covered the person from whom the parts were
obtained.

It was then observed that laboratories and hospitals provided parts of the human body against remuneration, but
that such remuneration was explained by the services rendered. Neveatheless, care had to be taken to ensure that the

remuneration covered only the services rendered and was not disproportionate.

One expat noted that it might be desirable to allow States the possibility of reserving their position on this Article
with regard to blood.

Lastly, some participants wondered whether this Article was appropriate for certain parts of the human body, such as
nails and hair. The Working Party considered that a solution might be found in the distinction between parts of the
human body which could be "namrally” separated from the body and others.

CDBI 27-30/04/93

The Committee accepted the principles laid down in the two paragraphs of this Article.

The following remarks were made:

Hair, nails and other similar parts of the body should be excluded.

- Should a reservation be allowed in respect of blood?

- Did the expression "parts of the body" include human genes? According to a representative the expression
included the human genome and, accordingly, implicitly preduded the patentability of human genes as such. On
the other hand, according to another speaker, the expression "parts of the human body" refared to physical parts,
not to the representation of those parts.

- According to the Co-ordinator, the term "agreement” concerning the human body should be replaced by
"disposal”.
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CORED 1-3/06/93

The CDBI had made a number of comments at its meeting which were considered by the Working Party.

Regarding the first comment to the effect that hair, nails and other similar parts of the body should be excluded
from the Article, the Working Party did not consider it necessary to amend the text in order to achieve that goal
On the other hand, it decided to stipulate in the Explanatory Report that the Convention dealt with the applications
of biology and medicine and that, consequently, hair and nails did not fall within the scope of the Article.

Secondly, the Working Party took the view that a reservation in respect of blood was not desirable.

With regard to the remark concerning the patentability of human genes, the Working Party considered that this was
a very specific problem which deserved more detailed consideration.

On the question of the wording of paragraph 1 of the Article, the Working Party expressed the view that the term
"agreement " was not appropriate.

One expat then proposed combining the two paragraphs of Article 11 and submitted the following text: "The
dignity of the human body and its parts shall be respected and [therefore] shall not, as such, give rise to financial
gain”.

This solution was adopted by the Working Party.

CDBI 6-9/07/93

One expat questioned the use of the expression "as such” which he considered to be lacking in clarity.

It was then recaled that certain organs or tissues were the subject of certain procedures (tests, conservation,
transportation etc) which legitimately gave rise to a payment. The purpose of the Article was to prohibit any
trafficking in organs and tissues as such, without any accrued value, not to ban normal remuneration for operations

of the type previously mentioned.

Moreover, the CDBI took note of the opinion expressed by the CDBFCO-RED whidch considered that the question
of the patentability of the human genome should be spedifically considered.

Lastly, it was proposed to reword the article as follows: “The dignity of the human body shall be respected. The
body and its parts shall not, as such, giveriseto financial gain”.

CORED 24-27/01/94
The CDBECO-RED adopted this Article without amendment.
CDBI 18-22/04/94

The Committee wondered about the first sentence of this Article, worded as follows: "The dignity of the human
body shall be respected".

Some participants said that this sentence did not lay down a rule making it supeafluous. Othas said that a
statement should be madeto the effect that the human body had to be respected, a provision which might have a
great variety of applications in practice.

Following its discussion, the CDBI decided by 13 votes to 9, with 2 abstentions, to delete the sentence.

CDBI 5-7/09/95

The CDBI approved this Article as it stood.
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Two delegations wondered whether the Article prohibited the patenting of the human body or its parts.

The CDBI agreed that it had not considered the question of patents in connection with this provision. Such was the
complexity of the problem of patents that a detailed study was necessary before any regulations were drawn up20. If
such a study led to the conclusion that regulations on the subject were desirable, the regulations should include
principles and rules suited to the specific nature of the subject. The Committee agreed that these points should be
included in the Explanatory Report.

20 See the CDBI's similar opinion on the Parliamentary Assembly's Recommendation No. 1213 on

developments in biotechnology and the consequences for agriculture, where reference is made to the question of
patenting biotechnological inventions.
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Article 22 (Disposal of a remowd part of the human body)
CORED 14-16/12/92

The Working Party agreed to include the idea embodied in the fifth suggestion, although one expet felt that it
might be more suitable for inclusion in a protocol.

The basic idea presented in the fifth suggestion was the right of every individual to be informed concerning the use
of his body and body material, and to express his opinion in the matter. In this connection a system of non-
objection or a system of express consent according to the intended use of the body material would be conceivable
The principle concerned living persons only.

CORED 8-12/03/93

This new Article set out ideas accepted by the Working Party at its previous meeting and affirmed that an individual
had theright to examine the use made of a part of his body after it had been removed.

The expats decided in this context to use the phrase "in conformity with appropriate information and consent
procedures”, in order to take account of the different possible scenarii. In some cases, the formula of non-objection
would be more appropriate than that of express consent. It was also observed that this Article also applied to the
persons covered by Article 6 (new Article 17) and that, consequently, it was in some cases the consent of the legal
representative which would be required.

The Working Party decided to indicate in the Explanatory Report that the system of non-objection was the
minimum requirement and that it was possible, for example, to conceive of arrangements for the distribution of
booklets to patients in hospitals. In some cases, on the other hand, express consent would be required.

The Working Party noted that a protocol on this subject might be useful.

CDBI 27-30/04/93

Several delegations expressed their support for the principle in this Article.

Other participants, while approving the principle, thought that its formulation was too broad. One delegation
preferred limiting its scope to parts of the human body removed in the course of a therapeutic intervention.

A few delegations thought that the provision was too restrictive They preferred it to be deleted in favour of a
provision in the Articles on consent.

Some expats emphasised that, depending on the case, the consent required would be express or might be implied.
The representative of the Parliamentary Assembly, Dr Palacios, was satisfied with the Article as it stood.
An indicative vote on the principle in the Article gave the following result: 19 votes for, 2 against, 1 abstention.

On behalf of the Committee, the Chairman instructed the Working Party to look at the wording of the Article again
in the light of the delegations' comments.

CORED 27-29/09/93

After further consideration, the Working Party decided to leave this Article unchanged, noting that its present
wording was sufficiently flexible, in particular because of the use of the catch-all term "appropriate”.

CDBI 29/11-3/12/93

The CDBI adopted this Article without amendment.
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CORED 24-27/01/94
The CDBECO-RED adopted the Article without amendment.
CDBI 27/06-1/07/94

A delegation expressed reservations about the wording of this Article because it did not appear to serve any purpose
to systematically obtain a person's consent to use a part of his or her body for purposes other than those for whidh it
had been removed. The use of waste materials from surgery for which it did not appear expedient to seek the
consent of the person was mentioned in this regard.

It was therefore proposed that the Article be reworded as follows: "When, in the course of an intervention, any part
of a human body is removed it may be stored and used for a purpose other than that for whidh it was removed
only if the appropriate procedures governing information have been obsarved and if, depending on the case the
person has consented or has not objected".

The CDBI decided against this rewording since only two delegations were in favour, but took note of a delegation's
reservations.

CDBI 5-7/09/95

Some delegations considered this Article too restrictive in that it required the person concerned to be informed and
his or her consent obtained in all cases where a part of the body was used for purposes other than the purpose for
whidh it had been removed.

Other participants, however, regarded the text as suffidently flexible as it specified that the information and consent
procedure should be "appropriate”. This term enabled the procedure to be adapted according, inter alia to the type
of human body part involved, the use envisaged and any invasion of the privacy of the person concerned. The
Article therefore made it possible, in certain cases, to obtain only implied consent and inform persons by means, for
example, of a leaflet.

Following a remark by a delegate, it was agreed to include in the Explanatory Report a sentence specfying that this
Article should not be construed as authorising any exception to the principle in Article 18 that removal of organs for
transplantation purposes can be effected only for the benefit of the recipient; thus, it would be inadmissible for an
organ to be removed for transplantation purposes and then used for a different purpose (unless, with the donor's
consent, only a small part of the organ was used for, say, research purposes while the main part had been
transplanted).

The CDBI agreed to return to this Article at its next meeting.
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CHAPTER VIII - Infringements of the provisions
of the Convention

Article 23 (Infringement of the rights or principles)

CORED 9-12/11/92

Some members of the Working Party felt the second paragraph of this Article should be deleted but no agreement
was reached.

The Working Party therefore decided to refer to the CDBI the question whether the Convention should include
provisions on class action.

CORED 14-16/12/92

Where the second paragraph of Article 12 (new Article 23)21 was concerned, the Working Party wished to limit
collective action to the protection of persons unable to ensure their own protection (eg very old people confined to
an institution).

CORED 8-127/03/93

The Working Party adopted the Article in its existing terms but preferred to use the phrase "unlawful infringement
of the principles set forth in this Comvention” in order not to give priority to any particular aspect, such as integrity.

The expats decided to mention in the Explanatory Report infiingements affecting several persons, especially if they
were unable to defend themselves. Thus, the appropriate judicial protection in such cases could be the
commencement of proceedings by the Public Prosecutor to prevent the infringement of these individuals' rights.

Finaly, the Working Party noted that this Article did not ovedap with Article 20 (new Atrticle 24) since it covered
the prevention of infiingements, whereas Article 20 (new Article 24) dealt with compensation for infiingements.

CDBI 6-9/07/93
The following comments were made on the subject of this Article:

- it should cover not only the threat of infiingement but also infiingements which had already begun and were
perpetuated. The following wording was suggested: "fo prevent or to_put a stop to ..." This suggestion was

accepted by the Committee;

- the expression "at short notice” was perhaps too restrictive; could it not be deleed? In the opinion of the
Secretariat, the terms "appropriate judicial protection” might be sufficient. The protection of some of the
rights set forth in the Convention no doubt called for urgent judicial action (for example, the risk of impairment
of physical integrity); while in other cases the normal procedure could be followed. For that reason, the Article
should reserve the possibility of protection "at short notice” to cases where there was a risk of serious
infiingement with irreversible consequences; othawise States would be placed under an obligation to provide for
emergency procedure even in complex cases where there was no indisputable urgency. Several delegations,
however, took the view that the particular value of this Article lay in the fact that it required a rapid solution.
One delegation proposed the formula "effective and timely protection”, but this was not adopted.

CDBI 27/06-1/07/94

2 This paragraph no longer exists in this article.
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The CDBI amended this Article by adding the term "rights"” before "principles”, since the Convention not only
states principles but also guarantees rights.
CDBI 5-7/09/95

The CDBI agreed on this text.
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Article 24 (Compensation for undue damage)
CORED 9-12/11/92

The expats felt that it was difficult to lay down a system of liability applicable to all States and preferred to leave
the question of the system of liability to domestic legislation.

One expat mentioned the problem of the burden of proof which could prove to be a serious one for the victims in
this case

CORED 8-12/03/93

The Working Party adopted this Article as it appeared in the previous text, with the addition of the adjective
"undue" before the word "damage”.

CDBI 6-9/07/93
The following comments were made:

- Was the Article necessary, since Article 20 (new Article 25) spoke of sanctions and compensation could be
considered as a form of sandtion? It was pointed out that the term "sanctions" used in Article 20 (new Article 25)
had a predsely limited meaning (administraive sanctions, criminal sanctions, etc) and not a broad meaning
covering compensation for victims. The text would not be clear if it merdy refared to sanctions without explicitly
mentioning compensation. The Committee decided, by 15 votes in favour to 9 against, to maintain the Article.

The Secretariat suggested the following change in the order of the Articles, in order to respect their sequential
implications: first the current Article 19 (new Article 23), dealing with the prevention of infiingements; followed by
the curent Article 21 (new Article 24) (compensation); and finally the current Article 20 (new Atticle 25)
(sanctions). The Working Party could consider this proposal.

- Some delegations expressed doubts about the need to qualify the noun "damage” with the adjective "undue”: in
as much as compensation had to be provided "according to the conditions defined by national law", was not the
justification or nonqustification of the damage one of the conditions in question? Other delegations, on the other
hand, considered that this concept should be included in the text. Medical interventions frequently gave rise to
damage, and it was important to emphasise, when enunciating the principle of compensation, that only undue
damage warranted compensation. The Committee decided, by 16 votes to 4 with 4 abstentions, to maintain the
term "undue".

- Several delegations considered that it would be important for the Explanatory Report to specify that it lay with
the legislator to detamine the system of compensation selected, particularly as regards the choice between strict
liability and fault liability. A representative said that reference should also be made to the extent of the damage
covered, in particular the question of non-material damage and damages for pain and suffering ("pretium doloris").

CDBI 27/06-1/07/94

The CDBI accepted this Article as it stood.

CDBI 5-7/09/95

A delegation refaring to the use of the adjective "fair” in connection with compensation in the English version,
wondered wether it would not be better to use instead the adjective appearing in Article 50 of the European
Convention on Human Rights, namely "just”. [This remak does not apply to the French version, which uses the
term "équitable” in the same way as the Human Rights Convention.]

Several delegations were against deleting the phrase "acwording to the conditions and procedures prescribed by

law", as proposed by the Parliamentary Assembly. In their view, its deletion would render the text liable to be
intapreted as establishing a system of strict liability.
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Other participants, however, thought that the term "undue damage” was adequate and allowed states considerable
room for manoeuvre as it would be for domestic law or the courts to define the concept. In no event did this Article
opt for a particular system of liability, as already mentioned in the Explanatory Report.

The CDBI decided to reconsider this text at its next meeting.
CDBI 26/02-1/03/96

The CDBI considered the proposal of the Secretariat to link the right to fair compensation to damages resulting
from failure to comply with the provisions of the Convention. Several delegations spoke out against this proposal,
which might suggest that failure to comply with a given provision of the Convention might also entail the
responsibility of the State.

The Committee thus decided to retain the initial version of this Article.

A delegation proposed the deletion in this version of the word "undue”. The Committee decided not to follow this
proposal.

The Committee then considered the proposal of the Assembly to delete the phrase "acwording to the conditions and
procedures prescribed by law". However, 27 delegations spoke out in favour of retaining this phrase, and none in
favour of its deletion. It was thought that the conditions and procedures of this general Article, applicable to very
varied situations (diagnosis, treament, research etc.) needed to be specified by law and, if necessary, by future
protocols.

Atticle 23 (new Article 24) was therefore retained in its initial version.



-106-

Article 25 (Sanctions)

CORED 8-127/03/93
The Working Party adopted this Article without amendment.
CDBI 6-9/07/93

This Article was adopted without amendment. At a later stage, consideration should be given to whether the word
"Chapter" in square bradkets should be retained or replaced by the term "Convention".

CDBI 27/06-1/07/94
The CDBI also adopted this Article as it stood. The question arose as to whether a State should provide for
sanctions for acts perpetrated outside its teritory. It was pointed out that criminal law, which is essentially of

national origin, may in fact provide for this possibility, as was indeed the case with the recent French Acts on
bioethics in the case of certain offences violating the principle of noncommerdalisation of the human body.

CDBI 5-7/09/95

No amendment was proposed to this Article.
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CHAPTER IX - Relation between this Convention
and other provisions

Article 26 (Restrictions on the exercise of the rights)

CORED 9-12/11/92
The Working Party decided to examine this Article together with Article 8.

The expats stressed the need to define conaete rights and to provide additional guamntees compared to other
existing texts, in particular the European Convention on Human Rights.

The Working Party then examined the counter-proposal from an expat. The problems raised in this proposal were
dealt with in several different Artides (Articles 3/4/5/6/7/9).

The Working Party decided that the third sub-paragraph of should be kept, and stressed the need to detemine
whether the possibility of derogation it offered applied to all the rights contained in the Convention, once the
content of the other Articles had been decided.

CORED 14-16/12/92

Regarding Article 3 (new Article 26), paragraph 1, one participant suggested replacing “The law” by “States”.
Other members of the Working Party preferred to retain the existing version, pointing out that in this context the
term “law” was to be construed in its broadest sense, by contrast with paragraph 3 of this Article where its
technical sense was intended.

Another expert obsarved a disaepancy between Article 1 of the Convention and Article 3 (new Article 26),
paragraph 1 in that the latter provision made no spedific reference to protection of rights and fundamental freedoms.

The Working Party instructed the Secretariat to deal with the problem when editing the Articles.
The Working Party went on to consider paragraph 3 of Article 3 (new Atrticle 26).

The expats noted that this provision was directly inspired by Article 8 of the European Convention on Human
Rights but that the wording differed.

They queried the term "hedlth”, and wondered whether it should be undestood to mean public health alone or to
include the health of the person concerned.

On this point, Mr de Salvia, Deputy Secretary to the Commission of Human Rights, took part in the disaussion.
He said that in fact only one decision of the Commission gave any indication about the scope of the term "health”
within the meaning of Article 8 of the European Convention on Human Rights, viz: the decision of 10 December
1984 (Roger Almanne and others v/ Belgium, application no. 10435 (83)).

After this exchange of views, the expeats, in order to make it clear that the term "hedlth” in Article 3 (new Article
26) was to be taken in its broadest sense, ie. public health and individual health, redmafted Article 3 (new Article
26), paragraph 3 as follows:

"There shall be no interference with the exercise of the rights contained in this Comvention except such as is in
accordance with the law and is necessary in a democratic society for the protection of health or for the protection
of therights and freadoms of others".

Concerning this paragraph of Article 3 (new Article 26), certain members of the Working Party advocated the
deletion of the expression "democratic society” on the ground that if a measure is necessary for the protection of
health in a democratic society, it is equally so in a non democratic society. Other experts, however, were in favour
of maintaining the expression, a direct borrowing from the European Convention on Human Rights.
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Having conduded that the expression "a measure whidh is necessary in a democratic society” was to be understood
as "a measure which is mandatory in a democratic society", the Working Party decided to make no further change
in the wording of the Article.

CORED 8-12/03/93

Following disaussion, the Working Party decided to limit the exception provided for in the second paragraph of this
Article to the protection of public health, and to that end inserted the adjective "public” before "health”.

The experts thought it preferable not to include the protection of the health of individuals in the general exception
but to mention it only in the Articles concerned by that exception. Indeed, if a general exception was allowed for
the protection of the individual concerned, that would mean for example that it would be possible to disregard the
refusal of a person possessing legal capacity and capable of understanding, and thus to waive Article 5, on the
ground that his refusal could be prejudicial to his health.

CDBI 27-30/04/93

The Committee accepted the content of this Article. Certain comments on the wording, which the Working Group
should examine, were however made, i.e.:

- use the expression "principles” instead of "rights";

- use the expression "limitation” instead of "interference";

- should one not add other reasons than public health, for example, public safety, etc.?

- use the expression "in cases spedfied by law', instead of "in accordance with the law":
- examine the comments made by the Coorinator.

CORED 1-3/06/93

The Working Party did not endorse the suggestion that the expression "principles” should be used instead of
"rights". The experts felt that this term would weaken the Convention, the purpose of which was to protect
individual rights. It was also obsearved that the title of the Convention contained the term "7ights".

After disaussing the terms to be employed in the second paragraph of Article 2 (new Article 26), as requested by the
CDBI the participants opted for the formula contained in Article 11 of the Human Rights Convention, while
maintaining only the exceptions applicable to the scope of the Convention. The expats considered that it was
indeed desirable to adopt the terminology of the Human Rights Convention, with adjustments where necessary, in
order to show the links between the two texts.

Following the suggestions of the Co-ordinator, the exceptions allowed by Atticle 2 (new Article 26) were limited to
certain fields: [national security], protection of public health or public order and protection of the rights and
freedoms of othars.

The expats therefore excluded a number of exceptions which appeared in the Human Rights Convention, since they
felt that exceptions in the field of biology and medicine were necessarily narrower than those in the field of human
rights in general. Forexample, the economic welfare of a country could not constitute grounds for restricting the
rights contained in the Bioethics Convention. The same was true of morals. With regard to public safety and the
prevention of disorder or crime, they were considered to be covered by the expression "public order”. The experts
observed that all possible exceptions were thus covered by the new wording of Article 2 (new Article 26) and that,
for example, any measures ordered by a coutt in civil proceedings (eg a paternity suit) which derogated from the
Convention would be covered by the protection of the rights and freedoms of othes, while in the field of criminal
law exceptions would be authorised by public order. National security had been added to take account of situations
where military personnel might be required, with or without their consent, to undergo spedific interventions not
made compulsory for the rest of the population.
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The Working Party stressed that the conditions laid down in Article 2 (new Article 26) were cumulative and that
presciption of the law was therefore required for any derogation from the rights contained in the Convention, while
the restriction adopted would have to constitute a necessary measure in a democratic society for the protection of the
interests enunciated. It was decided to include that comment expressly in the Explanatory Report.

CDBI 6-9/07/93
With regard to the second paragraph of the Article, delegations asked the following questions:

- What was meant by "public order”? Would not the concepts of public safety and the prevention of
disorder and crime, refared to in Article 8 of the European Convention on Human Rights, be more
appropriate?

- Was the exception relaing to national security necessary? Some delegations, while agreeing on the need of
an exception for the ciraumstances which the Working Party wished to indicate (namely situations where
military personnel might be required, with or without their consent, to undergo specific interventions not
made compulsory for the rest of the population), expressed doubts about the use of the concept of national
security;

- Why did the Articles refaring to national law not all use the same terminology? Indeed, some experts
observed that the phrase "restrictions prescribed by law" was used in some cases, while other Articles
contained the formula "national law may authorise” or again "if authorised by national law" These
delegations therefore stressed the need to harmonise the terminology employed in the different Articles.
One delegation wondered whether it was necessary to use the terms "law"” or "national law" or again
"domestic law"

Mr Mahoney, Head of Division in the Registry of the European Court of Human Rights, replied to certain
questions asked by the Committee concerning the second paragraph of Article 2 (new Article 26) in relaion to the
second paragraphs of Articles 8, 9, 10 and 11 of the European Convention on Human Rights. A summary of his
statement appears below in Appendix to Article 26.

Following this discussion, the Working Party was instructed:

- to reword the exception concerning national security in order to reduce its scope to the ciraimstances
expressly refared to by the Working Party;

- to review the exception concerning public order in the light of the information provided by Mr Mahoney;

- to bring the different Articles into line with one another by favouring the expression "prescribed by law"
as it appeared in the English version of the European Convention on Human Rights.

CORED 27-29/09/93

The Working Party noted that the CDBI had asked it to change the wording of the exceptions to this Article in the
light of the information provided by the Head of Division in the Registry of the European Court of Human Rights.

The expeats examined the European Convention on Human Rights and noted that it used the following expressions
in respect of the notion of public order:

Atticle 8: - public safety
- the prevention of disorder
- the prevention of crime
Atticle 9: - public safety

- the protection of public order

Articles 10 and 11: - public safety
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- the prevention of disorder
- the prevention of crime

Having examined this list of terms, the Working Party decided to employ the expressions used in Article 8 of the
Convention on Human Rights, as that Article was closest to several provisions in the draff Bioethics Convention.

The expression "public order" used in the previous version of Article 2 (new Article 26) was therefore replaced by
"public safety, the prevention of disorder and the prevention of crime".

As for national security, the Working Party noted that the CDBI had instructed it to change the wording of this
exception. However, participants pointed out that this was the wording used in the Convention on Human Rights
and that it seemed appropriate to the situation. The Working Party did nonetheless instruct the Secretariat to seek
the opinion of the Human Rights Directorate of the Council of Europe or reprsentatives of the Coutt or
Commission on this subject in due course.

The CDBI had also asked the Working Party to use the expression "prescribed by law" for the sake of consistency
between the different Convention Articles. Participants agreed to use this expression for Article 2 (new Article 26)
but made the following remarks:

- it would be necessary to examine the appropriateness of this expression for each Article where it was to be
used;

- certain expets felt that the word "law” contained in the expression implied that the measure had to be
covered by formal statute law. Other participants reminded the Working Party of the very broad
interpretation given to the idea of "law” by the Cout and Commission of Human Rights, defining the
word as including not only Statute law but also regulations and case-law.

CDBI 29/11-3/12/93

With regard to the second paragraph of Article 2, a representative approved the Working Party's choice which
consisted in reproducing in Article 2 (new Article 26) the exceptions set out in Article 8 of the European
Convention on Human Rights (EUROPEAN CONVENTION ON HUMAN RIGHTS). He considered this to be
the most appropriate solution in as much as Article 8 bore the greatest similarity to a number of provisions in the
draff Bioethics Convention.

In this connection, the Secrtariat recalled that the only difference between Article 8§ of the EUROPEAN
CONVENTION ON HUMAN RIGHTS and the draff second paragraph of Article 2 (new Article 26) was that the
latter did not mention the economic well-being of the country as one of the possible justifications for an exception
to therights recognised in the field of bioethics.

The Chairman of the Working Party informed the CDBI that the Secretariat had been instructed to seek the opinion
of the Directorate of Human Rights or representatives of the Court or Commission on the exception relaing to
"national security", in order to ascertain whether they considered that formula appropriate in the context of the draft
Convention.

Lastly, the CDBI took note of the Working Party's disaussion on the expression "prescribed by law" The Steaing
Committee confirmed that, unless otherwise indicated, the expression "prescribed by law" should be taken to cover
not only formal statute law but also any other standard-setting text (regulations, for example) as well as case law.

CORED 24-27/01/94

With regard to the exception concerning national security, the CDBFCO-RED thought it necessary to seek the
opinion of the representatives of the Court and Commission and the Steering Committee for Human Rights; it
would therefore be desirable to include this important question in the agenda for the meeting to be held between the
representatives in question and those of the CDBL
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Regarding the Explanatory Report, the Working Party took the view that it would be worthwhile to provide
examples of cases covered by the exceptions contained in Article 2 (new Article 26). For information, one expert
cited the example of contagious diseases in respect of the exception concerning "the protection of public health".

One participant felt that mention should also be made of the criteria which states were required to apply when they
envisaged authorising an exception, namely necessity and proportionality, criteria which were accepted by the
European Coutt of Human Rights.

CDBI 18-22/04/94

Where the second paragraph was concerned, the CDBI decided to retain "national security” as one of the grounds
which might justify restriction of the rights recognised in the Convention. The Explanatory Report would quote as
examples certain compulsory acts (such as vaccnations) undergone by members of the armed forees. This matter, as
previously decided by the CDBL would be examined at the joint meeting between the CDBFCO-RED and Human
Rights representatives.

CORED 30/05-2/06/94

The Working Party questioned the Human Rights representatives, MM Norgaard and Walsh, on the desirability of
authorising restrictions on the exercise of the rights set forth in the Convention for reasons relating to national
security.

They took the view that national security, which could no doubt justify restrictions on freedom of expression for
example, should hardly be included in a context concerned with the application of medicine and biology. They
considered that an explicit reference to national security in this context could giverise to abuse.

Following this disaission and taking into account the opinion expressed, the Working Party agreed to delete this
exception.

CDBI 26-30/06/95

The CDBI accepted the Working Party's proposal to divide in two former Article 2 (new Articles 2 and 26) of the
draft Convention.

The CDBI made a detailed examination of this Article and the exceptions contained in it. In particular, the
Committee thooughly disaissed the amendment requiring the deletion of "for the prewention of disorder” as a
ground for restricting the rights embodied in the Convention. A substantial majority of the CDBI members
considered this exception too broad and out of place in a Bioethics Convention. It was therefore deleted.

Several delegations wondered whether it was advisable for the draff Convention to have a general provision
containing exceptions. They would prefer each Article of the text to state whatever exceptions might be appropriate
In their opinion, theterms of Article 3 (new Article 26) were too broad and certain exceptions which it embodied
were not applicable to all the Articles. The protection afforded by Article 3 (new Article 26) would therefore be
insufficient and might leave room for possible abuses.

Other participants considered it very difficult to specfy the exceptions in each Article, as some were liable to be
omitted. That would prevent States from availing themselves of an exception or compel them to enter a resavation
to the Article in question if the conditions for a reservation were met.

The CDBI ended the disaussion by agreeing to reconsider this provision once it had finalised the text of the other
provisions in the draft.

Regarding the second sentence of the Article dealing with the interpretation of its terms, several delegations
objected to the mention of case law in a treaty text. Others pointed out that the provision could cause difficulty
for States not Parties to the European Convention on Human Rights and consequently not bound by the
decisions of the European Court of Human Rights.



-112-

In conclusion, the CDBI recommended the deletion of the sentence.
CORED 24-26/04/96

The CDBECO-RED considered the possible scope of Article 3 (new Article 26). It reviewed each Article of the
Convention in order to draw up a list of those in respect of which no restriction should be possible.

The Working Party decided to propose the addition of a second paragraph reading as follows:

"The restrictions set out in the preceding paragraph shall not apply to Articles 11a (new Article 11), 11b (new
Article 14), 14 (new Article 13), 15bis (new Article 16), 16 (new Article 17), 18 (new Article 19), 19 (new Article
20) or 20 (new Article 21)"

On a motion by an expat, the Working Party proposed moving Article 3 (new Article 26) towards the end of the
Convention and including it in Chapter IX, "Relation between this Convention and other provisions". Article 3
(new Article 26) should be insated after Article 24 (new Article 25) and will need to be renumbered appropriatdly.

CDBI 4-7/06/96

The Committee decided to replace the expression "the exercise of the rights contained in this Convention" with the
more complete expression "the exercise of therights, and _protective provisions, contained in this Convention" to
take account of the fact that certain provisions also subject to restrictions did not directly define individual rights.

The Committee then considered the proposal by the CDBFCO-RED to include a second paragraph stipulating that
certain Articles of the draft (in particular those concerning research and removal of organs and tissues) could not be
subjected to the restrictions refared to in Article 3. By 24 votes in favour and 1 against, with 4 abstentions, the
Committee accepted the principle of this paragraph.

After a general review of the Articles, the Committee decided by consensus to include in this paragraph Articles 11
(Non-discrimination), 13 (Interventions on the human genome), 14 (Non-selection of sex), 16 (Protection of persons
undergoing research), 17 (Protection of persons not able to consent to research), 19 (General rule on organ removal),
20 (Protection of persons not able to consent to organ removal) and 21 (Prohibition of financial gain).

It decided not to include Article 15 (General rule on scientific research) since this provision cared its own
restrictions on freedom of research, these being founded on protection of the human being.

The Committee also decided against the inclusion of Article 18 (Research on embryos in vito) by 5 votes in favour
and 12 against with 15 abstentions for the second paragraph, and by 11 votes in favour and 12 against with 9

abstentions for the Article as a whole.

Article 26 was adopted in its entirety by 28 votes in favour and none against, with 5 abstentions.
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APPENDIX to Article 26

SUMMARY OF THE STATEMENT BY MR P MAHONEY
(REGISTRY OF THE EUROPEAN COURT OF HUMAN RIGHTS)
ON THE RELATIONSHIP BETWEEN THE DRAFT BIOETHICS CONVENTION
AND THE HUMAN RIGHTS CONVENTION
CDBI 6-9/07/93

Mr P Mahoney, Head of Division in the Registry of the European Court of Human Rights, was asked several
questions by the CDBI about the relationship between the second paragraph of Article 2 of the draft Bioethics
Convention and the second paragraphs of Articles 8, 9, 10 and 11 of the European Convention on Human Rights.

After giving a brief desaiption of the preparatory work on the Convention, Mr Mahoney indicated that the
restrictions allowed by the Articles in question had to meet three requirements:

-fist of all, they had to be "prescribed by law". The shape of this requirement could, however, vary according to
the legal system concerned; it could be expressed in either a formal law or a rule defined by case law (see for
example The Sunday Times against the United Kingdom, judgment of 26 April 1979, Series A No 30, para 47).
The restrictions had to have a basis in domestic law but, according to the Commission and Coutt of Human
Rights, the requirements derived from the expression "prescribed by law" went beyond conformity with the national
law. The latter was itself required to meet several conditions: it should conform to the principle of the rule of law
(by affording a measure of protection against arbitrary infiingements of guamanteed rights by the public authorities);
it should be sufficiently accessible to those whom it affected (not secret); and its effects should be reasonably
foreseeable (see for example Malone against the United Kingdom, judgment of 28 June 1984, Series A No 82, paras
66-67);

-The restrictions should pursue one of the legitimate aims set out in the Articles concerned, the list of which was
exhaustive. He pointed out that there was little case law on this point since it had not given rise to much
controversy;

-They had to be "necessary in a democratic society". It was this latter condition which had given rise to the most
abundant case law. The Strasbourg organs which examined an application concerning the use made of these
restrictions by a State required that it should meet a "pressing social need" but acknowledged that States enjoyed
some margin of appreciation in detemining the need for a limitation and in the choice of the measure to be taken.
Indeed, it was accepted that the justificitation for a measure could depend on social and cultural conditions which
varied from one country to another; consequently, States were allowed some freedom to choose from among the
range of democratic measures available, one condition being of course that the measure in question should be
proportionate to the aim pursued (see also, for example, the above-mentioned Sunday Times judgment, paras 59-
62).

The CDBI then put several questions to Mr Mahoney about the terminology employed in the Human Rights
Convention. In particular, he was asked to explain the difference between "prevention of crime", "public safety",
"prevention of disorder" and "protection of public orde”. Mr Mahoney replied that, according to the case law of the
Coutt, the concept of "prevention of disorder" was broader than that of "prevention of crime" or even "protection of
public orda™ (the French term "ordre public” was sometimes rendered in English by "public policy"). He pointed
out, however, that the Court and Commission of Human Rights gave broad intapretations to these concepts,

without making a decisive distinction between prevention and punishment.

He gave a negaive reply to the question whether the case law of the Human Rights Convention organs made a
distinction between the concepts of "law" and "national law". However, he recommended the use of the term "law",
in view of the existence in the countries of the European Community of what might be termed a form of
supranational law.

The French version of the Human Rights Convention (and Article 1 of the first Protocol therto also) used the
expression "prévue par la loi" in all Articles, and he recommended this formula. On the other hand, the English
version of the text contained different variants which were always rendered in French as "prévue par la loi"
According to the case law of the Strasbourg organs, these English expressions were equivalent, but it would no
doubt be preferable for the Bioethics Convention to select one of them and use it.
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Article 27 (Wider protection)
CDBI 6-9/07/93
a. first paragraph

It was pointed out that, in order to bring the French version into line with the English version (which was the
original for this Article), the words "aux personnes concernées"” should be deleted.

Two delegations obseaved that there could be a conflict between the different rights recognised by the Convention,
for example between the scientist's right to freedom of research and the rights of the person who was subjected to
such research; if national law could - as stated in the Article - grant a wider measure of protection, which of the two
conflicting rights could be strengthenad by the law? In this connection, it was explained that the expression "wider
measure of protection" had to be intapreted in the light of the very purpose of the Convention whidh - as defined in
Atticle 1 - was to "protect ... human beings ... with regard to the application of biology and medicine"”. The
additional protection of the law could therefore only be undeastood to mean reinforced protection for the person
undergoing research, not an extension of the rights of the researcher. The very terms of Article 14 (new Article 15)
confirmed this interpretation, if confirmation was needed, since that Article specified that research "shall be carried
out fredly with respect for the dignity ... of the human being and in accordance with the legal provisions ensuring
this protection” The same was true with regard to any conflict between the protection of an organ donor (based on
restrictions such as transplantaion only between close relations and friends) and the interest of the recipient in
having access to any compatible organ. The Explanatory Report should perhaps refer to these points of clarification.

b. second paragraph (disconnection clause)

A representative of the Commission of the Community, said that the so-called disconnection clause was the result
of an agreement, since 1989, between the legal services of the Council of Europe and those of the Commission of
the Community for the elaboration of all kinds of conventions, in cases involving "mixed" competence, ie fields in
which both the Community as such and its member States had authority, so as to ensure the rule of Community

1aw22.

It was only effective for mutual relations between member States of the Community, without affecting in any way
relations based on the Convention between EC member States and other States signatory to the Convention,
whether members of the Council of Europe or third States. Since there was the implication of "mixed competence”
(eg scientific research, health - at least in the preventive field -, patents, data protection, freedom to provide
services), the Legal Service of the Commission of the Communities took the view that such a clause should be
included in the Convention. For example, if the Community Directive on legal protection for biotechnological
inventions eventually enforced a restrictive intapretation in respect of the patentability of human DNA fragments,
the EC member States would not be authorised to invoke, in their mutual relations, a provision in this Convention
allowing them more freedom; the reverse situation could also, at least theoretically, arise, and then, again in their
mutual relations, EC member states should in his view recognise any patents which were in conformity with
Community law.

The Secretariat confirmed that the text of the disconnection clause had indeed been agreed between the Council of
Europe and the Community. The wording of the clause, even if it was not perfect, had hitherto served to solve
satisfactorily the problem of aress of competence within the Community: when a subject came partly within the
jurisdiction of the member States of the Community and partly within the jurisdiction of the Community itsdf, the
States could not, when acting in the international sphere, deviate from Community law. It also had to be pointed
out that the member States of the Community would not be the only ones concerned by this problem; the other
member States of the European Economic Area, when it came into force, would also be affected. That being the
case the Secretariat emphasised that the agreement between the Courncil of Europe and the Community relaed to
the actual text of the clause but did not mean that each Council of Europe convention necessarily had to contain
such a clause: the decision on this point was less technical than political.

* As far as he knew, the disconnection clause also implied that EC services should inform Council of Europe
services about any instrument of Community law which might entail the application of a disconnection clause.
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Several delegations expressed opposition in principle to a disconnection clause in the context of the Bioethics
Convention. The latter was directly relaed to the European Convention on Human Rights; it laid down minimum
standards of protection for individuals in the field of medicine and biology. To insat a disconnection clause would
be to acknowledge in advance the possibility of a lesser degree of protection in the countries of the Community and
those of the European Economic Area While this was conceivable in other fields, it was unacceptable where the
fundamental rights of the individual were concerned.

The Co-ordinator considered that, if a disconnection clause was to be inserted, it would be better placed in the final
clauses of the Convention.

The Working Party was instructed to consider the question of the disconnection clause.
CORED 24-27/01/94
The CDBEFCO-RED adopted the first paragraph without amendment.

The expeats were not in favour of the draft disconnection clause, in as much as the draff Convention dealt with
fundamental rights from which not even Community law should be allowed to deviate.

Consequently, the Working Party agreed to delete this clause.
CDBI 27/06-1/07/94

Several delegations pointed out that the Convention recognised the rights of different persons and it was not clealy
stated to whom national law might grant wider protection.

In response to this comment, the CDBIreworded the Article as follows:

"None of the provisions of this chapter shall be interpreted as limiting or otherwise affecting the possibility for a
Party to grant a wider measure of protection with regard to the application of biology and medicine than is
stipulated in this Comvention'.

In addition, paragraph 134 of the explanatory memorandum already stated that the expression "wider protection”
must be interpreted in the light of the purpose of the Convention, namely the protection of the human being with
regard to the application of biology and medicine.

CDBI 26/02-1/03/96
The CDBI adopted this Article by consensus.

Concerning the place of the Article in the Convention, it was agreed that its current place, after the provisions
recognising rights, seemed to be most appropriate (and was also in keeping with the mode of the European
Convention on Human Rights).
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CHAPTER X - Public debate

Article 28 (Public debate)
CORED 16-18/06/92

The first version of this Article gaverise to the following comments:

making public consultation compulsory in all cases was inappropriate;
- if consultation was the aim, why should the intervention of a national authority be made compulsory?
- if, however, the intention was to encourage the establishment of national authorities, why not say this clealy?

- however desirable the Working Party's members might think the involvement of a national authority, making
this compulsory might provoke negative reactions, particularly in parliaments;

- involving a national authority might prove inopportune (for example, where abortion was concerned,
govanments did not tell parliamentarians in their parties how to vote) and indeed impossible (for example,
direct tabling of a Bill by a parliamentarian).

The Working Party will examine another version submitted by the Secetariat.

CORED 9-127/11/92

The Working Party adopted this Article, the expets being aware of the need for debate which should not be
restricted only to doctors and spedalists.

CORED 8-12/03/93

The Working Party decided to recast this Article partially, while maintaining the intrinsic idea It considered it
useful to list a number of sectors concerned by applications of biology and medicine which should be taken into
account in disaussions on this subject.

CDBI 6-9/07/93

Two delegations expressed doubts about the usefulness of this Article. Other delegations, however, considered that
it should be maintained.

A vote was taken. Twenty delegations voted to maintain the Article; 2 voted for its deletion. The Article was
maintained.

CORED 24-27/01/94

The Working Party adopted this Article without amendment.

CDBI 27/06-1/07/94

A delegation pointed out that the expression "public consultation” used in this Article appeared inappropriate
insofar as it could be understood as being synonymous with referenda, whereas what it was intended to refer to was
public disaussion.

The CDBImodified the wording of the Article to take account of this comment.

CDBI 26/02-1/03/96
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The CDBI adopted this Article by consensus.
A delegation pointed out that the various Atrticles, some of which spoke of "Parties to this Convention" and others
simply of "Parties”, would need to be harmonised.
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CHAPTER XI - Interpretation and follow-up of the Convention
Article 29 (Interpretation of the Convention)
CORED 30/05-2/06/94

Possible role of the Human Rights Court with regard to the Bioahics Comvention

The CDBECO-RED questioned the representatives of the Human Rights organs and the CDDH on the possible role
of the Coutt of Human Rights with regard to the Bioethics Convention.

Mr Walsh said that the Court had not disaussed this matter and that he was therefore speaking in his personal
capacity. Mr Norgaard also indicated that he was speaking in a personal capacity. The representative of CDDH said
that the Bureau of the CDDH had recently considered the matter.

Mr Walsh and the representative of the CDDH thought that the role of the future Court should be confined to
interpreting the Bioethics Convention. Mr Nergaard, for his part, thought that it would be wrong to rule out the
possibility of individual appeals (which could possibly be examined by a Standing Committee acting as a filter for
the Coutt).

Mr Mahoney said that Mr Rolv Ryssdal, President of the Court, and MM Pettiti and Spidman, French and
Luxembourg members of the Court, had personally expressed themselves in favour of an intepretative role for the
Court. He mentioned in particular the statement by Mr Ryssdal to the Congress of the Intenational Movement of
Catholic Lawyers.

Furthermore, Mr Nergaard, the representative of the CDDH and Mr Walsh all felt that the assignment of a role to
the Court - whatever it might be - should only be envisaged following the entry into force of the reform of the
Coutt's machinery (Protocol No. 11 to the Human Rights Convention), for the following reasons: desirability of
not delaying the adoption of the draff Bioethics Convention; avoidance of any inteference with the process of
ratification of Protocol No. 11; and concern not to oveiburden the Coutt's existing machinery with new
responsibilities when it already faced extremely long lead times for the implementation of its current tasks. For
these reasons, the three human rights representatives considered that the role of the Court could be the subject of a
later protocol to the Bioethics Convention.

The Chairman thanked the distinguished guests for their great assistance and especially for giving their views on the
many issues raised by the Working Group.

CORED 13-17/02, 27-31/03/95

With regard to the monitoring of the Bioethics Convention, the CDBI-CO-RED took note of the Parliamentary
Assembly's proposal to assign this task to the European Court of Human Rights. The Working Party prepared
a draft, based on Article 25 of the European Convention on Human Rights, aimed at incorporating a clause into
the Bioethics Convention allowing Council of Europe member states which were Parties to the Convention to
make an optional declaration recognising the jurisdiction of the Court of Human Rights in matters concerning
the interpretation of the Convention (see Article 28 (new Article 29)).

CDBI 20-22/11/95

The representative of the CDDH said that its Committee had not officially examined the opinion of the European
Court of Human Rights. However, he personally regarded the Coutt's proposal as a very sound basis for the
Committee's disaussion. The speaker pointed out that the Coutt had excluded refaral for a preliminary ruling,
standing by its previous position on preliminary rulings in the framework of the European Convention on Human
Rights. The Coutt had also taken care to specify that consultation should not involve a case pending before a couit.
Finaly, he stressed that the consultation of the Court provided for in Protocol No. 11 to the EUROPEAN
CONVENTION ON HUMAN RIGHTS was decided by a majority of members of the Committee of Ministers.
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A delegation drew the Committee's attention to what it regarded as a twist in the wording, as a Party could request
an opinion from the Coutt individually and without consulting the other Parties, which opinion might have an
impact on those Parties not having accepted the Court's advisory jurisdiction.

The Secretariat pointed out that the Coutt's opinion would be purdy advisory and as such would not be binding
upon the requesting Party. It must nevetheless be acknowledged that such an opinion would be highly
authoritative. Even so, the "twist" pinpointed by a delegation had always been present in the European Convention
on Human Rights since Article 45 enabled each Party individually to recognise the Coutt's jurisdiction, and no
major difficulties over its jurisdiction had resulted.

The Secretariat was also of the opinion that consultation of the Court by a Party on a question of interpretation
would occur in practice only after the question had been disaussed with the other Parties; thus it would be expedient
to provide the possibility for the Committee set up under Article 30 to consult the Court by majority decision of
the Parties. The CDBI decided to consider this possibility at its next meeting, together with the two others
appearing in the text, fora final decision on each.

As to the question whether the Court might be consulted on any provision of the Convention or only on certain
ones, the draft text from the Coutt left both possibilities open. Since, however, the Court had made it clear that the
consultation should concem legal questions, the CDBIdecided to delete the words "certain provisions of” to allow
consultation on any legal question of relevance to the Convention.

The Chair called for a straw vote on the draff text proposed by the Court and amended as above. The results were 27
votes in favour and 4 against, with 1 abstention. Two delegations voting against explained that they found the text
inadequate because they would have wished the Coutt's jurisdiction to extend, as provided in Article 45 of the
EUROPEAN CONVENTION ON HUMAN RIGHTS, to the intepretation and application of the Bioehics
Convention.

The Committee decided to take a decision at its next meeting on a text to be prepared by the Secretariat containing
three alternatives.

CDBI 26/02-1/03/96
The Committee decided to postpone disaussion of this Article until its next meeting.
CDBI 4-7/06/96

In a straw vote, the Committee approved the principle of Article 27 (new Article 29) by 26 votes in favour and 2
against, with 2 abstentions.

The Committee considered it unnecessary to mention the European Community in this connection, as it could be
embodied in the concept of Party; consequently, the reference to the Coutt of Justice of the European Communities
was also deleted.

The Committee then decided as to the various bodies able to request an advisory opinion of the European Coutt of
Human Rights. Four variants were considered:

- the govenment of a Party and the Committee provided for in Article 32: 22 votes in favour, 6 against and
3 abstentions;

- the govenment of a Party, the Committee of Ministers and the Committee provided for in Article 32: 6
votes in favour, 19 against and 3 abstentions;

- the Committee of Ministers : 3 votes in favour, 22 against and 5 abstentions;
- the higher judicial body designated by a Party: 1 vote in favour, 24 against and 7 abstentions. This

proposal, presented by a delegation, was unacceptable to many delegations in that the initiative of a
judicial body might tend to change the interpretative opinion into disguised supervision of enforcement.
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Several delegations considered that the retention of the optional clause ("Parties to this Comvention member states
of the Council of Europe may declare at any time that they accept the jurisdiction of the European Court of
Human Rights to give... advisory opinions ...") was rendered all the more needless by the fact that such opinions
could be requested not only by the Parties but also by the Committee provided for in Article 32. The Committee
decided to delete this clause (5 votes in favour of its retention, 13 against and 14 abstentions).

Regarding requests by the govanment of a Party for an opinion, the Secrtariat suggested adding "affer having
informed the other Parfies" so that they would have the opportunity to arrive at a common interpretation without
recourse to the interpretative opinion of the Court. The Committee accepted this proposal by 12 votes in favour and
2 against, with 18 abstentions.

As to requests for an opinion submitted by the Committee set up under Article 32, the CDBI decided by 23 votes
in favour and none against, with 8 abstentions, that the decision must be taken "by a two-thirds majority of the
votes cast” (abstentions not being counted).

At a later stage of the proceedings it was decided that the Committee set up under Article 32 should be the CDBI
but that for the purposes of the functions mentioned in Article 29 its membership would be restricted to the

Representatives of the Parties to the Convention.

The CDBI adopted Article 29 in its entirety by 25 votes in favour and 1 against, with 8 abstentions.
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Article 30 (Reports on the application of the Convention)

CORED 30/05-2/06/94

The CDBEFCO-RED held an exchange of views on the desirability of incorporating in the Convention an article
enabling the Secretary General of the Council of Europe to seek explanations from the Parties concerning the
application of certain provisions of the Convention.

The Working Party agreed that it would be helpful for the Secretary General to have this option available.
Participants noted that such a procedure would not be too onerus for States since it would involve the submission
of occasional reports on specific subjects.

Standing Commiittee

The CDBEFCO-RED gave detailed consideration to the desirability of setting up a Standing Committee to monitor
the Convention, in the light of the discussions on a possible role for the Coutt.

Participants agreed that it was not necessary to set up a committee with the task of expressing opinions on the
application or interpretation of the Convention. The Chairman of the CDBFCO-RED conduded that it was not
opportune at the moment to consider whether the Court should be involved in monitoring or interpreting the
Convention. The matter should be held in abeyance and reconsidered when the Convention has come into force. If
there was to be Court involvement this could be added to the Convention, as was suggested (pamagraph 22) by
drawing up a suitable protocol. On the other hand, the Working Party considered that it would be useful for a
committee to have competence to propose amendments to the Convention, to examine proposals for amendments
and to submit them to the Committee of Ministers. Article 26 (new Article 32) of the Convention concerning
amendments was therefore amended accordingly.

CDBI 26/02-1/03/96

In reply to a question by a delegation, the Secretariat said that in the framework of the European Convention on
Human Rights, the Secretary General had only made use of this provision five times in nealy 50 years. Each time
the Secretary General's request had been addressed to all States, and not to one State in particular. The Secretariat
also stressed that this provision was fully in line with the "preventive' policy in the area of respect for human rights
defined by the Committee of Ministers in the context of the recent enlargement of the Council of Europe.

The CDBI adopted this Article by consensus, deciding to replace (in the French version) "sowmet” by "fournira" to
use the same wording as in Article 57 of the European Convention on Human Rights.
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CHAPTER XII - Protocols

Article 31 (Protocols)
CAHBI 24-27/03/92
The CAHBI examined the following questions:

- Should signature or ratification of the framework Convention be a precondition for signature or ratification of the
Protocols?

The CAHBI considered that this should be required; it should not be possible to become a Party to a Protocol
without being a Party to the framework Convention.

- Should it be possible to sign or ratify the framework Convention without also being required to sign or ratify at
least one of the Protocols?

Opinions appeared divided on this point. Some experts believed that it was possible, legaly speaking, to become a
Party to the framework Convention without being a Party to a Protocol. Other delegations felt that only the
Protocols would establish practical obligations and that there was not much point in being a Party soldy to the
framework Convention.

CORED 16-18/06/92

The Working Party agreed to refer, at this point in the Convention, to the preparation of protocols. The formalities
for proposing them and the procedure for adopting them would be detailed later in the text.

The Working Party rejected the expression "additional agreements’ The Secrtariat pointed out that the term
"additional” might have the effect of diminishing the protocols' actual significance.

CDBI124-27/11/92

It was decided to delete at this stage the words "These protocols are part of the Convention”

For the Committee, the main idea to be included was that the Convention was a framework Convention to be
supplemented by protocols. There were so far two such protocols, but others could be drawn up. It refared that
Article to the Working Party responsible for drafting the Convention in order to improve its wording.

CORED 14-16/12/92

The Working party considered that the expression "whenever the need arises” should be deleted and replaced by a
phrase making reference to the body with authority to propose the draffing of further protocols.

CORED 8-127/03/93
The Working Party added a phrase to show the dynamics of the process of the preparation of protocols.

It was pointed out that the Articles to which this provision refared were technical articles on the preparation of
protocols which would appear in the final clauses of the Convention.

The Working Party instructed the Secretariat to prepare a document containing the fina clauses of the Convention
and a document on the committee responsible for monitoring the Convention, as decided by the CDBL

CDBI 6-9/07/93

On thebasis of a suggestion made by a delegation, the Committee took decisions on the two following points:
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a. could a State ratify a protocol without previously or simultaneously ratifving the Convention?

No delegation was in favour of this possibility. Consequently, in order to become a Party to any of the protocols, a
State should accede to the framework Convention. The Secrtariat indicated that the draff protocols already
contained such a provision in their fina clauses (see for example Article 18 of the draff Protocol on organ
transplantation).

b. was a State which ratified the Conmvention also required to ratify a minimum number of protocols?

In favour of such an obligation, it was argued that many provisions in the framework Convention would remain
excessively general principles if they were not amplified by the protocols. States should therefore undertake to
ratify at least three protocols. Precedents were cited, such as the European Social Charter under which Contracting
Parties undatook to respect a number of obligations from among those listed in the provisions of the Chatter (see
Atrticle 20 of the Charter).

The following arguments were put forward against this proposal:

- each protocol should retain its independence. A degree of flexibility should be preserved, without which a State
might not ratify the Convention because it would not be in a position to ratify a protocol;

- no commitment could be made in respect of protocols which had not yet been drafted;

- if States which ratified the Convention were also obliged to ratify a future protocol, that would mean that the
protocol in question would have to be unanimously accepted by the States Parties to the Convention, with one
of two results: either its adoption would be made extemely difficult, or its content would have to be too
insubstantial in order to make it acceptable to all States.

A vote was taken. Twenty-one delegations were in favour of separate ratification of the framework Convention and

the protocols; one delegation voted for combined ratification and one delegation abstained. Consequently, States

would be able to ratify the framework Convention without having to ratify any of the protocols.

CORED 24-27/01/94

In its consideration of Article 24 (new Article 31) et seq, the Working Party was joined by a representative of the
Central Division of the Legal Affairs Directorate

The CDBEFCO-RED approved the first paragraph without amendment.

It decided to add a second paragraph for the purpose of incorporating in the text of the Convention the decision of
the CDBI concerning the protocols, namey that it would not be possible for a State to ratify a protocol without
simultaneously or previously ratifying the Convention.

CDBI 27/06-1/07/94

The CDBI accepted the Article 24 (new Article 31) without making any changes.

CDBI 26/02-1/03/96

One delegation observed that this provision was purdy programmatic in nature and thus seemed out of place in a
binding text. It was pointed out, however, that it specfically fulfilled the terms of reference set by the Committee

of Ministers to draw up a framework Convention with protocols centred on a main text.

The CDBI adopted this Article by consensus.
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Chapter XIII - Amendments to the Conwvention

Article 32 (Amendments to the Convention)
CDBI 26/02-1/03/9%

The CDBI had an in-depth discussion on this Article, in particular with regard to the relations between the
Committee set up under this Article (Conventional Committee) and the CDBL

The Secretariat pointed out that according to an express decision of the CDBI during its 3rd meeting, the
Conventiona Committee did not have any fundion of monitoring implementation of the Convention. Its sole
functions were those appearing in Article 30 (new Article 32), concerning possible amendments to the Convention,
and in Article 27 (new Atticle 29), third dash, concerning the decision to request an interpretative opinion of the
Coutt.

In theory, a distinction could always be made between a committee in charge of co-operation on bioethics within an
international organisation and a committee created by the actual Bioethics Convention. The former depended on the
terms of reference set by the intemational organisation, whereas the latter would be governed by the provisions of
the Convention and by the States party thereto, independently of the international orgenisation itself. Hence,
conventional committees usually met at the expense of each Party; but the costs of the Secrtariat and interpretation
were borme by the Council of Europe.

In pradice, given that ultimately any amendment to the Convention must be approved by the Committee of
Ministers (see Article 30 (new Article 32), paragraph 4), it was probable that a committee which reported to the
Committee of Ministers, ie the CDBIL would be entusted with drawing up any amendment to the Convention or
any protocol. In fact, the CDBI had already been asked by the Committee of Ministers to prepare three Protocols.

The Conventional Committee thus risked having a purely theoretical existence, in that its fundions would probably
be carried out by the CDBL which reported directly to the Committee of Ministers.

The Secrtariat pointed out that it would be possible to make provision in the Convention itsdf for the
intergovernmental committee of the Council of Europe responsible for bioethics to assume the fundions of the
Conventiona Committee refared to in Article 30 (new Article 32). An altenative draft along these lines might be
submitted by the Secretariat for the next meeting. In practice, there was scarcely any difference, regardless of which
solution was adopted.

The Committee decided to postpone the decision on this Article until the next meeting.

The Committee instructed the Secretariat to submit a draff general clause making provision for a review of the
Convention at regular intervals.

CORED 24-26/04/96

The CO-RED considered a Secretariats document, which proposed the following altenative: the committee
responsible for dealing with amendments would be either a Conventional Committee set up for that purpose or the
CDBI or any other committee designated by the Committee of Ministers. In the former case only the Parties to the
Convention would be entitled to vote in the latter, any Council of Europe member State as well as the Parties to
the Convention that were not members of the Council of Europe would be able to vote

The representative of the Central Division of the Legal Affairs Directorate pointed out that amendments to a
Convention were uncommon in pracice. He added that if the Convention was closely linked to the Council of
Europe's activities, it would be wise to opt for the CDBL but that if it was intended to be more autonomous, a
Conventional Committee seemed more appropriate.
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The Working Party agreed that the draft Convention's provisions were very close to those of the Convention on
Human Rights and that, therefore, it was logical for the committee responsible for examining amendments to the
Convention to include not only the Parties but all Council of Europe member States. It therefore proposed that the
CDBI should be responsible for examining amendments (Article 30) (new Article 32) and cartying out a review of
the Convention (Article 28bis) (new Article 32, paragraph 4).

CDBI 4-7/06/96

The Chairman of the CDBFCO-RED recaled that the content of the Article was fully consistent with the modéd
fina clauses reproduced in each Council of Europe Convention. A choice was nevatheless offered as to the
committee which would be responsible for examining proposed amendments to the Convention: either a committee
only composed of the Parties (the other States being obsavers only) or a committee, such as the CDBL comprising
all Council of Europe member States and Parties not members. There were precedents for each model.

The CDBI, by 31 votes in favour and none against, with no abstentions, opted for the solution recommended by
the CDBFCO-RED to assign the examination of amendments to the CDBL

Article 32 was adopted in its entirety by 27 votes in favour and | against, with 4 abstentions.
CORED 24-26/04/96

The CDBEFCO-RED examined Articles 28bis (new Article 32, paragraph 4) and 30 (new Article 32) with the
participation of a representative of the Central Division of the Directorate of Legal Affairs.

The Working Party proposed making an initial re-examination of the Convention after a five-year period following
its entry into force, and subsequently at such intervals as the Committee might set.

CDBI 4-7/06/96

Certain expats considered this provision supafluous. The usefulness of re-examining the Convention lay in a
resultant decision to amend it but, since the terms of Article 32 paragraph 5 enabled any Party to put forward an
amendment at any time, there was no reason to make express provision for periodical reviews. According to these
expats, such a provision would only detract from the substance of the Convention by implying that its amendment
was envisaged from the outset.

In the opinion of other delegations, it was important for a convention regulating the applications of rapidly
developing sciences to take account of these trends so that its provisions would not become outmoded. They added
that the outcome of a review would not necessarily be the deletion of a given provision, but equaly likdy the
addition of othaers.

The Committee approved the principle of a clause on revision of the Convention by 20 votes in favour and 8
against, with 5 abstentions. It was then decided by 24 votes in favour and 6 against, with 2 abstentions, to include
this provision in Article 32 as paragraph 4.

The Secretariat adverted to the following paragraph appearing in an earlier version of the Explanatory Report:

"Some of the provisions reflect basic human rights which ought to be respected irrespective of devdopments in
science. There are others which owe their wording to the present state of the art scientific knowledge and in their
case the possibility of revision cannot be rulad out depending on devdopments in science. However, such
developments must in no ciraumstances weaken the force of the first set of provisions".

It suggested restoring this paragraph in the Explanatory Report. In order to claify the meaning of the revision
clause, it further suggested adding to the text of the Article: "In order to monitor scientific devdopments, the
present Comention ..."

The Committee agreed to the proposal by 24 votes in favour and 5 against, with 2 abstentions.
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CHAPTER XIV - Final clauses

Article 33 (Signature, ratification and entry into force)
CDBI 26/02-1/03/96
The representative of the European Commission said that the latter had been represented throughout the process of
drafiing the Convention. The European Community should thus, ipso facto, be able to sign the Convention, as
could non-member States of the Council of Europe that participated in its elaboration.
The CDBI adopted this Article by consensus, including the phrase "and by the European Commnunity".

CORED 24-26/04/96

The CDBECO-RED asked the Secretariat to draff an information memorandum specifying in which fields of the
Convention the European Community can have competence.
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Article 34 (Non-member States)
CDBI 26/02-1/03/96

The CDBI considered the amendment of the Parliamentary Assembly to delete the phrase "and by the unanimous
vote of the representatives of the Contracting States entitled to sit on the Commiittee of Ministers", which appears
in the first paragraph of this Article.

The Committee noted that this text was a standard clause consistent with the modd clauses adopted by the
Committee of Ministers and used as it stood in many Council of Europe conventions. It also noted that this clause
might be considered to be an application, restricted to Parties entitled to sit on the Committee of Ministers, of the
rule of intanational law contained in the Vienna Convention on the Law of Treaties of 23 May 1969, Atrticle 15

(c)23 _

The Committee was of the view that it was not its role to judge the whether the Parliamentary Assembly's proposal
to change this rule was legally well-founded or politically desirable. Such a decision, which would probably not
affect the Bioethics Convention alone, would appear to fall within the direct jurisdiction of the Committee of
Ministers.

The CDBI adopted this Article by consensus in its current version, without prejudice to the decision of the
Committee of Ministers on the Parliamentary Assembly's proposal.

? Artide 15(c) of the Vienna Convention on the Law of Treaties, 23 May 1969, (United Nations, serial treaties,

vol. 1155, p. 331):

"The consent of a State to be bound by a treaty is expressed by accession when : (...)

(c) all the parties have subsequently agreed that such consent may be expressed by that State by means of
accession”.
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Article 35 (Territories)
CDBI 26/02-1/03/96

The CDBI decided to adopt this Article by consensus.

The Committee also agreed to include in the Explanatory Report the following paragraph, which appears in many
Council of Europe Conventions.

"Since this provision is mainly aimed at overseas territories, it was agreed that it would be clearly against the
philosophy of the Comvention for any Party to exclude parts of its aim territory from the application of this
instrument, and that there would be no need to lay this down explicitly in the Comvention"
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Article 36 (Reservations)

CORED 30/05-2/06/94

Several expats took a stand against the solution adopted in Article 30 (new Article 36), which provided for a
reservation to a single paragraph of a Convention Article. Some would have preferred the paragraph concerned in
Atticle 15 (new Article 18) to be deleted and no reservations to be accepted to the Convention. Othas were in
favour of a system allowing several reservations.

The Working Party agreed that it would be for the CDBI to take a decision on the principle of reservations and, if it
agreed that reservations were possible, on the Articles to which they could be made

CORED 13-17/02, 27-31/03/95

The Working Party discussed at length the problem of reservations. It proposed a new Article 33 (new Article
36) based on Article 64 of the European Convention on Human Rights.

CDBI 20-22/11/95

The Committee was invited to give an indication of its position on the various possibilities for reservations as
formulated by the Chairman of the CDBFCO-RED:

- a State may make a reservation to any Article of the Convention: no delegation in favour.
- the Articles to which a resevation may be made are listed: 1 delegation in favour.

- the text limits the tota number of reservations allowable (eg 3 reservations permitted without further
explanation): 3 delegations in favour.

- thevast majority of the CDBI members were in favour of an Article 34 (new Article 36) with wording borrowed
from Article 64 of the European Convention on Human Rights.

Accordingly, Article 34 (new Article 36) would enable a State to make a reservation concerning a provision of the
. . 24 . . . . . . . ..
Convention to the extent that "any law then in force  in its territory is not in conformity with the provision".

The CDBI asked the Secretariat to ascertain whether the term "law” as used in paragraphs 1 and 2 of Article 34 (new
Article 36) should be interpreted in the broad sense, as in the European Convention on Human Rights (ie all
binding rules, including customary law and case-law) or in the more restrictive sense of "legislation”.

CDBI 4-7/06/96

A delegate proposed that no reservations should be permitted in respect of provisions not subject to the restrictions
provided forin Article 26. 1.

The Committee valued this proposal but did not accept it, expressing the opinion that a reservation afforded the sole
possibility of ratifying the Convention for a State unable to accept a specific provision therof - which might not
even be an essential one (example: possibility of bone marow donaion between members of the nuclear family
other than brothers and sisters, Article 20). Thus the restrictions provided for in Article 26 and the reservations
refared to in Article 34 (new Article 36) did not necessarily have the same object.

The Committee adopted Article 34 (new Article 36) by 31 votes in favour and none against, with 1 abstention.

* Reservations may be made not only when the Convention is signed but also when the instrument
of ratification is deposited.
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Article 37 (Denunciation)

CDBI 26/02-1/03/9%

In reply to the question of a delegation, the Secretariat pointed out that in intemnational law a distinction could be
drawn between total denunciation (of the entire Convention) and partial denunciation. The rule in the Council of
Europe, particularly as concerned conventions involving principles of the European Convention on Human Rights,
was not to allow partial denunciations, because this possibility was tantamount to giving each Party the power to
modify unilaterally and at any time the content of its obligations deriving from the Convention.

Similarly, the possibility of formulating reservations after a State expressed its consent to be bound by a treaty was
also rulad out, because that would amount to partial denunciation.

In order to allow the Convention to evolve while retaining the consistency of its content for all Parties, the text
made provision in Article 30 (new Article 32) for a procedure for amending the Convention which had proved its

worth fornealy 50 years, particularly as concerned the Convention on Humean Rights.

The CDBI adopted this Article, as it stood, by consensus.
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Article 38 (Notifications)
CDBI 26/02-1/03/96

The CDBI adopted this Article, as it stood, by consensus.
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Final voteby the CDBI on the draft Convention on Human Rights and Biomedicine in its entirety

The following 31 States voted in favour of the draff Convention: Albania, Austria, Bulgaria, Czech Republic,
Denmark, Estonia, Finland, France, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta,
Netherlands, Norway, Poland, Portugal, Romania, San Marino, Slovakia, Slovenia, Spain, Sweden, Switzerland,
Turkey, Ukraine and United Kingdom.

Vote against: Germany.

Abstentions: Belgium and Cypuus.

Explanations of votes

Dedaation by the German dd egation

Germany could not but vote against the text of the Convention as it lies now before us. The German
delegation recognises that the actual text is much better than earlier ones and quite a lot of Germany's concerns are
met now.

The main reason for the decision to vote "no" is that at the moment it is too early for a vote. The decision
of my government depends from the actual text of the Convention and of the explanatory report. These texts have to
be examined very carefully by my government.

To make it quite clear: our today's "no" does not prejudice the German decisions which have to be taken in
future eg. by the Committee of Ministers.

Dedaration by theltdian dd egation
We have worked hard andtried to consolidate our opinions as much as possible.

We have obtained a text which, given the ciraumstances, can be considered as a possible mediation and is in
the spiit of tolerance and democracy which governs a Guesrsuch as ours. On the whole and given these
condtions, the vote should be positive.

However, | must also examine my own conscience andformally express my reserves concerning the article
on the use of genetic data, the article on tissues donation, which is not bone marrow, on minors (today this is not a
grea problem), and especially concerning the article on the human embryo which | cannot hogepthhbt the
explanatory report, the Committee of Ministers andthe Parliamentary Assembly will be able to expd my worres.
Thank you.
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Adoption by the Committee of Ministers of the draft Convention on Human Rights and Biomedicine in its
entirety (578th meeting, November 1996)

The Deputies

1. took note of Parliamentary Assembly Opinion No. 198 (1996) and of the recommendations of their
Rapporteur Group on Legal Cooperation concerning the amendments proposed therein;

2. adopted the text of the draft Convention for the protection of human rights and dignity of the human being
with regard to the application of biology and medicine: Convention on Human Rights and Biomedicine, as
it appears at Appendix 6 to the present volume of Decisions;

3. instructed the Secretariat to finalise the Explanatory Report to the Convention on Human Rights and
Biomedicine, in consultation with the Chairman of the CDBI, and agreed to take a decision on the

authorisation to publish the said Report before the opening to signature of the Convention;

4. decided to open it for signature by member States.
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Declarations madeby Austria, Belgium, Germany, Liechtenstdn, Portugal, Slovenia and by the Secretary
General at the 578" meeting (November 1996) of the Committee of Ministers for the adoption of the
Convention.

The Representative df echtenstein (Chairman of the Group) made the following statement:

"1. The problem raised, namely the relationship between the techniques of modern medicine, "biomedicine",
and human dignity, is a very thorny issue. The rapid advances in this field call for immediate action, and it is
therefore necessary to adopt a Convention which is based on the ethical consensus of a large mgority andlays down
generally applicable legal rules governing research.

2. This Convention already has a long histoAs early as1983, the Council of Europe had instructed a
committee to lay down guidelines for biomedical research.

In 1985/86, the Cmmittee of Ministers had planned a recommendation in this field to the member States, but it
was rejected on ethical grounds by the then Pemrmanent Representative, H.S.H. Prince Nicolas of Liechgrastein
result we failed to achieve unanimity, which was obligatory at the time for such a decision.

The draft Convention on Bioethics was submitted twice - which is quite exceptional -to the Parliamentary Assembly
for opinion. Numerous requests for substantial amendments were once again submitted to the Committee of
Ministers following the debate in the Parliamentary Assembly on 27 September Afi86that, there were no

longer any obstacles &xceptance of the report as a whol@ur two members, Biichel and&p, abstained. The
Parliamentary Assembly recommends that the Committee of Ministers accept themkedht@®n and suhbit it to

the member States for signature before the end of the year.

3. As | have already mentioned, this Convention concerns a subject with some highly problematical aspects.
For me, as Ambassador, the subject is made even more difficult by the fact that we do not have a Liechtenstein
expert on the Steering Committee on Bioethics. | am therefore dependent owrtbenpements and expert
opinions of scientific, philosophical and even theological circles vifitlilar views to our own.

The controversial points show how extremely sensitive this whole ar8éis different menligies and approaches
to human dignity which have developed in our member States are clearly revealed here: they differ in terms of their
rigour and in terms of the emphasigagad on human dignity as a universal principle.

The Convention must be a special human rights convenfitiat is essential for understanding and interpreting the

text, firstly because it refers exptiy in its preamble to the Europearo@/ention on Human Rights and the other
agreements relating to human rights, and secondly because, according to Article 29 of the draft, the European Court
of Human Rights may give opinions on questions of interpretation.

Three controversial points call for detailed comments:
a) Research on embryos

Article 18 of the Convention alows research on embryos "in vitro", in the test tube, provided the national law of a
member State has already authorised it. But it calls for "adequate protection” of the embryo.

Gian-Reto Plattner, rapporteur of the highly competem@dtee on Science and Tiemlogy, wrote in the NZZ

(Neue Zuricher Zeitung) on 16 October last that a European consensus hadyet to be found and that, for this reason,
it had been necessary to limit the text to the lowest common denomiff&®iSteering Gumittee therefore plans

to lay down cefinitive rules on this thorny issue in a forthcoming protocol. To start the ball rolling, a symposium
will be held in Becember on this subject.

b) Research on persons not able to consent

I must confess that | take a keen personal interest in this aspect as my brother-in-law is the director of a large centre
for handicapped people.
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Research on patients not able to consent may only be carried out for their direct benefit. But to what extent is this
prohibition sufficient when, for example, it is a question of carrying out research into and treating certain diseases
affecting childeen, or of improving their chances of being cured? The draft Convention allows some exceptions here
subject to the ultimate attainment of "results capable of conferring benefit to the person concerned or to other
persons in the same age category or afflicted with the same disease or disorder or having the same condition".

There is a further condition, namely that the research should entail only minimal risk and minimal burden for the
patient.

C) Predictive genetic tests

In the chapter on the "human genome", the draft contains rules which go beyond the legislation in force in some
member States. It authorises predictive genetic tests for health purposes only. Such tests make it possible to
diagnose genetic diseases; they also serve to identify the gene responsible for a disease or to detect a genetic
predisposition or susceptibility to a disease.

The use of such tests on the labour market - for example, as information for employers - or for insurance purposes
was ruled out.

4, Owing to the complexity of the issues involved, the Convention canmhéstive. During the lengthy
discussions, many regrets and criticisms were voiced to the effect that the Convention fals to ded with whole series
of important issues in biomedicine, and does not even mention them - abortion, euthanasia, care for the dying, etc.

However, it was agreed that it would be impossible to achieve something approaching a satisfactory result in these
fields, andwe managed in time to reach a tacit agreement to leave these issues aside in order to make better progress
on the other points.

Professor Ludger Honnefelder, a member of the Geman delegation to the StesrimdtE@mand, at the same time,
Director of the Institute of Research and Ethicsamig believes that the Convention that has just been completed
could be regarded as a process of learning, opinion-forming and decision-making which will ultimately cover the
fields which have not yet been taken into account at the present stage.

5. | shall now attempt an overall assessment.

To do so, | have to refer - as already mentioned - to reliable experts. | have dready mentioned Professor Honnefelder.
In an interview published in the 4 October 1996 issue of the newspaper "Le Parlement”, he made the following
statement. "For the time being, the current draft only contains what can redistically be expected from a consensus of
the 39 member States. It comprises some provisions of substance, such as a ban on intervening on the human
genome, restricdions on genetic tests, a ban on trade in organs and the requirement of the patient's free and informed
consent"”.

If these minimum standards could be established with binding effect at international level, we should have taken a
great step forward. Other provisions certainly leave something to be desired, such as, for example, tdtigher pena
for failure to comply with the Convention.

But we have now come somewhat closer to our goal, with the dawing of boundaries on a Europe-wide level between
biological and medical research in the interests and for the good of human beings, on the one hand, and the
preservation of human dignity, on the other, to help ensure that research does not move to the countries with the
lowest standards of protection, because not only is research international, but also the markgtoftrcdand
therapeutic applications.

We also believe that Article 2 of the Convention must grevd he interests and welfare of the human being shall
prevail over the sole interest of society or science."

Professor Franz Furger, who, having been entrusted with an important task relating to the educational field in
Liechtenstein, is familiar with ouoantry's ideological pason, our "Weltanschauung”, characterised by a long
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Christian tradition attaching great importance to Christian values, and who is at the same time Director of the
Christian Social Science Institute at the University of Miinster (Germany), is als@oiar faf signing this
Convention.

He told me in this connection, during a telephone conversation, that the expression "it is often better to let well
alone" can also be applied to the Convention.

Conclusion:

In view of the complexity of the subject, the values at stake and the already long history of the Convention, it is
obvious that this draft is @mpromise, which is understandable given that 39 different States took part in the
discussions. Howevergebause of the excessive speed at whichntdogy is moving forward in this field, the
Steering Committee was unanimous on one thing: it is better to hamevar@ion that can be improved through
additional protocols than to have no Convention at all. Gian-Reto Plattner expressed this idea in a rather more
striking manner: if the Parliamentary Assembly rejects the draft again, the Convention is dead.

These observations lead me to conclude that the draft mastdmediespite the shortcomings which remain, but

which can be remeded through additional protocols. When the fundamental values of the whole are at stake, a small
State must also give its suppotin these questions of values, the voice of asmall State is as important as that of
the larger States. It is for this reason that my statement has beenaragher |

After the decisions were adopted:
The Representative @ermany made the following statement:

"The Government of the Federal Republic of Germany sees a basic need for a framework Convention for the
protection of Human Rights and dignity of the human being in cases of medical intervention and in the context of
biomedical research, particularly as a legal guideline for States that do not have adequate protective provisions. The
Federal Government weloomes the progress mace on important points in the negotiations since 1994 and would like
to thank its partners for the patience and understanding always shown to German representatives with their particular
sensitivities when assessing complex individual issues. The Federal Government is confident that further protective
provisions can be established to strengthen the Convention's minimum standards in future protocols on medical
research, organ transplantation, genetics and embryo protection.

The legal position in Germany is in tune with the protective norms established by the Convention on Human
Rights and Biomedidne; in some areas, however, such as embryo protection and the protection of persons not able
to consent to research, German law ensures a higher standard. Hence, it is of great importance to the Federal
Government for the Convention to enable the high level of protection in Germany to be retained there in full.

The debate in Germany is not yet over as regards the Convention in the version proposed for signature. There is a
need for further parliamentary and public discussion, for instance on the significance of the conditions laid down by
the Convention as minimum protection of persons not able to consent to research. There is still intensive discussion
in Germany regarding this question, in which both the general public and social groups are participating. Only when
these disaussions are over will a final decision be possible. For this reason, the Federal Government has abstained in
today's vote on adopting the Convention. By doing so the Federal Government, having regard to the text now
submitted, wishes to give expression to the fact that it does not want to hold up the courseedings

The Federal Government would like to state that its abstentions will not prejudice the subsequent German decision
on signature and ratification of the Convention.”

The Representative & gium made the following statement:

"Belgium abstained because it is waiting for an opinion from the National Bioethics Committee and, if appropriate,
the prior adoption of national legislation."
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The Representative @fustria made the following declaration:

"Bearing in mind the sad experiences of recent history, Austria advocates the widest possible protection of human
rights and the preservation of dignity of the human being in areas where the individual is faced with research and
medicine. Austria therefore weloomes the fact that an international instrument has been established which obliges the
member States to provide for appropriate protection in many ways. However, not only because Austrian law
provides a number of points for protection going far beyond this Convention but also for reasons of humanity
Austria regrets that the protection provided for in the Convention remains not only behind the expectations of
Austria, but also of those of many people in Europe. We will therefore work for the inclusion of more extensive
obligations in additional protocols."

The Representative @lortugd made the following statement:

"Portugal considers the positive outcome of this debate highly gratifying, especially in view of our constant active
involvement in the process from the very start, in the Parliamentary Assembly whemth#tee dealing with

this subject was chaired by a Portuguese parliamentarian, as wdl as in the committees of experts and the Rapporteur
Group. We are really very satisfied to have been able to take this step as we consider that the regulation of
biomedicine is a matter of great urgency and of great importance for the future of our society. Having said that, |
should like to justify a reservation which | made in abstaining in the vote on Articlechade it is a very
important, very delicate andvery sensitive issue with both moral @ndretc implications, and | should be much

more satisfied if the article came somewhat closer to the Assembly's amendnent, especially through the inclusion of
something about the protection of data relating to predictive genetic teaésume that the drafting work for the
additional protocol on data protection will be able to fill what we consider perhaps to be the largest gap in this
document. Thank you, Mr Chairman."

The Representative &8ovenia made the following statement :

This Delegation would just like to join the statement mack by the Austrian Ambassador concerning the regret that
this Convention remains below expectations andthat is why our Delegali@tsa be very active in the work on
additional protocols, especially concerning the principle of prohibition of illegitintatenedical use Thank you

very much."”

The Secretary Generd made the following statement:

"The adoption today of the draft Convention on Human Rights and Biomedicine marks the end of several years of
intensive efforts, in the Parliamentary Assembly and in the Committee of Ministers, toldmirtgaa instrument

which aims at closing a legal vacuum in order, in the words of the Assembly's rapporteur Mr. Plattner:

- "to preserve human dignity and mental and physical integrity,

- to dispel misunderstandings and unjustified fears allowing the scientific community to work in a calm and
lawful environment".

The Convention adopted today is destined to become the common European standard in the area of bioethics.
The fact that no member State voted against the text can only give it greater strength.

| am very happy about this result and | wish to congratulate and thank thisii@ee, and its Ragporteur Group
under the Chairmanship of the Ambassador of the CzeghliRe, for the decision today.

Many have worked to achieve this result. If any names should be mentioned aitdhisrospecid tribute must be

paid to the Assembly Rapporteur, Mr. Marcelo Palacios, who was at the origin of the proposal for a new
Convention; to the work continued by Mr. Gian-Reto Plattner and to Mr. Walterif@oiey who bok great
interest in this matter as a member of the Committee for Legal Affairs and Human Rights.
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| should also like to mention the excellent, pioneering work achieved by the Steermyitfe®e on Bioethics
(CDBI), successfully chaired by Mrs. Paula Kokkonen (Finland), Dr. Octavi Quintana (Spain), Mrs. Kits-
Nieuwenkamp (The Netherlands) and Mr. Jean Michaud (France).

Most of the technical work done by the CDBI was prepared by its drafting Group chaired by Dr. Michael Abrams
(United Kingdom).

| also wish on this occasion to add my sinceréitgide to the colleagues of the Secretariat who have also done an
outstanding job leading up to the adoption today of the Convention.

Let me finally say that we now have to ensure a serious follow-up of the adoption of this Convention. This means
focusing efforts on the elaboration of the four protomls envisaged to the Convention. In paralld with the entry into
force of the Convention, this workilwrequire very serious efforts which will require sufficient resources of both
personnel and funds and | am confident that member Statesyme on these needs for the nextige of years".



