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COMMITTEE OF MINISTERS



COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RESOLUTION (78) 29

on harmonisation of legislations of member states
relating to removal, grafting and transplantation
of human substances

(Adopted by the Committee of Ministers on 11 Ma§819
at the 28" meeting of the Ministers'Deputies)

The Committee of Ministers,

Considering that the aim of the Council of Eurdpdo achieve a greater unity between its
members, in particular through harmonising legistet on matters of common interest;

Considering that because of the substantial iser@arecent years in the treatment of patients
by transplantation or grafting of removed humaraagg tissues, or other substances, the need for new
and more specific legislation was felt in all memé@tes;

Considering that harmonisation of legislations neémber states on removal, grafting and
transplantation of human substances will ensurtebetotection of donors, prospective donors and
recipients of human substances and enhance theepsogf medical science and therapeutics;

Recommends to the governments of member states:

A. to conform their laws to the rules annexed e thsolution or adopt provisions conforming to
these rules when introducing new legislation;

B. to introduce appropriate sanctions to ensure application of the rules adopted when
implementing this resolution;

C. to study the desirability and the possibilityirderting in an appropriate document a statement
so that the wish of the deceased person as medtingticle 10 of the rules might be determinedreno
easily;

D. to intensify, by appropriate means, their effdd inform the public and arouse the interest of
doctors in the need and importance of donatiorsib$tances, while keeping the confidential characte
of individual operations;

E. to provide, or to encourage the preparationratfral guidelines for those entitled to decide
according to paragraph 1 of Article 11 that a safse may be removed from a deceased person;



F. to apply the rules annexed to this resolutionparticular Articles 9 and 14, to substances
originating from states which are not members efGouncil of Europe.

Invites the governments of member states to infitvenSecretary General of the Council of Europe in

due course and at any rate every five years, aidlien taken on the recommendations containeuisn t
resolution.

APPENDIX TO RESOLUTION (78) 29

RULES
Chapter | — Field of application
Article 1
1. These rules apply to removals, graftings, treamsptions and other use of substances of human

origin removed or collected for therapeutic or diastic purposes for the benefit of persons othem th
the donor and for research purposes.

2. The transfer of embryos, the removal and tramsation of testicles and ovaries and utilisation
of ova and sperm are excluded from the field ofiegfion of these rules.

Chapter Il — Removals, graftings and transplantations of substances from living persons

Article 2
1. The donor and his legal representative in tise ©f a minor or otherwise legally incapacitated
person (both hereafter referred to as "legally pac#ated person”), must be given appropriate
information before the removal about the possibiesequences of this removal, in particular medical,

social and psychological, as well as the importari¢be donation for the recipient.

2. The anonymity of the donor and of the recipieost be respected except where there are close
personal or family relations between the two.

Article 3
A removal must not be effected without the congdrthe donor. This consent must be given
freely. In cases of removal of substances whichreganerate which presents risks for the donoroénd
removal of substances which cannot regeneratecahisent must be given in writing.

Article 4

Removal of substances which cannot regenerate Ipeusbnfined to transplantation between
genetically related persons except in exceptionsés where there are good chances of success.



Article 5

Where removal of substances presents a foresesatidéantial risk to the life or the health of
the donor, a removal may only be permitted excaptip when it is justified by the motivations ofeth
donor, the family relationship with the recipiemdathe medical requirements of the case. However a
state can prohibit such removal.

Article 6

1. For legally incapacitated persons removals bsunces which can regenerate must be limited
to exceptional cases. Such a removal may be pethithen it is necessary for therapeutic or diagmost
reasons. It may only be effected with the conséthienlegal representative of the incapacitatedqreif

the incapacitated person does not, himself, olett If the removal represents a risk to the theaf

the incapacitated person, prior authorisation ralsst be obtained from an appropriate authority.

2. The removal of substances which cannot regenefaim legally incapacitated persons is
forbidden. However, a state may permit such a ramiova special case justified for therapeutic or
diagnostic reasons if the donor, having the capaciunderstanding, has given his consent, if &igl
representative and an appropriate authority hatteodsed removal and if the donor and the recipient
are closely genetically related.

3. A removal of substances which presents foreseaaibstantial risk to the life or the health of
the donor who is a legally incapacitated persdartidden.

Article 7

Before the removal and transplantation appropnméglical examinations must be made to
evaluate and reduce the risks to the health amdfiboth donor and recipient.

Article 8
1. Substances must be removed under conditionsseqing the least possible risk to the donor.
2. Removals, graftings and transplantations oftsmiees which cannot regenerate must take place

in properly equipped and staffed institutions.
Article 9

No substance may be offered for profit. Howewvesslof earnings and any expenses caused by
the removal or preceding examination may be refdndée donor, or potential donor, must be
compensated, independently of any possible merspbnsibility, for any damage sustained as atresul
of a removal procedure or preceding examinatiodeua social security or other insurance scheme.

Chapter Il - Removals, graftings and transplarations of substances from deceased persons
Article 10
1. No removal must take place when there is an gpgiresumed objection on the part of the

deceased, in particular, taking into account Higioeis and philosophical convictions.



2. In the absence of the explicit or implicit wishthe deceased the removal may be effected.
However, a state may decide that the removal noisba effected if, after such reasonable inquiry as
may be practicable has been made into the viewkeofamily of the deceased and in the case of a
surviving legally incapacitated person those oflégal representative, an objection is apparengnwh
the deceased was a legally incapacitated persocamgent of his legal representative may also be
required.

Article 11
1. Death having occurred a removal may be effeeted if the function of some organ other than
the brain may be artificially preserved.
2. A removal can be effected if it does not intexfevith a forensic examination or autopsy as

required by law. A state may, when such requireragists, decide that a removal can only be effected
with the approval of a competent authority.

Article 12

1. Removals for therapeutic, diagnostic or reseptrhoses must be effected in appropriate places
and under suitable conditions.

2. Grafting and transplantations must take placeuhblic or private institutions which possess
proper staff and equipment.

3. Death must be established by a doctor who doebelong to the team which will effect the
removal, grafting or transplantation. However, thisctor can effect a removal in cases of minor
operations when no other suitable doctor is avigilab

Article 13

The identity of the donor must not be disclosethtorecipient and the identity of the recipient
to the family of the donor.

Article 14

Substances must not be offered for any profit.



COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. R (79) 5
of the Committee of Ministers to member States

concerning international exchange
and transportation of human substances

(Adopted by the Committee of Ministers on 14 M@0
at the 301 meeting of the Ministers’Deputies)

The Committee of Ministers, under the terms of detil5.b of the Statute of the Council of
Europe,

Considering that the aim of the Council of Eurepdo achieve a greater unity between its
members, in particular through common action inapscientific, legal and administrative fields;

Considering that the substantial increase in tegears in the treatment of patients by
transplantation or grafting of removed or collecteoman organs, tissues or other substances and the
increasing demand for such organs, tissues andasgles, has also increased the need for wider
international co-operation in this field;

Considering that the increasing demand for hunadastances, as well as information as to the
demand for them and their availability, must betHer facilitated by common action of the member
states in order to make them available in due &ingecondition;

Considering Resolution (78) 29 on harmonisatioregfslation of member states relating to
removal, grafting and transplantation of human sutzes,

A. Recommends to the governments of member states:
l. to take all appropriate measures:

1. to facilitate the international exchange arahdportation of substances indicated under
paragraph Il below;

2. to ensure the safe, speedy and priority trahsgathese substances. For these reasons all
containers of substances shall clearly indicate twntents and purposes, the name and addrebe of t
sender and addressee and the name, address aibielenumber of the person to whom any query
should be made;

3. to ensure the exchange of information on thwashel for and the availability of substances
and on all matters pertaining to their preservati@nsportation and processing;

4. to exempt substances and their containers fbnduties and taxes at importation and
exportation; this exemption shall also extend eortturn of used containers;

-10-



Il. to apply the measures mentioned in paragragibdve to any international exchange or
transportation of substances of human origin remhavecollected with a view to transplantation drent
use for therapeutic or diagnostic purposes fob#refit of persons other than the donor and faraneh
purposes. The international exchange and trangioortaf human bloodnd its derivatives, which are
covered by the European Agreement on the Exchah@aerapeutic Substances of Human Origin, as
well as the international exchange and transportati embryos, testicles, ovaries, ova and speem ar
excluded from the field of application of this remmendation;

M. to require, if they are the sending state yguhyment of expenses for removing (or collecting),
preserving, processing and transporting the sutssamentioned in paragraph Il above and, if the
substances are sent by a private body, to ende&wvamsure that only payment of those expenses will
be requested;

B. Invites the governments of member states tornmfthe Secretary General of the Council of
Europe in due course and at any rate every fivesyeathe action taken on this recommendation.

-11-



COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. R (81) 1

of the Committee of Ministers to member States
on regulations for automated medical data banks

(Adopted by the Committee of Ministers on 23 Jaynda81,
at the 328th meeting of the Ministers' Deputies)

The Committee of Ministers, under the terms of @etil5b of the Statute of the Council of Europe,
Considering that the aim of the Council of Eurapéoi achieve a greater unity between its members;

Aware of the increasing use of computers for médieae, medical research, hospital management
and public health records;

Convinced that it is desirable to ensure the cemfiihlity, security and ethical use of personal
information contained in those records;

Recalling the general principles on data protectiothe private and public sectors as set outdn it
Resolutions (73) 22 and (74) 29 and the guarardeethe protection of health data of a personal
nature provided by the Convention for the Protectad Individuals with regard to Automatic
Processing of Personal Data;

Observing also that in several member states, gtesa are provided with the same purpose under
existing or draft legislation on data protectior @am medical and professional secrecy;

Considering that it is desirable to provide thespes responsible for medical data banks with furthe
guidance as to the best way in which these priasiphn be implemented with regard to their specific
type of computerised records,

Recommends the governments of member states:
a. to take steps in order to ensure that every autniatdical data bank set up in their territory will
be subject to regulations which reflect the prifesp laid down in the appendix to this

recommendation ;

b. to bring this, recommendation to the notice ofsaltvices, authorities and institutions, both public
and private, which operate automated data banks;

c. to promote awareness and information about theeption of medical data among members of the

medical profession and data processing speciaists encourage close co-operation in the matter
between these two professional groups;

-12 -



Instructs the Secretary General of the Councilwilie to bring the contents of this recommendation
to the notice of the governments of Australia, @end-inland, Japan, the United States of America
and Yugoslavia, as well as the Director GenerdghefWorld Health Organisation.

Appendix to Recommendation No. R (81) 1

PRINCIPLES APPLYING TO AUTOMATED MEDICAL DATA BANKS

1. Scope and purpose of the regulations

1.1. The following principles apply to automatedaddanks set up for purposes of medical care,
public health, management of medical or public theakrvices or medical research, in which are
stored medical data and, as the case may be, dedaigial or administrative data pertaining to

identified or identifiable individuals (automateckdical data banks).

1.2. Every automated medical data bank should lBesuto its own specific regulations, in
conformity with the laws of the state in whoseitery it is established.

The regulations of medical data banks used forqaep of public health, management of medical and
health services, or for the advancement of medsménce should have due regard to the
pre-eminence of individual rights and freedoms.

1.3. The regulations should be sufficiently spedifi provide ready answers to those questionsylikel
to arise in the operation of the particular meddz=tha bank.

1.4. Where a medical data bank combines sevemlo$ahedical records or sub-systems of medical
data, each of these elements may require separpgementary regulations relating to its special
features.

1.5. The requirements and obligations followingnrthis recommendation are to be taken duly into
account not only with regard to medical data bamkih are operational, but also those which are in
the development phase.

2. Public notice of automated medical data banks

2.1. Plans for the establishment of automated raédmta banks as well as plans for the fundamental
modification of existing banks should be broughtite notice of the public in advance.

2.2. When an automated medical data bank becormemtamal a public notice thereof should be
given, relating at the very least to the followfiegtures:

a. the name of the medical data bank;
b. reference to the instrument pursuant to which tedioal data bank has been established;

c. a summary of the data bank’s regulations and@indtion of how the complete regulations can be
obtained or consulted.

-13-



3. Minimum contents of the data bank's regulations

3.1. The data bank's regulations should at leagb@oprovisions on:
a. its specific purpose(s);

b. the categories of information recorded;

c. the body or person for whom the data bank is aipdrand who is competent to decide which
categories of data should be processed;

d. the person(s) in charge of its day-to-day running

e. the categories of persons who are entitled tseaata to be placed in storage, modified and érase
("originators of the data");

f. the person or body
- to whom certain decisions must be submitted fgraval;
- who supervises the use of the data bank;

- to whom appeal may be made in the event of désput

0. the categories of persons who have access tddteebank in the course of their work and the
categories of data to which they are entitled teeheccess;

h. the disclosure of information to third parties;
i. the disclosure of information to the individuatencerned ("data subjects");
j. the long-term conservation of data;

k. the procedure concerning requests for use offdafaurposes other than those for which they have
been collected;

I. the security of data and installations;
m. whether and on which conditions linking with atldata banks is permitted.
4. Recording of data

4.1. The person or body responsible for establisleind/or managing a medical data bank should
ensure that:

a. data are collected by lawful and fair means;
b. no data are collected other than those whichedesant and appropriate to the declared purpgse(s)
c. so far as is practicable the accuracy of the @datarified; and

d. the contents of the record are kept up to datgpopriate.
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4.2. In order to ensure on the one hand selectbomss to the information in conformity with
paragraph 5.1. and on the other hand the securttyeadata, the records must as a general rul® be s
designed as to enable the separation of:

a. identifiers and data relating to the identitypefsons;

b. administrative data;

c. medical data;

d. social data.

A distinction between objective and subjective datto be made with regard to the data mentioned
underc andd above.

Where, however, it is unnecessary or impossiblactieve such separation, other measures must be
taken in order to protect the privacy of individuahd confidentiality of the information.

4.3. A person from whom medical information is ected should be informed of its intended use(s).
5. Access to and use of information

5. 1. As a general rule access to the informatiay tve given only to medical staff and, as far as
national law or practice permits, to other healtinecstaff, each person having access to those data
which he needs for his specific duties.

5.2. When a person mentioned in the previous papdigceases to exercise his functions, he may no
longer store, modify, erase or gain access to #ie, dave by special agreement with the person or
body mentioned in paragraph 3.1.

5.3. A person referred to in paragraph 5.1 whodwess to data in the course of his work may not
use such data for a purpose different from thatwbich he originally had access to those data,
unless:

a. he puts the information in such a form that th&agsubject cannot be identified, or

b. such different use has been authorised by the persbody referred to in paragraph 8,1or

c. such different use is imposed by a provisioreef, |

it being understood that national law or practiceynmpose an additional obligation to obtain the
consent of the data subject (or, should he be dedeaf his family) or his physician.

5.4. Without the data subject's express and infdromasent, the existence and content of his medical
record may not be communicated to persons or badiesde the fields of medical care, public health
or medical research, unless such a communicatipensitted by the rules on medical professional
secrecy.

5.5. Linking or bringing together information oretsame individual contained in different medical

data banks is permitted for purposes of medicad,qaublic health or medical research, provided it i
in accordance with the specific regulations.
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6. The data subject and his medical record

6.1. Measures should be taken to enable every peéocs@&now of the existence and content of the
information about him held in a medical data bank.

This information shall, if the national law so pides, be communicated to the data subject through
the intermediary of his physician.
No exception to this principle shall be allowed asd it is prescribed by law or regulation and

concerns:

a. data banks which are used only for statisticsaentific research purposes and when there is
obviously no risk of an infringement of the privamfythe data subject;

b. information the knowledge of which might causeaes harm to the data subject.

6.2. The data subject may ask for amendment ofneaws data concerning him and, in case of
refusal, he may appeal to the person or body eddw in paragraph 3f1.

When the information is amended, it may neverttseles provided that a record will be kept of the
erroneous data so far as knowledge of the errorbeaglevant to further medical treatment or useful
for research purposes.

7.Long-term conservation of data

7.1. As a general rule, data relatable to an iddizi should be kept on record only during a period
reasonably useful for reaching their main purpgse(s

7.2. Where, in the interest of public health, mablgcience, or for historical or statistical purpest
proves desirable to conserve medical data that havenger any immediate use, technical provision
is to be made for their correct conservation arfieksgping.

8. Professional obligations

In addition to the members of the health care sth# data processing personnel and any other
persons participating in the design, operation, oisenaintenance of a medical data bank, must
respect the confidential nature of the informatm ensure the correct use of the medical data bank
9. Extended protection

None of the principles in this appendix shall beipreted as limiting the possibility for a member

state to introduce legal provisions granting a wideasure of protection to the persons to whom
medical data refer.

-16-



COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. R (83) 2
of the Committee of Ministers to member States

concerning the legal protection of persons suffegin
from mental disorder placed as involuntary patiehts

(Adopted by the Committee of Ministers on 22 Fatyrd983
at the 358 meeting of the Ministers’ Deputies)

The Committee of Ministers, under the terms of detil5b of the Statute of the Council of
Europe,

Considering that the aim of the Council of Eurepdo achieve a greater unity between its
members, in particular through harmonising the lawsnatters of common interest;

Having regard to the Convention for the ProtectmihHuman Rights and Fundamental
Freedoms and to its application by the organs kstiall under that convention;

Having regard to Recommendation 818 (1977) ofGhesultative Assembly of the Council of
Europe on the situation of the mentally ill;

Considering that common action at European leviepwomote the desired better protection of
persons suffering from mental disorder,

Recommends that the governments of the membeasssabuld adapt their laws to the rules
annexed to this recommendation or adopt provisioreccordance with those rules when introducing
new legislation.

'When this recommendation was adopted and in atiplicaf Article 10.2c of the Rules of Procedure for the
meetings of the Ministers’ Deputies, the Represmets of the following member states reserved itpet of their
governments to comply or not with the provisiordiéated below of the rules appended hereto:

— The Federal Republic of Germany: Articles &nd 6b;

— Ireland: Articles 4.2 last sentence and 3 lastesee, and 9.2;

— Liechtenstein: Articles 4.2 last sentence anidsBgentence, ands.

— The Netherlands: Articles 3.a, 4.4 and 6;

— Sweden: Article ®;

— Switzerland: Articles 4.1 last sentence, finalgske, and 2 last sentence, arig 6.
— The United Kingdom: Articles 4.2 last sentence arast sentence, an5.
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RULES
Article 1

1. These rules concern the involuntary placemenpestsons suffering from mental disorder.
Placement decided pursuant to criminal proceedsgst covered by these rules; however, Rules 5, 9,
10 and 11 apply to such a placement.

2. Involuntary placement (hereinafter referred ® “"alacement”) means the admission and
detention for treatment of a person suffering froental disorder (hereinafter referred to as "pétien

a hospital, other medical establishment or appatgmplace (hereinafter referred to as "establiskilnen
the placement not being at his own request.

3. The admission of a patient to an establishmentréatment at his own request does not fall
within the field of application of these rules. Hover, these rules apply to cases where a patiemt wh
has originally been admitted at his own requett I3e detained in an establishment in spite ofviss

to be discharged.

Article 2

Psychiatrists and other doctors, in determiningtivbr a person is suffering from a mental
disorder and requires placement, should do sodardance with medical science. Difficulty in adagti
to moral, social, political or other values, ireifsshould not be considered a mental disorder.

Article 3
In the absence of any other means of giving tipecgguiate treatment

a. a patient may be placed in an establishment whign, by reason of his mental disorder, he
represents a serious danger to himself or to pireions

b. states may, however, provide that a patient msy laé placed when, because of the serious
nature of his mental disorder, the absence of plaoewould lead to a deterioration of his disoroler
prevent the appropriate treatment being givenrto hi

Article 4

1. A decision for placement should be taken by dicjal or any other appropriate authority
prescribed by law. In an emergency, a patient neagdmitted and retained at once in an establishment
on the decision of a doctor who should thereupamediately inform the competent judicial or other
authority which should make its decision. Any diecisof the competent judicial or other authority
mentioned in this paragraph should be taken on cakdidvice and under a simple and speedy
procedure.

2. Where a decision for placement is taken by ajndicial body or person, that body or person
should be different from that which originally rexpied or recommended placement. The patient should
immediately be informed of his rights and shouldenthe right of appeal to a court which should deci
under a simple and speedy procedure. Moreovensampahose duty it is to assist the patient todkeci
whether to appeal should be designated by an apg@@uthority, without prejudice to the right of
appeal of any other interested person.
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3. When the decision is taken by a judicial autigasir when an appeal is made before a judicial
authority against the decision of placement bydmiaistrative body, the patient should be inforroéd
his rights and should have the effective opporjuttitbe heard personally by a judge except where th
judge, having regard to the patient's state of thealecides to hear him through sole form of
representation. He should be informed of his righdppeal against the decision ordering or configmi
the placement and, if he requests it or the judgesiders that it would be appropriate, have thesfien
of the assistance of a counsel or of another person

4, The judicial decisions referred to in paragraghould be open to appeal.
Article 5
1. A patient put under placement has a right tdréated under the same ethical and scientific

conditions as any other sick person and under cahf@genvironmental conditions. In particular, las h
the right to receive appropriate treatment and.care

2. A treatment which is not yet generally recogtibg medical science or presents a serious risk
of causing permanent brain damage or adverselyrgjtdhe personality of the patient may be givelyon

if the doctor considers it indispensable and if plagient, after being informed, has given his espre
consent. If the patient is not capable of undedstenthe nature of the treatment, the doctor should
submit the matter for decision to an appropriateependent authority prescribed by law which should
consult the patient’s legal representative, if any.

3. Clinical trials of products and therapies notihg a psychiatric therapeutic purpose on persons
suffering from mental disorder, subject to placethahould be forbidden. Clinical trials having a
psychiatric therapeutic purpose are a matter foomal legal provisions.
Article 6
The restrictions on personal freedom of the pasdould be limited only to those which are
necessary because of his state of health and dosubcess of the treatment; however, the right of a

patient:

a. to communicate with any appropriate authotifyy person mentioned in Article 4 and a
lawyer, and

b. to send any letter unopened, should not beatest.
Article 7

A patient should not be transferred from one distadnent to another unless his therapeutical
interest and, as far as possible, his wishes kea iato account.

Article 8
1. A placement should be for a limited period arleast, the necessity for placement should be
examined at regular intervals. The patient can esigthat the necessity for placement should be
considered by a judicial authority at reasonaltierirals. The rules in Article 4, paragraph 3, apply

2. The placement may be terminated at any momettiteodecision:

a. of a doctor, or
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b. of a competent authority, acting on his owntidtive or at the request of the patient or any
other interested person.

3. The termination of the placement does not nacéssmply the end of treatment which may
continue on a voluntary basis.

Article 9
1. The placement, by itself, cannot constituteppgration of law, a reason for the restriction of
the legal capacity of the patient.
2. However, the authority deciding a placement kheee, if necessary, that adequate measures

are taken in order to protect the material intsrefthe patient.
Article 10

In all circumstances, the patient’s dignity shooddrespected and adequate measures to protect
his health taken.

Article 11

These rules do not limit the possibility for a nimnstate to adopt provisions granting a wider
measure of legal protection to persons sufferiogfmental disorder subject to placement.
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. R (84) 16
of the Committee of Ministers to member States

concerning notification of work
involving recombinant deoxyribonucleic acid (DNA)

(Adopted by the Committee of Ministers on 25 Sapte 1984
at the 378 meeting of the Ministers’Deputies)

The Committee of Ministers, under the terms of detil5b of the Statute of the Council of
Europe,

Considering that the aim of the Council of Eurepdo achieve a greater unity between its
members by common action in economic, social, rlltgcientific, legal and administrative matténs,
particular through harmonisation of laws on mattérsommon interest;

Having regard to the Consultative Assembly Recontagon 934 (1982) on Genetic
Engineering;

Considering and welcoming the great progresssedlin recent years as to the safety in
recombinant DNA work;

Being informed that not all member states podsggslation or regulations concerning safety in
DNA work;

Considering that the European Communities CouRgkcommendation of 30 June 1982
(82/472/EEC) concerning the registration of workoiring recombinant deoxyribonucleic acid, which
is applicable only to the ten member states of BEheopean Communities, is a good basis for the
harmonisation of the rules on notification and segition of recombinant DNA work;

Convinced that this result should be extended th@member states of the Council of Europe,

Recommends that the governments of the membessigthey have not yet done so:

a. adopt, by the means they consider appropriagstem of notification in accordance with the
principles contained in the appendix to the presscgmmendation;

b. provide, in order to safeguard scientific andustdal secrecy and to protect intellectual

property, that each notification, its contents asdompanying documents shall be kept confidential
unless the notifying laboratory agrees otherwise.
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APPENDIX

The following principles apply to work involvingecombinant DNA which may present a
biohazard of a category which will be determined dach state. The use of recombinant DNA
techniques for transfer into human subjects steatidalt with by specific provisions.

Any laboratory wishing to undertake, in the temyt of a member state, work involving
recombinant DNA notifies the competent nationalegional authority.

Such notification is given, for each of the reshaprojects envisaged, before the date on which
it is begun or, where the competent authoritiedesnde and in the case of work falling within aegatry
of very low risk potential, if possible within sixonths and not later than twelve months after #ie d
on which the project is begun.

Such notification is accompanied, for each ofgigects which is subject to prior notification,
by the following documents:

— the portion of the experimental protocol whishréquired for the evaluation of safety at the
site where the proposed activities are to be achi,

— a list of the protective and supervisory meastoebe applied throughout the duration of the
experimental work,

— a description of the general education in reéoamt DNA research and of the training
received by the members of the team which will ipigdte in the proposed activities or will be
responsible for supervision, monitoring or safety.

\Y)

Each notification and the accompanying documerdgsckassified and stored by the national
authorities or regional authorities for safety &edlth protection to which they have been submitted

\Y,

Each notification and its accompanying documentg/ he consulted by national experts
authorised to that effect by the national authesiti

VI
Work involving recombinant DNA is defined as tlwrhation of new combinations of genetic
material by the insertion of nucleic acid molecybesduced by whatever means outside the cell, into

any virus, bacterial plasmid or other vector syssenas to allow their incorporation into a hostaoigm
in which they do not naturally occur but in whitley are capable of continued propagation.
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. R (90) 3
of the Committee of Ministers to member States
concerning medical research on human beirlgs

(Adopted by the Committee of Ministers on 6 Fetyrd@90
at the 43% meeting of the Ministers' Deputies)

The Committee of Ministers, under the terms of @etil5b of the Statute of the Council of
Europe,

Considering that the aim of the Council of Eurdpdo achieve a greater unity between its
members, in particular by the adoption of minimwmmon rules on matters of common interest;

Having regard to the Convention for the ProtectmihHuman Rights and Fundamental
Freedoms, in particular its Articles 2.1, 3 and & Article 7 of the United Nations International
Covenant on Civil and Political Rights; to the Eagan Convention for the Prevention of Torture and
Inhuman or Degrading Treatment or Punishment; tcoRenendation 874 (1979) of the Parliamentary
Assembly of the Council of Europe on a European réhaon the Rights of the Child; to
Recommendation No. R (83) 2 of the Committee ofisférs concerning the legal protection of persons
suffering from mental disorder placed as involuntpatients, and to the Declaration of Helsinki,
adopted at the 18th World Medical Assembly (19640 amended by the 29th Assembly in Tokyo
(1975), the 35th Assembly in Venice (1983) and4hst Assembly in Hong Kong (1989), concerning
recommendations guiding physicians in biomedicsg¢aech involving human subjects;

Being aware of the fact that the advancement aficaéscience and practice is dependent on
knowledge and discovery which necessitate, as adssrt, experimentation on human beings;

Being convinced that medical research should nesearried out contrary to human dignity;

Considering the paramount concern to be the proteof the person undergoing medical
research;

Considering that particular protection should ivemto certain groups of persons;

Considering that every person has a right to acoefat refuse to undergo medical research and
that no one should be forced to undergo it;

'When this recommendation was adopted, the Repegsendf the Federal Republic of Germany, in agpian
of Article 10.2.c of the Rules of Procedure for theetings of the Ministers' Deputies, reservedridfet of his
Government to comply with it or not.
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Considering that medical research on human beihgald take into account ethical principles,
and should also be subject to legal provisions;

Realising that in member states existing legal isions are either divergent or insufficient in
this field;

Noting the wish and the need to harmonise legisiat
Recommends the governments of member states;

a.to adopt legislation in conformity with the pringp appended to this recommendation, or to
take any other measures in order to ensure thplementation;

b.to ensure that the provisions so adopted are htotaq the knowledge of all persons
concerned.

Principles concerning medical research on human lreys
Scope and definition

For the purpose of application of these principle®dical research means any trial and
experimentation carried out on human beings, tlpgae of which or one of the purposes of whiclois t
increase medical knowledge.

Principle 1

Any medical research must be carried out withia ftamework of a scientific plan and in
accordance with the following principles.

Principle 2

1. In medical research the interests and well-befrthe person undergoing medical research must
always prevail over the interests of science ans@so

2. The risks incurred by a person undergoing medesearch must be kept to a minimum. The
risks should not be disproportionate to the besiéditthat person or the importance of the aimsyaars
by the research.

Principle 3

1. No medical research may be carried out withweiiriformed, free, express and specific consent
of the person undergoing it. Such consent maydmyfiwithdrawn at any phase of the research and the
person undergoing the research should be inforbeddre being included in it, of his right to witlaalv

his consent.

2. The person who is to undergo medical researchigtbe given information on the purpose of
the research and the methodology of the experimentdie should also be informed of the foreseeable
risks and inconveniences to him of the proposeéares. This information should be sufficiently clea
and suitably adapted to enable consent to be givesfused in full knowledge of the relevant facts.

3. The provisions of this principle should applgalo a legal representative and to a legally

incapacitated person having the capacity of undedstg, in the situations described in Principles
4 and 5.
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Principle 4

A legally incapacitated person may only undergodioe research where authorised by
Principle 5 and if his legal representative, omathority or an individual authorised or designaiader
his national law, consents. If the legally incapsteid person is capable of understanding, his obise
also required and no research may be undertakendbes not give his consent.
Principle 5

1. A legally incapacitated person may not undergedinal research unless it is expected to
produce a direct and significant benefit to hidlthea

2. However, by way of exception, national law magharise research involving a legally
incapacitated person which is not of direct bertefihis health when that person offers no objection
provided that the research is to the benefit ofqes in the same category and that the same §cienti
results cannot be obtained by research on persomsioynot belong to this category.
Principle 6

Pregnant or nursing women may not undergo medésalarch where their health and/or that of
the child would not benefit directly unless thisearch is aimed at benefiting other women and renild
who are in the same position and the same scienéifiults cannot be obtained by research on women
who are not pregnant or nursing.
Principle 7

Persons deprived of liberty may not undergo médé&search unless it is expected to produce a
direct and significant benefit to their health.

Principle 8

In an emergency situation, notwithstanding Prileck) where a patient is unable to give a prior
consent, medical research can be carried out dmiynwhe following conditions are fulfilled:

— the research must have been planned to bedcatrien the emergency in question;

— the systematic research plan must have been\sgepby an ethics committee;
— the research must be intended for the diredthhbanefit of the patient.

Principle 9

Any information of a personal nature obtained miyimmedical research should be treated as
confidential.

Principle 10

Medical research may not be carried out unlegsfaetiory evidence as to its safety for the
person undergoing research is furnished.
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Principle 11

Medical research that is not in accordance wiingific criteria in its design and cannot answer
the question posed is unacceptable even if theitrgyto be carried out poses no risk to the person
undergoing research.
Principle 12
1. Medical research must be carried out under ¢ispansibility of a doctor or a person who
exercises full clinical responsibility and who pesses appropriate knowledge and qualificationsetet m

any clinical contingency.

2. The responsible doctor or other person refeiwed the preceding paragraph should enjoy full
professional independence and should have the govgéop the research at any time.

Principle 13

1. Potential subjects of medical research shouldemffered any inducement with compromises
free consent. Persons undergoing medical reseamhidsnot gain any financial benefit. However,
expenses and any financial loss may be refundednaappropriate cases a modest allowance may be
given for any inconvenience inherent in the medieaéarch.

2. If the person undergoing research is legallamacitated, his legal representatives should not
receive any form of remuneration whatever, exoeptHe refund of their expenses.

Principle 14

1. Persons undergoing medical research and/ordepgndants should be compensated for injury
and loss caused by the medical research.

2. Where there is no existing system providing cemsation for the persons concerned, states
should ensure that sufficient guarantees for soofipensation are provided.

3. Terms and conditions which exclude or limitaslvance, compensation to the victim should be
considered to be null and void.

Principle 15

All proposed medical research plans should bestligect of an ethical examination by an
independent and multidisciplinary committee.

Principle 16
Any medical research which is:
— unplanned, or
— contrary to any of the preceding principles, or

—in any other way contrary to ethics or law, or
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— not in accordance with scientific methods irdiésign and cannot answer the questions posed
should be prohibited or, if it has already beguopged or revised, even if it poses no risk to the
person(s) undergoing the research.
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. R (90) 13
of the Committee of Ministers to member States

on prenatal genetic screening, prenatal geneticghasis
and associated genetic counselling

(Adopted by the Committee of Ministers on 21 1988
at the 442 meeting of the Ministers' Deputies)

The Committee of Ministers, under the terms of @etil5b of the Statute of the Council of Europe,

Considering that the aim of the Council of Eur@p#o achieve a greater unity between its memiiers,
particular by the adoption of common rules on matté common interest;

Aware of the Council of Europe's vocation for gaf@rding the moral values which are the common
heritage of the member states, based essentiatlyspect for life and human dignity;

Reaffirming its commitment to personal freedom eggpect for private and family life;

Having regard to the Convention for the Protectibhluman Rights and Fundamental Freedoms (1950),
the Convention for the Protection of Individualdhwiegard to Automatic Processing of Personal Data
(1981) and other relevant international instruments

Having regard to Recommendation 934 (1982) ontgeergineering of the Parliamentary Assembly of
the Council of Europe as well as the World Mediss$ociation's Madrid Statement (1987) on genetic
counselling and genetic engineering;

Recognising the continuing relevance of the dedairinciples contained in Recommendation No. R(81)
1 on regulations for automated medical data bamk&he collection, storage and processing of paison
data, but believing nevertheless that it is necgdeanake specific provision for such data in tbatext

of prenatal screening and diagnosis and assod@etestic counselling;

Noting that in recent decades considerable progr@s®een achieved in detecting genetic abnoresaliti
in the child to be born through genetic screenmgjthrough prenatal diagnosis of pregnant women, bu
also noting the fears that these procedures arouse;

Considering that women of child-bearing age anclasushould be fully informed and educated about
the availability of, the reasons for and riskswgts procedures;

Convinced that the genetic diagnosis and screenirgi always be accompanied by appropriate genetic

counselling but that such counselling should ircase be of a directive nature and must always leave
the woman of child-bearing age fully informed sd@snable her to take a free decision;
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Aware of the role that the mass media play in miog and educating the public, and considering
therefore that it is appropriate that they showdébtter and regularly informed about progresstioe
availability, ethical issues and ethical principlegating to prenatal screening and diagnosis and,
particular, procedures used for prenatal genetéesing and diagnosis;

Aware of the fear that prenatal screening and disigncould adversely affect social attitudes toward
the handicapped and wishing that all necessaryuresashould be taken to ensure that society'sstit
and behaviour is not so affected;

Considering that the use of these procedures ghmilgoverned by ethical, medical, legal and social
principles in order to prevent any abuse,

Recommends the governments of the member stategldpt legislation in conformity with the
principles contained in this recommendation or &ket any other measures to ensure their
implementation.

Principles
Scope and definitions
For the purpose of these principles, "prenataktjerscreening"” is the term used to describe strgen
tests carried out to identify among the generalfaiwn of apparently healthy individuals thoseisk
of transmitting a genetic disorder to their offggri Prenatal genetic screening may take place glurin

pregnancy and may involve testing people of eitlear

The principles also cover premarital and precotiaescreening which are undertaken to identifiska r
to the health of the future child.

"Prenatal diagnosis” is the term used to desdsbis used to determine whether or not an individua
embryo or foetus is affected by a specific disarder

Principle 1

No prenatal genetic screening and/or prenataltipeti@gnosis tests should be carried out if collinge
prior to and after the tests is not available.

Principle 2

Prenatal genetic screening and/or prenatal germtignosis tests undertaken for the purpose of
identifying a risk to the health of an unborn chiltbuld be aimed only at detecting a serious dgké
health of the child.

Principle 3

Prenatal genetic screening and prenatal gene#igndsis should only be carried out under the
responsibility of a physician; laboratory procedursust be carried out in qualified institutions evhi
have been approved by the state or by a competdmdrdy of the state to conduct such procedures.

Principle 4

The counselling must be non-directive; the codasshould under no condition try to impose hiser
convictions on the persons being counselled batimfand advise them on pertinent facts and choices.
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Principle 5
The participation of both members of the couplthécounselling sessions should be encouraged.
Principle 6

Prenatal genetic screening and prenatal geneaiimdsis may only take place with the free and méat
consent of the person concerned.

Special care is needed for legally incapacitateisgns to ensure that they are not denied access to
prenatal genetic screening and prenatal genetimdsis on account of the legal incapacity andttieit

legal representative or an authority or persong@séd under national law is consulted on theialieh
Prenatal genetic screening or prenatal genetimdsg should not be carried out when the person to
undergo tests objects.

Principle 7

When prenatal genetic screening and prenatal igetiagnosis are offered routinely, this by no ngan
does away with the requirement of free and inforemtsent.

Principle 8

The information given during the counselling priorprenatal genetic screening and prenatal genetic
diagnosis must be adapted to the person's circooestaand be sufficient to reach a fully informed
decision. This information should in particular eothe purpose of the tests and their nature dsawel
any risks which these tests present.

Principle 9

In order to protect the woman's freedom of chasbe should not be compelled by the requirements of
national law or administrative practice to acceptrefuse screening or diagnosis. In particular, any
entitlement to medical insurance or social alloveasitould not be dependent on the undergoing oé thes
tests.

Principle 10

No discriminatory conditions should be appliedhose who seek or to those who do not seek prenatal
screening of diagnostic testing, where these greoppate.

Principle 11

In prenatal genetic screening, prenatal genegigrdisis or associated genetic counselling, perstatal
may only be collected, processed and stored foptinposes of medical care, diagnosis and prevention
of disease, and research closely related to medigal Such data should be collected, processed and
stored in accordance with the Convention for thetdetion of Individuals with regard to Automatic
Processing of Personal Data and the Committee aofisMrs' Recommendation No. R (81) 1 on
regulations for automated medical data banks.

Principle 12

Any information of a personal nature obtained migiprenatal genetic screening and prenatal genetic
diagnosis must be kept confidential.
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Principle 13

The right of access to personal data collectedyaunt to prenatal genetic screening and prenatatige
diagnosis should be given only to the data sulnjeitte normal manner required for personal heaita d

in accordance with national law and practice. Gerg#ta which relate to one member of the couple
should not be communicated to the other membédreo€duple without the free and informed consent of
the former.

Principle 14
Where there is an increased risk of passing opriaus genetic disorder, access to preconception

counselling and, if necessary, premarital and pregption screening and diagnostic services shaild b
readily available and widely known.
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. R (92) 1
of the Committee of Ministers to member States

on the use of analysis of deoxyribonucleic acid (BN
within the framework of the criminal justice systém

(Adopted by the Committee of Ministers on 10 Fafyrd992
at the 478 meeting of the Ministers' Deputies)

The Committee of Ministers, under the terms ofcfet15b of the Statute of the Council of Europe,
Considering that the aim of the Council of Eurgpt® achieve a greater unity between its members,

Having regard to the Convention for the ProtectibRluman Rights and Fundamental Freedoms and the
Convention for the Protection of Individuals wittgard to Automatic Processing of Personal Dataof 2
January 1981 ("the Data Protection Convention");

Considering that the fight against crime callstfar use of the most modern and effective methods;

Convinced of the need to pursue a common crinpolity aimed at the protection of individuals and
the society in which they live;

Bearing in mind that the techniques of DNA analysin offer advantages to the criminal justiceesgst
in particular in the determination of innocenceyoilt;

Bearing in mind, however, that such techniqueschvare continuously evolving, should be carriet ou
in a reliable manner;

Mindful, however, that the introduction and usdhase techniques should take full account of aitd n
contravene such fundamental principles as the émtetignity of the individual and the respect foe t
human body, the rights of the defence and the iptanof proportionality in the carrying out of criinal
justice,

Recommends that the governments of member statesided in their legislation and policy by the
principles and recommendations set out below;

'When this recommendation was adopted and in afiplicaf Article 10.2c of the Rules of Procedure for the
meetings of the Ministers' Deputies;
- the Representative of Denmark reserved the righher government to comply or not with the
recommendation as a whole;
- the Representatives of Germany, the NetherlandsNorway reserved the right of their governmémts
comply or not with Principle 8 of the recommendatio
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Instructs the Secretary General to bring the eastef this recommendation to the attention ofrtbe-
member states and international organisations wiaek participated in its preparation.

Principles and recommendations
1. Definitions
For the purposes of this recommendation:

"DNA analysis" refers to any procedure which maydmployed in the analysis of deoxyribonucleic
acid (DNA), the basic genetic material of human atiebr living beings.

"Samples" refers to any substance of living originich may be utilised for the purpose of DNA
analysis.

"DNA file" refers to any structured collection tife results of DNA analysis tests whether retained
material form, as manually held records, or onramderised database.

2.Scope and limitations

This recommendation applies to the collectionashigles and use of DNA analysis for the purposes of
the identification of a suspect or any other ingiinal within the framework of the investigation and
prosecution of criminal offences.

3. Use of samples and information derived therefrom

Samples collected for DNA analysis and the infdromaderived from such analysis for the purposes of
the identification of a suspect or any other indiixl within the framework of the investigation and
prosecution of criminal offences.

Samples collected from living persons for DNA gne for medical purposes, and the information
derived from such samples, may not be used forptirposes of investigation and prosecution of
criminal offences unless in circumstances laid dewpressly by the domestic law.

Samples taken for DNA analysis and the informasonderived may be needed for research and
statistical purposes. Such uses are acceptabladpdovhe identity of the individual cannot be
ascertained. Names or other identifying referenuest therefore be removed prior to their use fes¢h
purposes.

4. Taking of samples for DNA analysis

The taking of samples for the purpose of DNA asialghould only be carried out in circumstances
determined by the domestic law; it being understitad in some states this may necessitate specific
authorisation from a judicial authority.

Where the domestic law admits that samples mataken without the consent of the suspect, such
sampling should only be carried out if the circianses of the case warrant such action.

5.Recourse to DNA analysis

Recourse to DNA analysis should be permissiblaliappropriate cases, independent of the degree of
seriousness of the offence.
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6. Accreditation of laboratories and institutions acmhtrol of DNA analysis

DNA analysis is a sophisticated scientific progedwhich should only be performed by laboratories
possessing the appropriate facilities and expegienc

The member states should ensure that a list lvendnp of accredited laboratories or institutionsalh
satisfy the following criteria:

— high professional knowledge and skill, couplethwwppropriate quality control procedures;
— scientific integrity;
— adequate security of the installations and efthbstances under investigation;

— adequate safeguards to ensure absolute cordilitgrih respect of the identification of the pensto
whom the result of the DNA analysis relates; and

— guarantees that the conditions laid down byrdfgemmendation are followed.

The member states should institute a means ofciskeg regular supervision of their accredited
laboratories.

7.Data protection

The collection of samples and the use of DNA aislynust be in conformity with the Council of
Europe's standards of data protection as laid dowrhe Data Protection Convention and the
recommendations on data protection, in particuedfmendation No. R (87) 15 regulating the use of
personal data in the police sector.

8. Storage of samples and data

Samples or other body tissues taken from individfar DNA analysis should not be kept after the
rendering of the final decision in the case forahkhihey were used, unless it is necessary for gago
directly linked to those for which they were cotteat.

Measures should be taken to ensure that the sesuNA analysis and the information so derived is
deleted when it is no longer necessary to keegr ithe purposes for which it was used. The regflts
DNA analysis and the information so derived mayvéwer, be retained where the individual concerned
has been convicted of serious offences againsliféhantegrity or security of persons. In such &as
strict storage periods should be defined by domést.

Samples and other body tissues, or the informalésived from them, may be stored for longer pexiod
— when the person concerned so requests; or

— when the sample cannot be attributed to aniohai¥, for example when it is found at the scenarof
offence.

Where the security of the state is involved, tbmestic law of the members state may permit retenti
of the samples, the results of DNA analysis andinfmation so derived even though the individual
concerned has not been charged or convicted dff@mce. In such cases strict storage periods shimild
defined by domestic law.
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The establishment and operation of any DNA filegarposes of the investigation and prosecution of
criminal offences should be regulated by law.

9. Equality of arms

States should ensure that DNA analysis as a gpawfans of proof is equally accessible to the e
either by decision of a judicial authority or thgbuthe use of an independent expert.

The establishment and operation of any DNA filegarposes of the investigation and prosecution of
criminal offences should be regulated by law.

10.Technical standards

The member states should promote standardisétithe onethods of DNA analysis both at national and
international levels. This may involve interlaborgt collaboration in validation of the analyticalch
control procedures.

11.Intellectual property

While acknowledging that the intellectual properitghts associated with particular methods of DNA
analysis may be vested in certain laboratories, Imerstates should ensure that this does not impede
access to the use of DNA analysis.

12. Transborder exchange of information

DNA analysis may be obtained from a laboratorynstitution established in another country provided
that the laboratory or institution satisfies a# lequirements laid down in this recommendation.

Transborder communication of the conclusions ofADéhalysis should only be carried out between
states complying with the provisions of this recagnaation and in particular in accordance with the
relevant international treaties on exchange ofringion in criminal matters and with Article 12 tbe
Data Protection Convention.
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. R (92) 3
of the Committee of Ministers to member States
on genetic testing and screening for health carerpases

(Adopted by the Committee of Ministers on 10 Felyr4892
at the 478 meeting of the Ministers’ Deputies)

The Committee of Ministers, under the terms ofddet15.b of the Statute of the Council of Europe,
Considering that the aim of the Council of Eurgp® achieve a greater unity between its members;

Having regard to the Convention for the Protectdiiuman Rights and Fundamental Freedoms of 4
November 1950 and the Convention for the Protectbnindividuals with regard to Automatic
Processing of Personal Data of 28 January 1981;

Having regard to the Recommendations of the Coteendf Ministers No. R (90) 3 on medical research
on human beings, No. R (90) 13 on prenatal geset®ening, prenatal genetic diagnosis and assdciate
genetic counselling, and No. R (92) 1 on the usanalysis of deoxyribonucleic acid (DNA) within the
framework of the criminal justice system;

Bearing in mind that recent progress in the fadfidbiomedical science has made it possible to plaai
greater knowledge of the human genome and theenatwenetic disorders;

Recognising the benefits and potential usefuloétisese techniques not only for the individual, &igo
for the family and other relatives, as well astfe population as a whole;

Aware that the introduction of genetic testing anteening also arouses anxiety and that it ietber
desirable to give assurances as to their proper use

'When this Recommendation was adopted and in afiphicaf Article 10.2.c of the Rules of Procedure tloe
meetings of the Ministers’ Deputies;
— the Representative of the Netherlands reseneedght of his government to comply or not withriple 7 of the
recommendation;
— the Representative of Germany reserved the oifghts government to comply or not with the wordsd/or to
avoid giving birth to affected offspring”, in thkitd indent of sub-paragraph a of the paragraptPonpose, scope
and definitions” of the recommendation.

-36-



Bearing in mind that rules governing the collectand use of medical data also apply to genetia dat
collected and used for health care purposes, imgudedical research;

Recognising the need for education of the memtfetee health care professions and the generaiqubl
about the importance of genetic factors to healtld, for including this subject in curricula for geal
and further education, both at school and at usityelevel, and in professional training;

Considering that each country must determine vite gpecial needs in order to develop the most
appropriate services;

Recognising that it should be the goal of evemyntxy to offer its citizens equal opportunity otass to
genetic testing and screening services;

Aware of the dangers of discrimination and soatdmatisation which may result from genetic
information, and determined to fight such phenomena

Recommends that the governments of the membesstat
a. be guided in their legislation and policy bg firinciples and recommendations set out below;
b. promote in their educational systems the tegcbi human genetics.
Principles and recommendations
Purpose, scope and definitions

The purpose of this recommendation is to enswsper for certain principles in the field of geneti
testing and screening for health care purposesidimg medical research.

For the purposes of this recommendation:
a. the term "genetic tests for health care pugpasders to tests which serve:
— to diagnose and classify a genetic disease;

— to identify unaffected carriers of a defectivang in order to counsel them about the risk of htavi
affected children;

— to detect a serious genetic disease befordithieat onset of symptoms in order to improve thaliy
of life using secondary preventive measures arid/avoid giving birth to affected offspring;

— to identify persons at risk of contracting aedise where both a defective gene and a certastylée
are important as causes of the disease;

b. the term "genetic diagnosis" refers to testsazhout to diagnose a presumed ailment on awishatl
or several members of a family, in the framework ¢mily study;

c. the term "genetic screening" refers to gertests carried out on a population as a whole abaet
of it without previous suspicion that the testedividuals may carry the tréit.

YGenetic testing and screening can be carried odiffatent levels, such as on chromosomes, genB&\(D
proteins, organs or a given individual, and cacdraplemented with aspects of the family history.
“The essential distinction between genetic diagrangisgenetic screening is that the latter is ribaied by the
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l. Rules for good practice in genetic testing aacksning
Principle 1 — Informing the public

a. Plans for the introduction of genetic testingl ascreening should be brought to the notice of
individuals, families and the public.

b. The public should be informed about genetitingsand screening, in particular their availapilit
purpose and implications - medical, legal, sociad athical - as well as the centres where they are
carried out. Such information should start witthia school system and be continued by the media.

Principle 2 — Quiality of genetic services

a. Proper education should be provided regardimgam genetics and genetic disorders, particularly f
health professionals and the paramedical professirt also for any other profession concerned.

b. Genetic tests may only be carried out underdbponsibility of a duly qualified physician.

c. It is desirable for centres where laboratoststeare performed to be approved by the state @ by
competent authority in the state, and to partieipatn external quality assurance.

Principle 3 — Counselling and support

a. Any genetic testing and screening proceduralghme accompanied by appropriate counselling, both
before and after the procedure.

Such counselling must be non-directive. The imfation to be given should include the pertinent
medical facts, the results of tests, as well agtimsequences and choices. It should explainutgope
and the nature of the tests and point out possiks. It must be adapted to the circumstanceghich
individuals and families receive genetic informatio

b. Everything should be done to provide, whereegssary, continuing support for the tested persons.

Il. Access to genetic tests

Principle 4 — Equality of access — non-discriminatin

a. There should be equality of access to genesiing, without financial considerations and withou
preconditions concerning eventual personal choices.

b. No condition should be attached to the acceptanthe undergoing of genetic tests.
c. The sale to the public of tests for diagnogjagetic diseases or a predisposition for such sisear

for the identification of carriers of such diseasssould only be allowed subject to strict licegsin
conditions laid down by national legislation.

individual who is its subject, but by the providéthe screening service.
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Principle 5 — Self-determination

a. The provision of genetic services should bedas respect for the principle of self-determoranf
the persons concerned. For this reason, any geasting, even when offered systematically, shbeld
subject to their express, free and informed consent

b. The testing of the following categories of paisshould be subject to special safeguards:

— minors;
— persons suffering from mental disorders;
— adults placed under limited guardianship.

Testing of these persons for diagnostic purpobeslid be permitted only when this is necessary for
their own health or if the information is imperatiy needed to diagnose the existence of a genetic
disease in family members.

The consent of the person to be tested is requéreept where national law provides otherwise.
Principle 6 — Non-compulsory nature of tests

a. Health service benefits, family allowances,rrage requirements or other similar formalitiesyed
as the admission to, or the continued exerciseeofain activities, especially employment, shouddlve

made dependent on the undergoing of geneticsdestseening.

Exceptions to this principle must be justifiedegsons of direct protection of the person conckeane
of a third party and be directly related to thecsjieconditions of the activity.

b. Only if expressly allowed by law may tests bede compulsory for the protection of individuals or
the public.

Principle 7 — Insurance

Insurers should not have the right to require tientesting or to enquire about results of previpus
performed tests, as a pre-condition for the commtugr modification of an insurance contract.

[l Data protection and professional secrecy
Principle 8 — Data protection

a. The collection and storage of substances arsdroples, and the processing of information derived
therefrom, must be in conformity with the CoundilEurope’s basic principles of data protection and
data security laid down in the Convention for thret&ction of Individuals with regard to Automatic
Processing of Personal Data, European Treaty SKigeslO8 of 28 January 1981 and the relevant
recommendations of the Committee of Ministers ia field.

In particular in genetic screening and testingassociated genetic counselling personal data may be
collected, processed and stored only for the pegpo$ health care, diagnosis and disease prevention
and for research closely related to these matsrsutlined in Principle 5.

b. Nominative genetic data may be stored as pamedical records and may also be stored in

disease-related or test-related registers. Thélettanent and maintenance of such registers shmaild
subject to national legislation.
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Principle 9 — Professional secrecy

Persons handling genetic information should bentiduwy professional rules of conduct and rules laid
down by national legislation aimed at preventing thisuse of such information and, in particular, by
the duty to observe strict confidentiality. Perdongormation obtained by genetic testing is prédelocon
the same basis as other medical data by the rutaedical data protection.

However, in the case of a severe genetic rishthoer family members, consideration should be giiren
accordance with national legislation and professionles of conduct, to informing family members
about matters relevant to their health or thaheirtfuture children.

Principle 10 — Separate storage of genetic informiin

Genetic data collected for health care purposefyraall medical data, should as a general rulkep
separate from other personal records.

Principle 11 — Unexpected findings

In conformity with national legislation, unexpettindings may be communicated to the person tested
only if they are of direct clinical importance twetperson or the family.

Communication of unexpected findings to family nbems of the person tested should only be
authorised by national law if the person testedses expressly to inform them even though thedsliv
are in danger.

V. Research

Principle 12 — Supervision

Research projects involving medical genetic datgeho be carried out, in conformity with the st

of medical ethics, under the direct supervision aofresponsible physician or, in exceptional
circumstances, of a responsible scientist.

Principle 13 — Handling of data

a. Samples collected for a specific medical oergdic purpose may not, without permission of the
persons concerned or the persons legally entitlegivie permission on their behalf, be used in ways
which could be harmful to the persons concerned.

b. The use of genetic data for population and lsinstudies has to respect rules governing data

protection, and in particular concerning anonynatyd confidentiality. The same applies to the
publishing of such data.
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. R (93) 4
of the Committee of Ministers to member States
concerning clinical trials
involving the use of components and fractionatedducts derived from human blood or

plasma

(Adopted by the Committee of Ministers on 22 M43
at the 498 meeting of the Ministers’ Deputies)

1. The Committee of Ministers, under the terms dicke 15.b of the Statute of the Council of
Europe,
2. Considering that the aim of the Council of E@dp to achieve a greater unity between its

members, in particular by the adoption of minimwmamon rules on matters of common interest;

3. Having regard to the Convention for the Protectof Human Rights and Fundamental
Freedoms, in particular its Articles 2.1, 3 andt®;Article 7 of the United Nations International
Covenant on Civil and Political Rights; to the Eagan Convention for the Prevention of Torture and
Inhuman or Degrading Treatment or Punishment arldetideclaration of Helsinki, adopted at the 18th
World Medical Assembly (1964) and amended by théh 22ssembly in Tokyo (1975), the 35th
Assembly in Venice (1983) and the 41st Assemblddamg Kong (1989), concerning recommendations
guiding physicians in biomedical research involvimgnan subjects;

4, Recalling Recommendation No. R (90) 3 of the @diee of Ministers concerning medical
research on human beings as well as Resolution29&)n harmonisation of legislations of member
States relating to removal, grafting and transpléan of human substances and Recommendation No. R
(88) 4 on the responsibilities of health authasiire the field of blood transfusion;

5. Considering the growing importance of blood pieid in supportive haemotherapy and the need
to subject such products to clinical testing amgrto ensure their safety, efficacy and qual#yisathe
case for medicinal products;

6. Considering that such products are of human oggohthat hence specific ethical and technical
principles have to be taken into account in additio those, national and international applying to
medical research and clinical trials on human t&ing

7. Considering the need for harmonisation of suchcgslias in member States,

Recommends the governments of member States f kdyislation in conformity with the principles

appended to this Recommendation and to take angr ateasures in order to ensure their
implementation.
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APPENDIX TO RECOMMENDATION NO. (93) 4

A. FIELD OF APPLICATION
1. The following articles apply to:

1.1 the conducting of clinical trials for the pusgoof ensuring the safety, efficacy and quality of
blood components before their routine clinical use;

1.2 the conducting of clinical trials for fractided products before obtaining market authorisation;
1.3 the testing of collecting systems involvedtie tlonation of whole blood or apheresis for the
purpose of ensuring that these are safe for therdand that the products are of acceptable safety,
efficacy and quality before the marketing of sugstams.

2. The recommendations do not apply to the pracfitkerapeutic apheresis.

B. ETHICAL PRINCIPLES CONCERNING BLOOD DONORS ANDHEIPIENTS TAKING
PART IN CLINICAL TRIALS

Article 1

All those responsible for clinical trials of bloeadmponents and fractionated products whetherahey
the investigators in charge of carrying out thaldrior directing the experiment, should take atoount
the following ethical principles concerning bloodndrs and recipients as prerequisites to theiareke
activity as blood components and fractionated petsldiffer from other medicinal products in thagith
source is a human blood donor.

Article 2

Blood donors should be voluntary and non-remuedraBenefits in cash or kind should not be offered
to donors of blood or plasma, although direct egpsrof the donor may be reimbursed.

Article 3
Selection of donors should be in conformity wille recommendations of the Council of Europe to
ensure that the person is in good health, in dmerotect the donor against damage to his/her own

health, and to protect the recipient against trasson of diseases or against medicinal produats an
drugs which could be detrimental to him/her.

Article 4
No clinical trial may be carried out without thefarmed, free, express and specific consent of the
person undergoing it. In this context, the reléyainciples set out in Recommendation No. R (90) 3

should be observed.

The said principles apply also to the donor:
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- when procedures are to be performed which mag halevance to his/her health and well-
being,

- when a new procedure is being used to collsfidi blood.

The donor need not be informed when blood or paisneollected using established procedures and the
blood components or fractionated products derivechfthe donation are being treated in a novel or
modified manner to prepare components or produatstiie purpose of clinical testing or trial
respectively.

Article 5

Principle No. 9 (respect of confidentiality) andniple No. 14 (damages in case of accident) asige
in Recommendation No. R (90) 3 should be applietetipients, and to donors, under the conditions
defined under Article 4 above.

C. TECHNICAL PRINCIPLES
1. Principles common to clinical trials of bloodmeponents and of fractionated products
Article 6

Legislation, regulations and both national anérimhtional guidelines directed primarily to thoseow
are involved in the generation of clinical data fbe purpose of obtaining market authorisation for
medicinal products should be applied in clinicell$rof blood components and of fractionated preégluc

Article 7

The preparation of the blood components and raated products for the clinical trials should cgmp
with principles of good manufacturing practice dimel safety of the components or fractionated prisduc
particularly with regard to virology and vis-a-timnsmissible agents, and should be ensured prior t
clinical trials; similarly, quality of the produchust be ensured prior to the commencement of ihle tr
and throughout the trial.

Article 8

In many instances placebo controlled clinicalldgriaf blood components and fractionated products
cannot be undertaken since it is unethical to withtireatment. In such circumstances the new or
modified blood component or fractionated produd teebe compared with an existing blood component
or fractionated product. However, with this lintitea, clinical trials can be randomised and double
blind. An alternative, may be the comparison ofes or modified component or fractionated product
with well documented retrospective data obtainedguan existing blood component or fractionated
product.

Article 9
When a new clinical indication for an existing ddiocomponent or fractionated product is propodes, t
blood component or fractionated product should Wigested to a clinical trial in the same manner as

that for a new or modified medicinal product, kegpin mind the specific characteristics of labile
products.
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2. Principles applying to clinical trials of bloatbmponents

Article 10

When a blood component has been subjected togathysi chemical modification which may alter its
characteristics it should be subjected to a clinidal (including autologous survival studies wéer
applicable) following approval by an ethical contegt, unless the changes are such that secureadn vit
tests demonstrate that there has been no biolodgizaige; in such a case the person in charge of
preparing such a product assumes responsibilityitfosafety, efficacy and quality and the blood
component may be administered to patients only thighauthorisation of the physician(s) in charge.
Article 11

Whenever feasible clinical trials should be perfed initially by autologous studies to determine
adverse reactions and the half-life of the compt§egnnder test. Group controls should be used.

Article 12

Since each blood component will constitute a hacsufficient number of patients must be incluofed
Phase 111 trials to ensure that batch-to-batchti@mican be excluded.

3. Principles applying to clinical trials of fracthated products
Article 13

The presence of contaminants, particularly neimans, which may be relevant to the health of ia t
subjects must be assessed prior to the commenceirtaetclinical trial.

Article 14
In Phase Il trials, there may be relatively fewtipnts available in a given Centre. In these

circumstances, multi-centre trials need to be asgahand such trials must be continued for a sefftc
period to ensure that all possible factors affgcsiafety and efficacy of the product have beenedtud
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GLOSSARY

BLOOD PRODUCTS Products derived from whole blaydplasma; these include
both cellular blood components and fractionatedlpcts.

BLOOD COMPONENT A labile therapeutic constituedgrived by separation from
single donation, an apheresis procedure or a spaal of
human blood or plasma (ie. 12 or less donatio®)is will
include the cellular components, plasma or simplevdtives
derived from plasma, eg. cryoprecipitate.

FRACTIONATED PRODUCTS A medicinal product derivdyy fractionation from human
plasma. This will include in particular albumimagulation
factors and immunoglobulins of human origin.

MEDICINAL PRODUCT Any substance or combination sfibstances presented for
treating or preventing disease in human beingsionas.
Any substance or combination of substanceghwmay be
administered to human beings or animals with a view
making a medical diagnosis or to restoring, coimgctor
modifying physiological functions in human beings in
animals is likewise considered a medicinal product.

CLINICAL TRIAL A clinical trial is any systematistudy of medicinal products in
human subjects whether in patients or non- patiehinteers
in order to discover or verify the effects and/dentity any
adverse reaction to investigational products, arstiady their
absorption, distribution, metabolism and excreiiomrder to
ascertain the efficacy and safety of the product.

For the purpose of this recommendation, #rent"clinical
trial" includes studies carried out on human bloothponents,
keeping in mind the specific characteristics ofléaproducts.
Clinical trials are generally classified into phasdo IV. It is
not possible to draw distinct lines between thesphaand
diverging opinions about details and methodology ed@st.
Definitions (in brief) of the individual phases,dea on their
purposes related to clinical development of medigimoducts,
are given below:

PHASE |
First trials of a new active ingredient in man eofthealthy volunteers. The purpose is to estahblish

preliminary evaluation of safety and of the tolemirin respect of the dose and a first outline ef th
pharmacokinetic/-dynamic profile of the active iagient in humans.
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PHASE Il

Therapeutic pilot studies. The purpose is to destnate activity and to assess short-term safetiieof
active ingredient in patients suffering from a dise or condition for which the active ingredient is
intended. The trials are performed in a limiteanber of subjects and often, at a later stage, in a
comparative (e.g. placebo-controlled) design. Phiase also aims at the determination of apprapriat
dose ranges/regimens and (if possible) clarificatibdose/response relationships, in order to deogin
optimal background for the design of wider therajoduals.

PHASE Il

Trials in larger (and possibly varied) patient grewvith the purpose of determining the short amgjHo
term safety/efficacy balance of formulations of #utive ingredient, as well as to assess its dvanal
relative therapeutic value. The pattern and protf more frequent adverse reactions must be
investigated and special features of the producstnie explored (e.g. clinically relevant drug
interactions, factors leading to differences sustage, etc.). The design of trials should prefgrbbd
randomised double blind, but other designs maycbepiable, e.g. long-term safety studies. Geryerall
the circumstances of the trials should be as @egmssible to normal conditions of use.

PHASE IV

Studies performed after marketing of the final rogil product(s) containing the active ingredient,
although definition of this phase is not completadyeed upon. Trials in phase IV are carried ouhen
basis of instructions given in the marketing aufiaion, including post-marketing surveillance,
assessment of therapeutic value or strategies.ettmwclinical trials (after a product has beer@thon
the market) exploring e.g. new indications, newhods of administration or new combinations, should
in practice be considered as trials for new mediganoducts having similar objectives as pre-manket
trials. Such studies may consequently - accortlinthe circumstances - require trial conditions as
described above for phases I-llI.
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. R (94) 1
of the Committee of Ministers to member States
on human tissue banks

(Adopted by the Committee of Ministers on 14 Md@$¢4
at the 508 meeting of the Ministers’ Deputies)

The Committee of Ministers, under the terms ofcfet15b of the Statute of the Council of Europe,

Considering that the aim of the Council of Eurepéo achieve greater unity between its members and
that this aim may be pursuedter alia, by the adoption of common action in the heaktdfi

Taking account of the ethical principles set suRecommendation No. R (88) 4 on responsibilities o
health authorities in the field of blood transfusiconcerning voluntary, non-remunerated blood
donation;

Considering that, in the procurement and distidoudf human tissues, the ethical principles comoer
organ transplantation as set out in Resolution Z8pn the harmonisation of legislation of member
States relating to removal, grafting and transpldort of human substances, and agreed at the 3rd
Conference of European Health Ministers (Parisl2®&ovember 1987), should be respected under all
circumstances and that consent is required forgheval of tissues and their proposed use, whether
therapeutic, diagnostic or research;

Taking account of World Health Organisation ReotluWHA 42.5 condemning the purchase and sale
of organs of human origin;

Noting the fact that human tissue is donated byptliblic for altruistic reasons;
Taking note also of the questions of interpretapimvided for in the appendix to this recommerughgti
Recommends to the governments of member States:

1. That activities related to the banking of huntiseue be divided into the following separate
functions, it being understood that such functionso case extend to the collection of such tissue:

- organisation,

- processing,

- preservation,

- internal quality control,

- storage,

- distribution.
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2. That these functions be carried out by non-proéiking institutions which are officially
licensed by national health administrations, oogedised by the competent authorities;

3. That, by way of derogation from paragraph Zhim case of a public health need, the activities
described in paragraph 1 may be carried out byyeadithorised profit-making body;

4. That tissue banks ensure that tissue be testéthhsmittable diseases, in compliance with the
law and practice of the country concerned;

5. That tissue banks store the tissue safely aicepid scientifically recognised state-of-the-art
techniques and respecting the criteria establibhegneral medical and laboratory practice;

6. That records of all tissues retrieved and dduee kept by the tissue banking organisations in
such a way that their source and their destinaierclearly identifiable, providing always that @ss to
such records will be restricted to the extent nesmgsto protect confidentiality of information and
individual privacy;

7. That distribution take place in such a way ggeionit optimal use of the tissues on an equitable
basis in accordance with national law, rules aadtme and objective selection criteria;

8. That close mutual co-operation be pursued byoféitially recognised exchange and tissue
banking organisations and that follow-up data omod@ecipient combinations should be shared
between relevant institutions within the framewardknational guidelines and legislation providing
always that the privacy of the person concernédllisrespected.

*

* *

APPENDIX TO RECOMMENDATION NO.R (94) 1

Definition of human tissug@or example skin, bone and cornea)

For the purposes of this recommendation. humandigicludes all constituent parts of the humarybod
including surgical residues but excluding orgariepth and blood products as well as reproductive
tissue, such as sperm, eggs and embryos. Hais, mid@lcentas and body waste products are also
excluded.
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. R (94) 11
of the Committee of Ministers to member States
on screening as a tool of preventive medicine

(Adopted by the Committee of Ministers on 10 Oat@b84
at the 518th meeting of the Ministers' Deputies)

The Committee of Ministers,

Considering that the aim of the Council of Européo achieve a greater unity between its members
and that this aim may be pursuatder alia, by the adoption of common action in the publialtte
field;

Noting that chronic diseases are the major causdeath and a high social and economic burden in
developed countries;

Considering that screening for the early detectibnsome of these diseases, could in principle
provide a method for their control;

Considering that, as yet, there is no absolutefpsbthe value of screening and early treatment in
most diseases;

Considering that few, if any, diseases can at teegnt time be regarded as fulfilling all the dzislie
criteria for screening, and that the recommendeduative procedures are not often carried out in
full;

Recognising that the implementation of widespreadening programmes raises major ethical, legal,
social, medical, organisational and economic problevhich require initial and ongoing evaluation;

Taking into account the provisions of the Convemtad Human Rights and of the European Social
Charter;

Bearing in mind the Convention for the protectidrinalividuals with regard to automatic processing
of personal data of 28 January 1981, as well aptbeisions of Recommendation No. R (81) 1 on
regulations for automated medical banks and Recomat®mn No. R (83) 10 on the protection of
personal data used for purposes of scientific resesnd statistics,

Recommends to governments of member states thatake account in their national health planning
regulations and legislation of the conclusions asxbmmendations set out in the appendix to this
recommendation.
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Appendix to Recommendation No. R (94) 11

1. Introduction

1.1. For the purposes of this recommendation, sarganeans applying a test to a defined group
of persons in order to identify an early stageraiminary stage, a risk factor or a combinationisk
factors of a disease. In any case it is a questiaetecting phenomena, which can be identifiedrpri
to the outbreak of the disease.

1.2. The object of screening as a service is totifyea certain disease or risk factor for a digeas
before the affected person spontaneously seekisnieas in order to cure the disease or prevent or
delay its progression or onset by (early) interiemnt

1.3. The value of existing forms of screening fofectious diseases is fully acknowledged but
these established methods are not considered @il dethis recommendation. Emphasis is made on
screening for chronic degenerative non-communicdisierders.

1.4. Screening is only omaethod of controlling disease. It should be viewethe whole context
of reducing the burden of ill health to the indivad and the community by, for example, socio-
economic, environmental measures, health educatimhimprovement of existing health care and
disease prevention systems.

1.5. Environmental factors are recognized as inambrcontributors to disease, but inherited
factors may also play an important role. With tliwemnt of new genetic knowledge, an increasing
number of genetic diseases and genetic risk fadmralisease will be identified and offer the
possibility for new screening procedures. As thecpdures for genetic screening are not fully
established nor fully evaluated, they have not heeladed in this recommendation.

1.6. The present position is that the implementatid screening in European countries is
fragmentary, with few national screening programrfasthe total population but many screening
schemes restricted to population groups.

1.7. Because there are differences in health needdealth services, as well as in ethical values
and in legal norms and rules between countries,démsion to implement a particular screening
programme should be taken in co-operation with thedical profession by each country.
Nevertheless there are common general principlespaablems which are equally relevant to all
systems.

1.8. Screening is a tool which is potentially cdpadf improving the health of the population but
it also has adverse effects. Constant care shatdien to ensure that in any screening programme
the advantages prevail over the disadvantages.

1.9.  The general benefits of screening are oftestrileed. It is, however, also important to be
aware of the adverse effects which can be :

- stigmatisation and/or discrimination of (non) p@pants;
- social pressure to participate in the screenimjuandergo the intended treatment/intervention;

- psychological distress where there is no curetlier disease or where the treatment and/or
intervention is morally unacceptable to the indidticoncerned;

- exposure to physical and psychological risks witfited health gains;
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- creation of expectations which probably cannotuidled;

- individuals who are positively screened might exignce difficulties such as access to
insurance, employment, etc.;

- severe side effects of invasive clinical diageasifalse positives;
- delay in diagnosing false negatives;
- unfavourable cost-benefit relationship of a soneg programme.

1.10. The various problems which are encounterettieénintroduction and provision of screening
services are interrelated.

Nevertheless a distinction may be made betweer tbascerned with:
i. ethical and legal issues;
ii. selection of diseases (medically) suitabledoreening;

iii. economic aspects and evaluation of screening;

iv. quality assurance;
V. organisation of a screening programme;
Vi. scientific research.

2. Ethical and legal values

2.1 Effectiveness is a necessary prerequisitéhioiscreening to be ethical. It should nonetheless
be kept in mind that screening can be effectivesitidunethical.

2.2. Advantages and disadvantages of screenintpéorarget population and the individual must
be well balanced, taking into account social anochemic costs, equity as well as individual rights
and freedoms.

2.3. Failure to make known information on the pesitand negative aspects of the screening is
unethical and infringes the autonomy of the indiratl

2.4, The decision to participate in a screeninggramme should be taken freely. The diagnoses
and treatments which may follow the screening shal$o require a free and separate consent. No
pressure should be used to lead somebody to undesgof these procedures.

2.5. The right to privacy requires that the resulfsthe tests as a general rule are not
communicated to those who do not wish to be infatmare collected, stored, and handled
confidentially, and adequately protected. It isf@rable not to screen individuals who do not wish t

be informed of the results of the screening.

2.6. Neonatal screening can only be justified & thtervention is of direct health benefit to the
child. Otherwise screening should be postponed tingtichild can decide for itself.

2.7. No personal data derived from the screenigilshbe communicated to third parties unless
the data subject has given consent to it or inraezswe with national law.

2.8. When a screening programme is provided asnaceeand conducted also for research
purposes, the decision to make available persoredical data stemming from the screening
programme for research purposes should be takely frgithout undue pressure.
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The decision not to take part in the research shaot in any way prevent the individual
from participating in the screening programme.

3. Criteria for selecting diseases suitable for sciiegn

3.1.  The disease should be an obvious burden éointfividual and/or the community in terms of
death, suffering, economic or social costs.

3.2.  The natural course of the disease should tiekn@wvn and the disease should go through an

initial latent stage or be determined by risk fastavhich can be detected by appropriate tests. An
appropriate test is highly sensitive and specific the disease as well as being acceptable to the
person screened.

3.3. Adequate treatment or other intervention pooéses are indispensable. Adequacy is
determined both by proven medical effect and etlsind legal acceptability.

3.4. Screening followed by diagnosis and intenagntin an early stage of the disease should
provide a better prognosis than intervention affemtaneously sought treatment.

4, Economic aspects

4.1. The increasing financial burden of health cawakes it necessary to assess the economic
aspects of screening. However these aspects stmildbe the overriding consideration. In all
screening programmes human consideration regatidengalue and quality of life, life expectancy as
well as respect for individual rights are of primgortance.

4.2. Economic assessments are necessary to ea#ibteat decisions to be made on the priority to
be given to alternative ways of using health resesir

4.3. Measurement of the economic aspects of sergasinot fully mastered. Early detection and
treatment may be less expensive than late treatidemever, available studies relate only to present
screening costs and further work is necessarytermée possible cost control in the long term.

4.4, Non systematic screening or spontaneous sogeersults in high marginal costs. Only
systematic screening is able to provide meansdotralling cost. Therefore, constant care should be
taken to ensure that in any screening programmeltbeated resources are used in an optimal way.

5. Quality assurance

5.1. Screening should aim at the highest possitdadards of quality from the medical and
organisational point of view.

5.2. Because of the expectations that screenirgtegeas well as its adverse effects, screening
should meet the highest quality assurance standaadkits aspects.

5.3.  An assessment of the scientific evidence efetfiectiveness of screening in the control of a
disease should be made by experimental studiegeb@itroducing a screening programme as a
service. The practical arrangements for a masssirg, which are directly linked to the health
structures and systems, should obtain the sametigfaess as that obtained in the randomised trial.

5.4. Having implemented a screening programme, hibull be subjected to continuous
independent evaluation. Evaluation will facilitasglaptation of the programme, correction of
deficiencies noted and verification of achievenmnbbjectives. The adverse effects of the screening
programme should not be ignored in the evaluatibithvshould be carried out by independent public
health experts.
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5.5. If quality assurance standards are not mdahénlong term it should be possible for the
screening programme to be corrected, and, if ghist possible, stopped.

5.6. The programme must evaluate participation, #nedpercentage of people screened in the
target population, the technical quality of testamgl the quality of diagnosis and treatment pravide
as a follow-up for persons with a positive testites

Severe side effects of false positives shoelddvealed and evaluated.

5.7. There is a need for more teaching of medicalents in epidemiology and its application to
measuring the effects of screening. Similarly mpsiduate education in this field is also needed to
enable practising doctors to understand the priesiand evaluation of screening.

5.8. Provision of screening programmes requiresttaaming in techniques and interpretation of
screening tests is included in undergraduate astdigraduate medical teaching programmes.

5.9. A screening programme requires resources iin saff and technical facilities for carrying
out the screening tests. In many instances testsbeaperformed by non-medical staff. Provision
should be made for initial and further trainingtioeé medical and technical staff who will be invalve

in performing the screening tests and interpretihgir results. Technical methods, including
automated techniques, are useful in screeningoimesdiseases. Quality of screening methods should
be monitored.

6. Organisation

6.1. The organising body of a screening programhwailg be held responsible throughout the
programme. The organisation of a screening progmarshould comply with what is described in
national guidelines and protocols.

6.2. Within the organisational framework the targepulation should be defined (by age or
otherwise) as well as the frequency of screenisgstand the general and specific objectives and
quality assurance guidelines.

6.3. It must be stressed that screening cannotesdcwithout co-operation between preventive

and curative systems. Organisation must be taildcedhe structures of the health system. If

appropriate structures in the curative health csystem are lacking, screening should not be
implemented until they are developed (pilot prograes, for example). There are various degrees to
which screening services may be integrated witlatoee services or develop as a separate speciality.
The advantages and disadvantages of these shouddessed separately in different health care
systems.

6.4. Provisions should be made for the financinghef programme, the cost of organising and
evaluating the structure, the cost of testing, dbst of quality assessment and monitoring, and the
cost of the follow-up care of those people who scrngositively.

6.5. Process and outcome indicators should be athsevaluated.

6.6. Systematic collection of data is required dreening programmes to serve the needs of the
individual and of the health service. To that estata should be collected on the target populatian,
persons screened (with dates and the results ofefiecarried out), and on the results of eventual
diagnostic examinations. Access to a morbiditysiegiconsiderably facilitates evaluation.

6.7. Adequate protection of all data collected byans of a screening programme should be
guaranteed.
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6.8. Participation of the public in screening peogmes is determined by personal factors (for
example attitudes, motivation and anxiety) and liyational factors (waiting time and efficient
organisation, for example). These can be influedfoednstance by health education and by good
organisation of the screening procedure.

6.9. In order to ensure optimal participation by thrget population, the best possible information
should be widely provided and awareness-raisingeghatation programmes should be organised for
both the target population and the health profesdso

6.10. Invitations should be accompanied by wriftdormation on the purposes and effectiveness
of the programme, on the test, on potential adgm#and disadvantages, on the voluntary nature of
participation and on how data will be protected.asldress should be provided for those who require
further information.

6.11. Participants should be informed on how, wéweth where their test results will be available or
will be communicated to them.

6.12. The positive results found at screening shalways be confirmed by subsequent diagnostic
tests before commencing a treatment/interventioiess the screening test is a diagnostic tess. It i
absolutely essential that adequate diagnosticitiesilare available to confirm or reject the sciegn
finding as soon as possible. Similarly, treatmexilities must be available and easily accessible t
the confirmed cases. The work load placed on tladttheervices by screening can be very large,
especially since most screening programmes alsbtteacidental pathological findings unrelated to
the disease at which the programme is aimed.

6.13. Combining screening for several diseasesamntultiple screening procedure may seem to be
convenient to the individual and economic to thegpamme, but such a "package deal" may
negatively influence the extent to which most o triteria for screening including age limit and
frequency would be met.

7. Research

7.1. Research into new, more effective, screengsgstmust be encouraged and the long-term
effects of the various methods of treatment andipian for positive subjects studied. Research must
be further developed to answer the numerous soethical, legal, medical, organisational and
economic questions as well as psychological probleansed by screening, on which evidence is
incomplete.

7.2. Quality assurance concerning research progesmmhould be conducted into the
effectiveness of the various screening tests, thetigal arrangements for screening, the measares t
increase participation, the means of improving teficiency, follow-up to and provisions for
screened positive assessment process and alldheraeic aspects.

7.3. Information gathered during screening shoudd dvailable for the purpose of scientific
research, for the improvement of health serviced, far the benefit of future screening, taking into
account full respect of autonomy and confideniadind the protection of personal privacy.

8. General remarks

8.1. It is particularly important that political dsion-makers and target groups should be kept
informed of the current state of knowledge abow talue of screening for particular diseases.
Improved communication should be encouraged.

8.2. Governments should promote the research aaidaion necessary for assessing the value of
both new and existing programmes. This form of aede necessarily means large-scale research
which, in some instances, may be designed as atienal collaborative studies. Scientific evaluatio
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is the only way in which the positive and negag¥iects of screening can be assessed in ordeathat
rational decision can be taken on whether a sanggmiogramme should be implemented and what
resources should be allocated.

Quality assurance (as defined by World Health Oigationy

"All those planned and systematic actions necestaprovide adequate confidence that a
structure, system or component will perform satitfdly in service (ISO 6215-1980). Satisfactory
performance in service implies the optimum quadityhe entire diagnostic process i.e., the consiste
production of adequate diagnostic information witlinimum exposure of both patients and
personnel.”

Quality control (as defined by World Health Orgaatisn).

"The set of operations (programming, co-ordinaticeyrying out) intended to maintain or to
improve [...] (ISO 3534-1977). As applied to a diagtic procedure, it covers monitoring, evaluation
and maintenance at optimum levels of all charasties of performance that can be defined,
measured, and controlled."”
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. R (97) 5
of the Committee of Ministers to member States
on the protection of medical data

(Adopted by the Committee of Ministers on 13 Fetyr@897
at the 58% meeting of the Ministers’ Deputies)

The Committee of Ministers, under the terms ofdet15b of the Statute of the Council of Europe,
Considering that the aim of the Council of Eurggp® achieve a greater unity between its members;

Recalling the general principles on data protectiothe Convention for the Protection of Indivithua
with regard to Automatic Processing of PersonalaD@uropean Treaty Series, No. 108) and in
particular its Article 6 which stipulates that pmral data concerning health may not be processed
automatically unless domestic law provides appatersafeguards;

Aware of the increasing use of automatic procgssinmedical data by information systems, not only
for medical care, medical research, hospital manage and public health but also outside the health-
care sector;

Convinced of the importance of the quality, intggand availability of medical data for the heatitthe
data subject and his family;

Aware that progress in medical science is depdridemgreat extent on the availability of medidata
on individuals;

Convinced that it is desirable to regulate théectibn and processing of medical data, to safebtresr
confidentiality and security of personal data rd@ag health, and to ensure that they are used dubje
the rights and fundamental freedoms of the indiaidand in particular the right to privacy;

Aware that progress made in medical science awelagments in information technology since 1981
have made it necessary to revise various provisioRecommendation No. R (81) 1 on regulations for
automated medical data banks,

Recommends that the governments of member states:

— take steps to ensure that the principles cagdaiim the appendix to this recommendation areatefte
in their law and practice;

— ensure wide circulation of the principles comgi in the appendix to this recommendation among
persons professionally involved in the collectiowl @rocessing of medical data;

-56-



Decides that this recommendation will replace Reoendation No. R (81) 1 on regulations for
automated medical data banks.

APPENDIX TO RECOMMENDATION NO. R (97) 5

1. Definitions
For the purposes of this recommendation:

— the expression "personal data" covers any irdtom relating to an identified or identifiable
individual. An individual shall not be regarded atentifiable” if identification requires an unreamble
amount of time and manpower. In cases where theidogl is not identifiable, the data are referted
as anonymous;

— the expression "medical data" refers to all eas data concerning the health of an individual. |
refers also to data which have a clear and clokenlith health as well as to genetic data;

— the expression "genetic data" refers to all ,dafawhatever type, concerning the hereditary
characteristics of an individual or concerning piagtern of inheritance of such characteristics iwitn
related group of individuals.

It also refers to all data on the carrying of gepetic information (genes) in an individual or egmline
relating to any aspect of health or disease, whettesent as identifiable characteristics or not.

The genetic line is the line constituted by genstinilarities resulting from procreation and sloaby
two or more individuals.

2. Scope
2.1. This recommendation is applicable to the ctbb@ and automatic processing of medical data,
unless domestic law, in a specific context outdlte health-care sector, provides other appropriate

safeguards.

2.2. A member state may extend the principles set otltismrecommendation to cover medical data
not processed automatically.

3. Respect for privacy

3.1. The respect of rights and fundamental freedantsin particular of the right to privacy, shad
guaranteed during the collection and processimgesfical data.

3.2. Medical data may only be collected and prambésin accordance with appropriate safeguards
which must be provided by domestic law.

In principle, medical data should be collected pnotessed only by health-care professionals, or by
individuals or bodies working on behalf of healtre professionals. Individuals or bodies working on
behalf of health-care professionals who collect pratess medical data should be subject to the same
rules of confidentiality incumbent on health-carefpssionals, or to comparable rules of confidéibtia

-57-



Controllers of files who are not health-care pssienals should only collect and process medical da
subject either to rules of confidentiality compdealm those incumbent upon a health-care profeakion
or subject to equally effective safeguards proviidedy domestic law.

4, Collection and processing of medical data

4.1. Medical data shall be collected and procedaety and lawfully and only for specified
purposes.

4.2. Medical data shall in principle be obtaineahirthe data subject. They may only be obtained
from other sources if in accordance with Principles and 7 of this recommendation and if this is
necessary to achieve the purpose of the processifithe data subject is not in a position to pdevthe
data.

4.3. Medical data may be collected and processed:

a. if provided for by law for:

i public health reasons; or

ii. subject to Principle 4.8, the prevention akal danger or the suppression of a specific camin
offence; or

iii. another important public interest; or
b. if permitted by law:

i. for preventive medical purposes or for diagiwost for therapeutic purposes with regard to the
data subject or a relative in the genetic line; or

il. to safeguard the vital interests of the dafigject or of a third person; or

iii. for the fulfilment of specific contractual tbations; or

iv. to establish, exercise or defend a legal glam

C. if the data subject or his/her legal represergati an authority or any person or body provided
for by law has given his/her consent for one oremmurposes, and in so far as domestic law does not
provide otherwise.

4.4, If medical data have been collected for prévenmedical purposes or for diagnostic or
therapeutic purposes with regard to the data subjea relative in the genetic line, they may aigo
processed for the management of a medical sergeeting in the interest of the patient, in caskere
the management is provided by the health-care gsimfieal who collected the data, or where the data a
communicated in accordance with principles 7.2°a8d

Unborn children

4.5. Medical data concerning unborn children shdagédconsidered as personal data and enjoy a
protection comparable to the protection of the wediata of a minor.

4.6. Unless otherwise provided for by domestic e, holder of parental responsibilities may act as
the person legally entitled to act for the unbdritd; the latter being a data subject.
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Genetic data

4.7. Genetic data collected and processed for ptiseetreatment, diagnosis or treatment of the data
subject or for scientific research should only Bedifor these purposes or to allow the data sutmect
take a free and informed decision on these matters.

4.8. Processing of genetic data for the purpose joidicial procedure or a criminal investigation
should be the subject of a specific law offeringrapriate safeguards.

The data should only be used to establish wheiieee is a genetic link in the framework of addgcin
evidence, to prevent a real danger or to supprepedific criminal offence. In no case should they
used to determine other characteristics which nedinked genetically.

4.9. For purposes other than those provided foPrimciples 4.7 and 4.8, the collection and
processing of genetic data should, in principldy ®e permitted for health reasons and in partictda
avoid any serious prejudice to the health of tha dabject or third parties.

However, the collection and processing of gerdim in order to predict illness may be allowedirfior
cases of overriding interest and subject to appatgsafeguards defined by law.

5. Information of the data subject

5.1. The data subject shall be informed of thedfeihg elements:

a the existence of a file containing his/her melddzsta and the type of data collected or to be
collected;

b. the purpose or purposes for which they are drsibrocessed;

C. where applicable, the individuals or bodies fashom they are or will be collected;

d. the persons or bodies to whom and the purposegich they may be communicated,;

e the possibility, if any, for the data subject refuse his consent, to withdraw it and the

consequences of such withdrawal;

f. the identity of the controller and of his/hernegentative, if any, as well as the conditions unde
which the rights of access and of rectification rbayexercised.

5.2. The data subject should be informed at thestait the moment of collection. However, when
medical data are not collected from the data sttjee latter should be notified of the collectassoon
as possible, as well as - in a suitable mannetheinformation listed under Principle 5.1, unléss is
clearly unreasonable or impracticable, or unlesgitia subject has already received the information

5.3. Information for the data subject shall be appate and adapted to the circumstances.
Information should preferably be given to each datgject individually.

5.4. Before a genetic analysis is carried outdéita subject should be informed about the objextive
of the analysis and the possibility of unexpectedifgs.
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Legally incapacitated persons

5.5. If the data subject is a legally incapacitgietson, incapable of free decision and domestic la
does not permit the data subject to act on higivarbehalf, the information shall be given to teeson
recognised as legally entitled to act in the irgeoé the data subject.

If a legally incapacitated person is capable afenstanding, he/she should be informed before dris/h
data are collected or processed.

Derogations
5.6. Derogations from Principles 5.1, 5.2 and 5&¥ tve made in the following cases:

a information of the data subject may be restridtetie derogation is provided for by law and
constitutes a necessary measure in a democraigtysoc

i. to prevent a real danger or to suppress a cahaffence.
ii. for public health reasons.
iii. to protect the data subject and the rightd seedoms of others;

b. in medical emergencies, data considered necefsamedical treatment may be collected prior
to information.

6. Consent

6.1. Where the data subject is required to givéhbisconsent, this consent should be free, express
and informed.

6.2. The results of any genetic analysis shoulbtreulated within the limits of the objectives bkt
medical consultation, diagnosis or treatment foictvitonsent was obtained.

6.3. Where it is intended to process medical daltating to a legally incapacitated person who is
incapable of free decision, and when domestic lagsdot permit the data subject to act on hisAver o
behalf, consent is required of the person recodréselegally entitled to act in the interest of tiaa
subject or of an authority or any person or bodyisted for by law.

If, in accordance with Principle 5.5 above, a lggacapacitated person has been informed of the
intention to collect or process his/her medicahdats/her wishes should be taken into accoungssnl
domestic law provides otherwise.

7. Communication

7.1. Medical data shall not be communicated, urdesthe conditions set out in this principle and in
Principle 12.

7.2. In particular, unless other appropriate sadedgiare provided by domestic law, medical data
may only be communicated to a person who is subjettie rules of confidentiality incumbent upon a
health-care professional, or to comparable ruleofidentiality, and who complies with the prowiss

of this recommendation.
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7.3. Medical data may be communicated if they elevant and:

a. if the communication is provided for by law arahstitutes a necessary measure in a democratic
society for:

i public health reasons; or

ii. the prevention of a real danger or the supgoesof a specific criminal offence; or

iii. another important public interest; or

iv. the protection of the rights and freedomstbios; or

b. if the communication is permitted by law for fharpose of:

i. the protection of the data subject or a redativthe genetic line;

il. safeguarding the vital interests of the datigject or a third person; or

iii. the fulfilment of specific contractual oblians; or

iv. establishing, exercising or defending a legaim; or

C. if the data subject or his/her legal represergatir an authority, or any person or body provided
for by law has given his/her consent for one oremmurposes, and in so far as domestic law does not
provide otherwise; or

d. provided that the data subject or his/her legptesentative, or an authority, or any person or
body provided for by law has not explicitly objett® any non-mandatory communication, if the data
have been collected in a freely chosen preverdiagnostic or therapeutic context, and if the paepof

the communication, in particular the provision afeto the patient or the management of a medical
service operating in the interest of the patienhdt incompatible with the purpose of the proces&r
which they were collected.

8. Rights of the data subject

Rights of access and of rectification

8.1. Every person shall be enabled to have acodss/her medical data, either directly or throagh
health-care professional or, if permitted by dome$aw, a person appointed by him/her. The

information must be accessible in understandaloia.fo

8.2. Access to medical data may be refused, linotedelayed only if the law provides for this and
if:

a. this constitutes a necessary measure in a detitosogiety in the interests of protecting state
security, public safety, or the suppression of grahoffences; or

b. knowledge of the information is likely to causgisus harm to the data subject's health; or
C. the information on the data subject also revieétsmation on third parties or if, with respect to

genetic data, this information is likely to causei@us harm to consanguine or uterine kin or teraqgn
who has a direct link with this genetic line; or
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d. the data are used for statistical or for scientésearch purposes where there is clearly no risk
of an infringement of the privacy of the data sahjaotably the possibility of using the data octiésl in
support of decisions or measures regarding anicpkat individual.

8.3. The data subject may ask for rectificatiorwdneous data concerning him/her and, in case of
refusal, he/she shall be able to appeal.

Unexpected findings

8.4. The person subjected to genetic analysis ghbealinformed of unexpected findings if the
following conditions are met:

a. domestic law does not prohibit the giving of sirdbrmation;
b. the person himself has asked for this information;
C. the information is not likely to cause seriousnar

i. to his/her health; or

il. to his/her consanguine or uterine kin, to anmber of his/her social family, or to a person who
has a direct link with his/her genetic line, unleksnestic law provides other appropriate
safeguards.

Subject to sub-paragraphthe person should also be informed if this infation is of direct importance
to him/her for treatment or prevention.

9. Security

9.1. Appropriate technical and organisational messishall be taken to protect personal data -
processed in accordance with this recommendat@ainst accidental or illegal destruction, accident
loss, as well as against unauthorised accesstatercommunication or any other form of procegsin
Such measures shall ensure an appropriate lev&airity taking account, on the one hand, of the
technical state of the art and, on the other hafithe sensitive nature of medical data and th&uatian

of potential risks.

These measures shall be reviewed periodically.

9.2. In order to ensure in particular the confid®ity, integrity and accuracy of processed daga, a
well as the protection of patients, appropriatesuszs should be taken:

a. to prevent any unauthorised person from havingsgdo installations used for processing
personal data (control of the entrance to instalia);

b. to prevent data media from being read, copie@redt or removed by unauthorised persons
(control of data media);

C. to prevent the unauthorised entry of data intoitfiermation system, and any unauthorised
consultation, modification or deletion of procespedsonal data (memory control);
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d. to prevent automated data processing systems ling used by unauthorised persons by
means of data transmission equipment (controliléation);

e. with a view to, on the one hand, selective actesita and, on the other hand, the security of
the medical data, to ensure that the processiagyaseral rule is so designed as to enable theatepa

of:

— identifiers and data relating to the identitypefsons;

— administrative data;

— medical data;

— social data;

— genetic data (access control);

f. to guarantee the possibility of checking and @ameng to which persons or bodies personal
data can be communicated by data transmissionmguip(control of communication);

g. to guarantee that it is possible to check andblstea posterioriwho has had access to the
system and what personal data have been introdot®the information system, when and by whom
(control of data introduction);

h. to prevent the unauthorised reading, copyingratitn or deletion of personal data during the
communication of personal data and the transpatats media (control of transport);

i. to safeguard data by making security copies (@iitly control).

9.3. Controllers of medical files should, in aca@rde with domestic law, draw up appropriate
internal regulations which respect the relatedqppies in this recommendation.

9.4. Where necessary, controllers of files proogssiedical data should appoint an independent
person responsible for security of information egs and data protection and competent for giving
advice on these issues.

10. Conservation

10.1. In general, medical data shall be kept ngdothan necessary to achieve the purpose for which
they were collected and processed.

10.2.  When, in the legitimate interest of publialtie medical science - of the person in charghef
medical treatment or the controller of the file,arder to enable him/her to defend or exercisegal le
claim - or for historical or statistical reasoriyrioves necessary to conserve medical data thianger
serve their original purpose, technical arrangemshall be made to ensure their correct conservatio
and security, taking into account the privacy &f platient.

10.3.  On the request of the data subject, his/leglical data should be erased - unless they have bee

made anonymous or there are overriding and legiirimderests, in particular those stated in Priecip
10.2 not to do so, or there is an obligation tqokiése data on record.
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11. Transborder flows
11.1. The principles of this recommendation are applieablthe transborder flow of medical data.

11.2. The transborder flow of medical data to destahich has ratified the Convention for the
Protection of Individuals with regard to AutomaRcocessing of Personal Data, and which disposes of
legislation which provides at least equivalent @ctibn of medical data, should not be subjected to
special conditions concerning the protection ofaury.

11.3.  Where the protection of medical data can diesidered to be in line with the principle of
equivalent protection laid down in the conventian, restriction should be placed on the transborder
flow of medical data to a state which has not ieitthe convention but which has legal provisions
which ensure protection in accordance with thegiples of that convention and this recommendation.

11.4. Unless otherwise provided for by domestic, e transborder flow of medical data to a state
which does not ensure protection in accordance thighconvention and with this recommendation,
should not as a rule occur unless:

a. necessary measures, including those of a condélanaiure, to respect the principles of the
convention and this recommendation, have been takehthe data subject has the possibility to abjec
to the transfer; or

b. the data subject has given his consent.

11.5. Unless in the case of emergency or of afgats which the data subject has given his infame
consent, appropriate measures should be takerstweethe protection of medical data transferrethfro
one country to another, and in particular:

a. the person responsible for the transfer shouldcate to the addressee the specified and
legitimate purposes for which the data have bergmnaily collected, as well as the persons or bede
whom they may be communicated,;

b. unless otherwise provided for by domestic law,atidressee should undertake, in respect of the
person responsible for the transfer, to honoursghexified and legitimate purposes which he/she has
accepted, and not to communicate the data to pemdoodies other than those indicated by the perso
responsible for the transfer.

12. Scientific research

12.1. Whenever possible, medical data used fontfiieresearch purposes should be anonymous.
Professional and scientific organisations as wepablic authorities should promote the developroént
techniques and procedures securing anonymity.

12.2.  However, if such anonymisation would makeiandific research project impossible, and the
project is to be carried out for legitimate purgsecould be carried out with personal data amddon
that:

a. the data subject has given his/her informed cdrisene or more research purposes; or
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b. when the data subject is a legally incapacitagrdqm incapable of free decision, and domestic
law does not permit the data subject to act orhéispwn behalf, his/her legal representative or an
authority, or any person or body provided for by,l&as given his/her consent in the framework of a
research project related to the medical conditioiiress of the data subject; or

C. disclosure of data for the purpose of a define@nsific research project concerning an
important public interest has been authorised bybthdy or bodies designated by domestic law, biyt on
if:

i. the data subject has not expressly opposetbdige; and

ii. despite reasonable efforts, it would be impicable to contact the data subject to seek his
consent; and

iii. the interests of the research project judtify authorisation; or

d. the scientific research is provided for by law amhstitutes a necessary measure for public
health reasons.

12.3. Subject to complementary provisions deterchibg domestic law, health-care professionals
entitled to carry out their own medical researabusth be able to use the medical data which they asl
long as the data subject has been informed optssibility and has not objected.

12.4. As regards any scientific research basedessopal data, the incidental problems, including
those of an ethical and scientific nature, raisgddspect of the provisions of the Convention foz t
Protection of Individuals with regard to Automaficocessing of Personal Data should also be examined
in the light of other relevant instruments.

12.5. Personal data used for scientific researghrmoibe published in a form which enables the data

subjects to be identified, unless they have givesirtconsent for the publication and publication is
permitted by domestic law.
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. R (97) 15
of the Committee of Ministers to member States
on xenotransplantation

(Adopted by the Committee of Ministers on 30 Sdyeed097
at the 602nd meeting of the Ministers' Deputies)

The Committee of Ministers, under the terms ofddet15.b of the Statute of the Council of Europe,

Considering that the aim of the Council of Eurégéo achieve greater unity between its members and
that this aim may be pursued, inter alia, by thep&dn of common action in the health field,;

Taking into account Resolution (78) 29 on the twanigation of legislation of member States relatmg
removal, grafting and transplantation of human twutzes, the Final Text of the 3rd Conference of
European Health Ministers (Paris, 16-17 Novemb&7)1and

Articles 19 and 20 of the Convention on Human Rigirid Biomedicine;

Considering that xenotransplantation, that is,ue of living organs, tissues and/or cells fronmars,
whether genetically modified or not, for transpéitn into humans, may become a practicable
therapeutic intervention in the very near future.

Aware that there is a risk of transmission of aéseas a result of xenotransplantation procedures,
Recommends that Governments of member Statesdshwith a view to minimising the risk of
transmission of known or unknown diseases and tiofex to either the human or animal populations,
establish a mechanism for the registration andaégn of the following aspects of xenotransplaintat

i. basic research and clinical trials;

ii. the source and care of animals for use irok@msplantation;

iii. xenotransplantation programmes;

iv. long term follow-up and review of xenograft igents and the xenograft source animals.
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SECOND SUMMIT OF THE COUNCIL OF EUROPE
Final Declaration

(Strasbourg, 11 October 1997)

We, Heads of State and Government of the memtmesSof the Council of Europe, meeting in
Strasbourg on 10 and 11 October 1997 for our Osg#ion's Second Summit,

Convinced that the far-reaching changes in Eurapd the great challenges to our societies require
intensified co-operation between all European deawes,

Encouraged by the significant enlargement of orgaisation which has created the basis for a wider
area of democratic security in our continent,

Having reviewed the developments since our Fitshr8it held in Vienna in 1993, as well as the
implementation of our decisions concerning the ldisfament of a single European Court of Human
Rights; the protection of national minorities; atfte fight against racism, xenophobia, anti-Semitism
and intolerance,

Welcoming the achievements of the Council of Eumepreparing candidate countries for membership
and ensuring their full integration into the widBuropean family, and underlining the contributioh o
the Parliamentary Assembly, as well as that of @omgress of Local and Regional Authorities, to
supporting democratic development in member States,

- solemnly reaffirm our attachment to thendamental principles of the Council of Europe-
pluralist democracy, respect for human rights, tle of law - and the commitment of our
governments to comply fully with the requirementsl aneet the responsibilities arising from
membership of our Organisation,

- underline the essentiatandard-setting role of the Council of Europe in the field of human
rights and its contribution to the development oteinational law through European
Conventions, and affirm our determination to ensulemplementation of these standards and
conventions, particularly by strengthening the peration programmes for the consolidation of
democracy in Europe,

- confirm our goal of achieving a greater unity bedweour member States, with a view to
building afreer, more tolerant and just European societypbased on common values, such as
freedom of expression and information, culturaledsity and the equal dignity of all human
beings,

- decide consequently to give new impetus to tlamsiwities of the Council of Europe aimed at
supporting member States in their efforts to redpgorthechanges in societyn the threshold
of a new century,

- give our full support to the Council of Europethwia view to intensifying its contribution to
cohesion, stability and security in Europgeand welcome the development of its co-operation
with other European and transatlantic organisationparticular the European Union and the
Organisation for Security and Co-operation in Eerop
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and, on this basis, declare the following:

CONVINCED THAT THE PROMOTIONOF HUMAN RIGHTSAND THE STRENGTHENINGOF
PLURALISTDEMOCRACYBOTHCONTRIBUTETOSTABILITYIN EUROPE:

decide to reinforce therotection of human rights by ensuring that ounstitutions are capable
of effectively defending the rights of individualsoughout Europe,

call for theuniversal abolition of the death penaltyand insist on the maintenance, in the
meantime, of existing moratoria on executions irogae,

express our determination to reinforce the rmdarprevent and combtgirture and inhuman
or degrading treatment or punishment

call for the intensification of the fight agatnracism, xenophobia, anti-Semitism and
intolerance,

stress the importance of a more balanced repag® of men and women in all sectors of
society, including political life, and call for ctimued progress with a view to achieving
effectiveequality of opportunities between men and women

assert our determination to step up co-operationespect of the protection of all persons
belonging tanational minorities,

acknowledge the fundamental role of the institugi oflocal democracyin the preservation of
stability in Europe,

decide to continue active support fiiemocratic developmentin all member States and to
increase our efforts to promote an area of commgal Istandards throughout Europe;

RECOGNISINGIHAT SOCIALCOHESIONIS ONE OF THE FOREMOSTNEEDSOF THE WIDER
EUROPEAND SHOULDBE PURSUEDASAN ESSENTIALICOMPLEMENTTO THE PROMOTION
OFHUMANRIGHTSANDDIGNITY:

decide to promote and make full use of the umsénts which are a reference and a means of
action for States and for the social partners,artiqular theEuropean Social Charterin the
legal field and th&ocial Development Fundn the financial field,

agree to review oulegislation in the social fieldwith a view to combating all forms of
exclusion and ensuring better protection for thaekest members of society,

stress the importance of a common and balanga@agh, based on international solidarity, to
questions relating teefugees and asylum seekersind in this regard recall the obligation for
the State of origin to readmit these persons tititory, in accordance with international law,

recall the protection due tdctims of conflicts, as well as the importance of the respect for
humanitarian international law and the knowledget®frules at national level, in particular
among the armed forces and the police

affirm our determination to protect the rights latvfully residing migrant workers and to
facilitate their integration in the societies inialnthey live;
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SHARINGTHE CONCERNOF CITIZENSABOUTTHE NEWDIMENSIONOF THREATSTO THEIR
SECURITYAND THEDANGERSNVHICH THESETHREATSCONSTITUTEEFORDEMOCRACY:

- reassert our strong condemnatiorteforism and our determination to make full use of the
existing machinery to combat all of its manifestasi, while ensuring respect for legality and
human rights,

- decide to seek common responses to the chaflepgsed by the growth inorruption,
organised crimeanddrug trafficking throughout Europe,

- decide to intensify our co-operation aiming atisgthening théegal protection of children,

- affirm our determination to combatiolence against womenand all forms of sexual
exploitation of women,

- support the efforts of the Council of Europe afdocal, regional and national authorities to
improve thequality of life in disadvantaged areas: urban and industrialised,;

AWAREOF THE EDUCATIONALAND CULTURALDIMENSIONOF THE MAIN CHALLENGESTO
BE FACEDBY EUROPEIN THE FUTUREASWELL ASOF THE ESSENTIAIROLEOF CULTURE
AND EDUCATION IN STRENGTHENINGMUTUAL UNDERSTANDINGAND CONFIDENCE
BETWEENOURPEOPLES:

- express our desire to develegucation for democratic citizenshipbased on the rights and
responsibilities of citizens, and the participatidryoung people in civil society,

- reaffirm the importance we attach to the protectdf our European cultural and natural
heritage and to the promotion of awareness of this herjtage

- decide to seek common responses to the develdphéhe new information technologies
based on the standards and values of the Coun&lidpe, while ensuring a proper balance
between the right to information and respect forgte life,

- recognise the role @port in promoting social integration, particularly angoyoung people,

- encouragaunderstanding between the citizens of the North andhe South, in particular
through information and civic education for youngople, as well as initiatives aimed at
promoting mutual respect and solidarity among pesopl

*

Having in mind the need to redefine our prioritesl adapt the functions of our Organisation tathe
European context, we have drawn up Action Plan. This document, appended to the present
Declaration, seeks to define the main tasks for the Coundiwbpe in the coming years, particularly
in the period leading to its B®nniversary.

ACTION PLAN

The Heads of State and Government, meeting int#wag on 10 and 11 October 1997, have outlined

anAction Plan to strengthemlemocratic stability in the member States, and have accordingly defined
four main areas where there is scope for immedidi@nces and practical measures, together with a
fifth field concerning structural reforms.
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l. DEMOCRACY AND HUMAN RIGHTS

1. Single Court of Human Rights:the Heads of State and Government welcome thecasitn

of Protocol No. 11 to the European Convention ombin Rights by all contracting parties, making it
possible to establish the new single Court of HuRahts, and instruct the Committee of Ministers to
take the necessary steps to set it up on 1 Noveh3i9&:

2. Commissioner for Human Rights:the Heads of State and Government welcome theopabp
to create an office of Commissioner for Human Rigtd promote respect for human rights in the
member States and instruct the Committee of Mirsste study arrangements for its implementation,
while respecting the competences of the singletCour

3. Compliance with member States' commitmentsthe Heads of State and Government resolve
to ensure that the commitments accepted by the ereSiates are effectively honoured, on the basis of
a confidential, constructive, non-discriminatoryaldgue carried on within the Committee of
Ministers and taking into account the monitoringpgadures of the Parliamentary Assembly; they
reiterate their determination to work togetherdtve the problems faced by member States and amsid
that this monitoring process must be supported,revimecessary, by practical assistance from the
Council of Europe.

4, Prohibition of the cloning of human beingsthe Heads of State and Government undertake to
prohibit all use of cloning techniques aimed aatirgy genetically identical human beings and irtstto

this end the Committee of Ministers to adopt antamhl protocol to the Oviedo Convention on Human
Rights and Biomedicine as soon as possible.

5. Combating racism, xenophobia, anti-Semitism andntolerance: the Heads of State and
Government welcome the action taken in this figldhe Council of Europe since the Vienna Summit
and resolve to intensify, for this purpose, theviids of the European Commission against Racisth a
Intolerance, while stressing the importance ofelos-operation with the European Union.

6. Protection of national minorities: the Heads of State and Government, taking intowatche
imminent entry into force of the Framework Conventifor the Protection of National Minorities,
resolve to complement the Council of Europe’s staidetting achievements in this field through
practical initiatives, such as confidence-buildingasures and enhanced co-operation, involving both
governments and civil society.

Il. SociaL COHESION

1. Promotion of social rights:the Heads of State and Government undertake tagieosocial
standards as embodied in the Social Charter aother Council of Europe instruments, and call Far t
widest possible adherence to these instrumentg;rédsolve to improve the exchange of good practice
and information between member States and to ifyetheir co-operation in this field.

2. New strategy for social cohesiorthe Heads of State and Government instruct thenGtiee

of Ministers to define a social strategy to respemdhe challenges in society and to carry out the
appropriate structural reforms within the CounéiEarope, including the setting up of a specialiseit

for monitoring, comparing and handling issues lohk@ social cohesion.

3. Programme for children: the Heads of State and Government encourage th#iaad of a

programme to promote the interests of children,partnership with the international and non-
governmental organisations concerned.
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4, Social Development Fund:the Heads of State and Government decide to remfthe
activities of the Social Development Fund, invitea participate actively in the Council of Eurape'
action for social cohesion, and urge it to increigsenvestment effort in the social field and obj
creation.

II. S ECURITY OF CITIZENS

1. Combating terrorism: the Heads of State and Government call for theptémio of further
measures to prevent terrorism and to strengthemniational co-operation in combating terrorism, in
accordance with the relevant provisions of inteamal law, including international standards on lanm
rights, and in the light of the recommendationspéeld at the ministerial conference on terrorisnd livel
Paris on 30 July 1996; they note with interestftimhcoming holding of a parliamentary conference t
study the phenomenon of terrorism in democrati@spc

2. Fighting corruption and organised crime:in order to promote co-operation between member
States in the fight against corruption, includitgglinks with organised crime and money-launderihg,
Heads of State and Government instruct the Conenittéinisters:

- to adopt, before the end of the year, guidinghgiples which are to be applied in the
development of domestic legislation and practice;

- to secure the rapid completion of internatioregdal instruments pursuant to the Council of
Europe's Programme of Action against Corruption;

- to establish without delay an appropriate anitiefit mechanism for monitoring observance of
the guiding principles and implementation of thiel §aternational legal instruments.

They call on all States to ratify the ConventionL@undering, Search, Seizure and Confiscation @f th
Proceeds from Crime.

3. Prevention of drug abusethe Heads of State and Government decide to stremgheir co-
operation, through the Pompidou Group, with a viewackling the problems relating to the use and
trafficking of illicit drugs ; they note with appval the new work programme of the Group and welcome
in particular those activities designed to prewdnty abuse among young people and to facilitate the
reintegration of drug addicts and users into sgciet

4, Protection of children: the Heads of State and Government decide to reviational
legislation with the aim of ensuring common stadddor the protection of children suffering fromatr
risk of inhuman treatment; they agree to extenit tteeoperation, within the Council of Europe, wih
view to preventing all forms of exploitation of kren, including through the production, sale,
marketing and possession of pornographic matewalving children.

V. DEMOCRATIC VALUES AND CULTURAL DIVERSITY
1. Education for democratic citizenship:the Heads of State and Government decide to laamch
initiative for education for democratic citizenshiith a view to promoting citizens’ awareness dith

rights and responsibilities in a democratic sogieitivating existing networks, and including a new
youth exchange programme.
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2. Enhancement of the European heritagethe Heads of State and Government decide to launch
a campaign in 1999 on the theme “Europe, a comreadtabe”, respecting cultural diversity, based on
existing or prospective partnerships between gomem, educational and cultural institutions, and
industry.

3. New information technologies:the Heads of State and Government resolve to cleval
European policy for the application of the new infation technologies, with a view to ensuring respe
for human rights and cultural diversity, fosterfngedom of expression and information and maxirgisin
the educational and cultural potential of thesaretogies; they invite the Council of Europe tolksee
this respect, suitable partnership arrangements.

V. STRUCTURES AND WORKING METHODS

1. Structural reform: the Heads of State and Government, looking ale#uket58' Anniversary

of the Council of Europe in 1999, instruct the Catter of Ministers to carry out the structural refig
needed to adapt the Organisation to its new tasKsita enlarged membership and to improve its
decision-making process.

2. Implementation of the Action Plan: the Heads of State and Government instruct the
Committee of Ministers to take the appropriate Stép ensure that this Action Plan is speedily
implemented by the various Council of Europe bqgdiasco-operation with European and other
international organisations.
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. R (99) 3
of the Committee of Ministers to member States

on the harmonisation of medico-legal autopsy rules

(Adopted by the Committee of Ministers on 2 Febrd®$9
at the 658 meeting of the Ministers' Deputies)

The Committee of Ministers, under the terms oficdet 15b of the Statute of the Council of
Europe,

Considering that the aim of the Council of Eurdpdo achieve a greater unity between its
members;

Having regard to the principles laid down in then@ention for the Protection of Human Rights
and Fundamental Freedoms and, in particular, tlbilgtion of torture or inhuman or degrading
treatment or punishment, and the right to life;

Conscious that it is normal practice for autopsede carried out in all Council of Europe
member States to establish the cause and manrdeatti for medico-legal or other reasons or to
establish the identity of the deceased;

Considering the importance of compensation faimig and families in criminal and civil proceedings

Underlining the need for investigation, descriptiphotographic documentation and sampling during
medico-legal autopsy to follow primarily medicaldascientific principles and simultaneously consider
legal requirements and procedures;

Conscious that the increasing mobility of the pafion throughout Europe and the world, as wethas
increasing internationalisation of judicial procews, require the adoption of uniform guidelinestio
way autopsies are to be carried out and on theawspsy reports are to be established;

! When this recommendation was adopted the Repegises of Denmark and the Netherlands, in

application of Article 10.2 of the Rules of Procedure for the meeting of theidters' Deputies, reserved the right
of their Governments to comply or not with paragrap (scope of the recommendation) of the present
recommendation.

When this recommendation was adopted the Repegsendf Germany, in application of Article 10.8f
the Rules of Procedure for the meeting of the Nings Deputies, reserved the right of his Goverrirteeoomply or
not with paragraph 2andh of the present recommendation.
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Considering the Council of Europe Agreement on Thensfer of Corpses (European Treaty
Series No. 80) and having regard to the difficaliddten experienced by the receiving country when a
dead body is repatriated from one member statadthar;

Aware of the importance of proper autopsy procesiuin particular with a view to bringing to
light illegal executions, and murders perpetrateddthoritarian regimes;

Underlining the need to protect the independemckimpartiality of medico-legal experts, as
well as to make available the necessary legal ectthical facilities for them to carry out their idstin
an appropriate way and to promote their training;

Considering the importance of national quality toonsystems to ensure the proper performance of
medico-legal autopsies;

Underlining the need to strengthen internatiormabperation with a view to the progressive
harmonisation of medico-legal autopsy procedurestdropean level;

Having regard to Recommendation 1159 (1991) orh#mmonisation of autopsy rules adopted,
at its 43rd Ordinary Session, by the Parliamentagembly of the Council of Europe;

Having regard to the Model Autopsy Protocol of theited Nations, endorsed by the General
Assembly of the United Nations in 1991;

Taking into account the "guide on disaster vidtilentification" adopted by the International
Criminal Police Organisation (Interpol) General &sbly in 1997,

1. Recommends the governments of member states:
i. to adopt as their internal standards the priesipnd rules contained in this recommendation;

ii to take or reinforce, as the case may be, gr@griate measures with a view to the progressive
implementation of the principles and rules contaimethis recommendation;

iii to set up a quality assurance programme to renthe proper implementation of the principles
and rules contained in this recommendation.

2. Invites the governments of member states tarnmfthe Secretary General of the Council of

Europe upon his or her request of the measurea takiollow up the principles and rules contained i
this recommendation.

Principles and rules relating to
medico-legal autopsy procedures

Scope of the recommendation
1. In cases where death may be due to unnatursésatine competent authority, accompanied by
one or more medico-legal experts, should whereogyiate investigate the scene, examine the body and

decide whether an autopsy should be carried out.

2. Autopsies should be carried out in all obvioususpected unnatural death, even where there is
a delay between causative events and death, ioyart
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a. homicide or suspected homicide;

b. sudden, unexpected death, including sudden idtzath;

c. violation of human rights such as suspicion dfui@ or any other form of ill treatment;

d. suicide or suspected suicide;

e. suspected medical malpractice;

f. accidents, whether transportational, occupationdbmestic;

g. occupational disease and hazards;

h. technological or environmental disasters;

i. death in custody or death associated with poligeilitary activities;

j- unidentified or skeletalised bodies.
3. Medico-legal experts must exercise their fumdiovith total independence and impatrtiality.
They should not be subject to any form of presanckthey should be objective in the exercise df the
functions, in particular in the presentation ofitmesults and conclusions.
Principle | — Scene investigation
a. General principles
1. In case of obvious or suspected unnatural déatphysician who first attended the dead body
should report to the competent authorities, therateciding whether an examination should be edrri
out by a qualified medico-legal expert or by a jptigs familiar with medico-legal examination.
2. Particularly in cases of homicide or suspicidaath, medico-legal experts should be informed
without delay and, where appropriate, go immedyatelthe place where the body is found and have
immediate access there. In this respect, therddheuan adequate structure of co-ordination anading
persons involved and, in particular, among judibdies, medico-legal experts and police.
b. Examination of the body
1. Role of the police

The following tasks, among others, should be edrout by police officers:

a. record the identities of all persons at the scene

b. photograph the body as it is found,;

c. make sure that all relevant artifacts are no#d that all exhibits, such as weapons and
projectiles, are seized for further examination;

d. in agreement with the medico-legal expert, obtdentification of the body and other
pertinent information from scene witnesses, ineigdihose who last saw the decedent alive, where
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available;

e. protect the deceased's hands and head with pager inder the control of the medico-legal
expert;

f. preserve the integrity of the scene and surrogsclin
2. Role of the medico-legal expert
The medico-legal expert should without delay:
a. be informed of all relevant circumstances relatmthe death;
b. ensure that photographs of the body are propakit

c. record the body position and its relation to tretesof the clothing and to the distribution
pattern of rigor mortis and hypostasis, as wethasstate opost-mortendecomposition;

d. examine and record the distribution and patteraryf blood stains on the body and at the
scene, as well as other biological evidence;

e.proceed to a preliminary examination of the body;
f. except where the body is decomposed or skelatéd, the ambient temperature and deep-
rectal temperature of the body, and estimate the tf death by recording the degree, location and

fixation of rigor mortis and hypostasis, as welbétser findings;

g. make sure that the body is transported and staradsecure and refrigerated location in an
undisturbed state.

Principle 1l — Autopsy physicians

Medico-legal autopsies should be performed, whenpwessible, by two physicians, of whom at least
one should be qualified in forensic pathology.

Principle 11l — Identification

In order to ensure that proper identification loé body is carried out in accordance with the
disaster victim identification guide adopted by General Assembly of Interpol in 1997, the follogvin
criteria should be considered: visual recognitipersonal effects, physical characteristics, dental
examination, anthropological identification, fingeints and genetic identification.

1. Visual identification

Visual identification of a body should be carrmat by relatives or persons who knew and have
recently seen the decedent.

2. Personal effects

A description of clothing, jewellery and pockentents should be recorded. These may assist
correct identification.

3. Physical characteristics
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Physical characteristic should be recorded thr@ugéxternal and an internal examination.
4, Dental examination

Where appropriate, the examination of teeth amd jshould be carried out by a dentist with
medico-legal experience.

5. Anthropological identification

Whenever human material is skeletised or in anameckd stage of decomposition, an
anthropological identification should be carried, dnecessary.

6. Fingerprints

Where appropriate, fingerprints should be takepdiice officers.

A close collaboration should exist between allegtipinvolved.
7. Genetic identification

Where appropriate, genetic identification showddarried out by an expert in forensic genetics.
It is appropriate to take biological samples frima deceased in order to assist genetic identditat
Measures should be taken in order to avoid contatioim and guarantee appropriate storage of
biological samples.

Principle IV - General considerations

1. Medico-legal autopsies and all related measurest be carried out in a manner consistent with
medical ethics and respecting the dignity of theedsed.

2. Where appropriate, the closest relatives shioeiigiven an opportunity to see the corpse.
3. Before beginning the autopsy, the following mmam rules should be applied:
a.record the date, time and place of autopsy;

b. record the name(s) of the medico-legal experd&istant(s) and all other persons present at
the autopsy with indication as to the position esld of each one in the autopsy;

c. take colour photographs or video, where appragriaf all relevant findings and of the
dressed and undressed body;

d. undress the body, examine and record clothing eneliery, verify the correspondence
between injuries on the body and clothing;

e. where appropriate, take X-rays, particularly irses of suspected child abuse, and for
identification and location of foreign objects.

4, Where appropriate, before beginning the autop®ydy orifices should be appropriately
swabbed for the recovery and identification of dgital trace evidence.
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5. If the decedent was hospitalised prior to deatlmission blood specimens and any X-rays
should be obtained as well as hospital records.

Principle V — Autopsy procedures

l. External examination

1. The examination of the clothing is an esseptiat of the external examination and all findings
therein are to be clearly described. This is esflgdmportant in those cases where the clothing ha
been damaged or soiled: each area of recent damagjebe described fully and relevant findings are t
be related to the site of injuries on the corfscrepancies in such findings are also to be dwstr

2. The description of the body following an extémemination must include:

a. age, sex, build, height, ethnic group and weigitritional state, skin colour and special
characteristics (such as scars, tattoos or ampogti

b. post-mortem changes, including details relatingrigmr and post mortem hypostasis —
distribution, intensity, colour and reversibilitygrd putrefaction and environmentally induced ckang

c. findings on a primary external inspection and dption which, if required, include sampling
of stains and other trace evidence on the bodwaseiénd a reinspection after removal and clearfing o
the body;

d. inspection of the skin of the posterior surfadethe corpse;

e. description and careful investigation of the head the facial orifices includes: colour,
length, density and distribution of hair (and bgardsal skeleton; oral mucosa, dentition and tengu
ears, retro-auricular areas and external meatis:egelour of irises and sclerae, regularity and
appearance of pupils, sclerae, conjunctivae; ghiesence and absence of petechiae to be desciitbed);
fluids have been evacuated from facial orificesirtbolour and odour;

f. neck: checking for excessive mobility, presence alpskence of abrasions, other marks and
bruising (including petechiae) over the entirewinference of the neck;

g.thorax: shape and stability; breasts; aspect]esmnd pigmentation;
h. abdomen: external bulging, pigmentation, scanspahalities and bruising;
i. anus and genitals;

j- extremities: shape and abnormal mobility, abnaties] injection marks and scars; palmar
surfaces, finger and toe nalils;

k. material findings under fingernails.
3. All injuries, including abrasions, bruises, lat®ns and other marks have to be described by
shape, exact measurement, direction, edges, angttdocation relative to anatomical landmarks.

Photographs should be taken. Bite marks shall lablsed, and casts made where necessary.

4, Signs of vital reaction around wounds, foreigrtiples inside wounds and in their surroundings
and secondary reactions, such as discolourati@tingeand infections must also be described.
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5. The investigation of cutaneous and sub-cutaneasing may require local skin incision.

6. Where appropriate, specimens from wounds muegrbeved for further investigations, such as
histology and histochemistry.

7. All signs of recent or old medical and surgicéérvention and resuscitation must be described.
Medical devices must not be removed from the badgre the intervention of the medico-legal expert.

8. A decision has to be taken at this stage dsettrategies of investigation and the necessity of
documentation by X-rays and other imaging procesiure

Il. Internal examination

A. General

1. All relevant artifacts produced by the dissectiand from sampling procedures, must be
documented.

2. All three body cavities — head, thorax and abelom must be opened layer by layer. Where

appropriate, the vertebral canal and joint caviiesuld be examined.

3. Examination and description of body cavitiedude: an examination for the presence of gas

(pneumothorax), measurement of volume of fluids lslndd, appearance of internal surfaces, intactness
of anatomical boundaries, external appearance géngr and their location; adhesion and cavity

obliterations, injuries and haemorrhage.

4. The demonstration and dissection of the safués and musculature of the neck have to be
components of all medico-legal autopsies (seedhagoaph concerning special procedures).

5. All organs must be examined and sliced followegjablished guidelines of pathological
anatomy. This includes opening of all relevant glssgor example, intracranial arteries, sinusamtad
arteries, coronary arteries, pulmonary arteries \&@ids, aorta and vessels of the abdominal organs,
femoral arteries and lower limb veins. Relevanttsldave to be dissected, for example, central and
peripheral airways, biliary ducts and ureters. Wdllow organs have to be opened and their content
described by colour, viscosity, volume (samplesikhbe retained, where appropriate). All organshav
to be sliced and the appearance of the cut sudaseribed. If injuries are present, the dissection
procedure may have to vary from the normal ones #tiould be appropriately described and
documented.

6. All internal lesions and injuries must be prelyisdescribed by size and location. Injury tracks
must be described in order to include their digetts regards the organ anatomy.

7. The weight of all major organs must be recorded.
B. Detailed
1.Head

a. Before opening the skull, the periosteum mustdseped off in order to display or exclude
any fractures.

b. The head examination procedure must allow theertggn and description of the scalp,
external and internal surfaces of the skull angheftemporal muscles.
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c. The thickness and appearances of the skull angesitthe appearances of the meninges, the
cerebrospinal fluid (CSF), the wall structure armhtents of cerebral arteries and sinuses must be
described. The description of the bones must aldlade an examination of their intactness, inclgdin
the connection between the skull and the firstwerebrae.

d. In obvious or suspected head injury (for examiple,detailed examination is required or if
autolysis or putrefaction is present) fixation leé tvhole brain is recommended before its dissection

e.Middle ears must be always opened and nasal sinusere indicated.

f. The soft tissue and skeleton of the face is disdeanly in relevant cases, using a cosmetically
acceptable technique.

2.Thorax and neck

The opening of the thorax must be performed uaitechnique which allows the demonstration
of the presence of pneumothorax and the inspecdfidghe thorax walls, including the postero-lateral
regions.n situdissection of the neck must display the detailtscdinatomy.

3.Abdomen

The opening procedure of the abdomen must alloacanrate examination of all layers of the
walls, including the postero-lateral regiols.situ dissection is necessary in certain cases, patlgul
for the demonstration of injury tracks and evaaratdf fluids. Dissection of organs should observe
anatomical continuity of systems, where possible Whole intestine must be dissected and its ctsten
described.

4.Skeleton

a. The examination of the thoracic cage, the spiretha pelvis must be part of the autopsy
procedure.

b. Where appropriate traumatic deaths need a prelssection of the extremities, possibly
complemented by X-ray examination.

5. Special procedures

a. If there is any suspicion of neck trauma, therbeaid thoracic organs are to be removed prior
to the dissection of the neck, to enable detailsskedtion to take place in a bloodless field.

b. If there is a suspicion of air embolism, pre-agtopadiology of the thorax must be performed.
The first stage of the autopsy in such a case fesa careful partial opening of the thorax and
dislocation of the lower three-quarters of theraiaer with the subsequent opening of
the heart under water, allowing the measuremensangbling of escaping air or gas.

c. For the demonstration of particular injury pattgrdeviation from the normal procedure of
dissection has to be accepted, provided that stmtegures are specifically described in the autopsy
report.

d. The dissection in traumatic deaths must includeillaexposure of the soft tissues and

musculature on the back of the body. The same gduveanust be applied to the extremities (so called
"peel-off" procedure).
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e. In suspected or overt sexual assaults, the sexgahs are to be removed bloctogether
with the external genitalia, rectum and anus, leetbey are dissected. Relevant swabs of orifices an
cavities must be taken prior to this procedure.

6. Sampling

The scope of the sampling procedure is to be degendent. However, the following minimum
rules should be applied:

a. in all autopsies, the basic sampling scheme iedugpecimens from the main organs for
histology and peripheral blood sampling (such as d@cohol and drug analyses and genetic
identification), urine and gastric contents. Albbtl samples must be peripheral blood and not beart
thoracic;

b. if the cause of death cannot be established Wwighhecessary degree of certainty, sampling
includes additional specimens and fluids for mediatsiudies and thorough toxicology. This includes
blood, vitreous humour, CSF, bile, hair samplesfarttier relevant tissues;

c. if death is related to physical violence, samplingludes the injuries, for example to
determine wound age and any foreign materialsamibunds;

d. if reconstructions are desirable, the removalarfds and osseous compartments may become
necessary;

e. if identification is the predominant aim, the rermab of jaws and other bones may be
necessary;

f. if strangulation or the application of physicatde to the neck is suspected or diagnosed, the
entire neck structures, musculature and neurovastuindles must be preserved for histology. The
hyoid bone and the laryngeal cartilages must txedied very carefully;

g. biological samples must be collected in tightlgseld jars, properly preserved and placed
under seal and transported to the laboratory ifepesafety;

h. certain specimens and fluids need to be sampladgpecial way and analysed without delay.
7.Release of the body

After a medico-legal autopsy has been carried mmatico-legal experts should ensure that the
body is returned in a dignified condition.

Principle VI — Autopsy report

1. The autopsy report is as important as the autapslf, as the latter is of little value if the
findings and opinions of the medico-legal expe® aot communicated in a clear, accurate and
permanent document. The autopsy report should bategral part of the autopsy procedure and be
drafted carefully.

2. The report should therefore be:

a. full, detailed, comprehensive and objective;
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b. clear and comprehensible not only to other doctarsalso to non-medical readers;

c. written in a logical sequence, well-structuestl easy to refer to in various sections of the
report;

d. be in a legible and permanent form, with hard pappy even if it is retained in electronic
storage;

e.be written in a discursive "essay" style;
3. When drafting an autopsy report, the followingimum content should be included:
a. legal preface to fulfil statutory requirementséfeded:;

b. serial number, computer retrieval coding and hdgonal Classification of Disease Code
(ICD) code;

c. full personal details of deceased (including naags, sex, address and occupation) unless
unidentified;

d. date, place and time of death, where known;

e.date, place and time of autopsy;

f. name, qualifications and status of medico-legateXg);

g. persons present at the autopsy and their function;

h. name of the authority commissioning the autopsy;

i. person(s) identifying the body to the medico-legaiert;

j- name and address of the medical attendant ofetteaded;

k. a synopsis of the history and circumstances ofitdath, as given to the medico-legal expert
by the police, judges, relatives or other persagsyell as information contained in the file, where

available;

l. description of the scene of death, if attendedheymedico-legal expert; reference should be
made to the provisions contained in Principle haho

m. external examination; reference should be matteetprovisions of Principle V above;

n. internal examination by anatomic systems, togethigh a comment on every organ.
Reference should be made to the provisions of ipfe¥ above;

0. a list of all samples retained for toxicology, gea identification, histology, microbiology
and other investigations should be included; athsspecimens should be identified and attestetidy t
medico-legal expert according to the legal systéthestate concerned, for continuity of evidence;

p. results of ancillary investigations, such as ragjp, odontology, entomology and
anthropology should be included, when such reanéswvailable;
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g. one of the most important parts of the autopspntep the evaluation of the significance of
the accumulated results by the medico-legal exgéter termination of the autopsy, evaluation is
usually provisional because later findings andrldteowledge of other circumstantial facts can
necessitate alteration and modification. Medicalazxperts must interpret the overall findings Isat t
the maximum information and opinion can be offe®do questions that have not been raised by the
competent authority must be addressed if they doeilof significance;

r. based on the final interpretation, the cause afidéin the International Classification of
Disease should be given. Where several alternatorethe cause of death exist and the facts do not
allow a differentiation between them, the mediagaleexpert should describe the alternatives and, if
possible, rank them in order of probability. Ifghis not possible, then the cause of death shald b
certified as "Unascertained";

s.the report should be finally checked, dated agdesi by the medico-legal expert(s).

4, The date of the autopsy and the date of thegiomal report should never be more than a day or
two apart. The date of the autopsy and the datgedinal report should be as close together asilples

Appendix to Recommendation No. R (99) 3

Specific procedures (selected examples)
1. Constriction of neck (hanging, manual and ligatatengulation)

The examination of the scene where the body wasdfes extremely important: for example the
presence of a chair or similar platform; fasterofighe strangulation device; technique of tyingluf
knot; adhesive taping of hands and objects foeteaddence:

— Strangulation marks: depth, width, intermediatgys, direction, suspension point, raised
ridges of skin, zones of hyperaemia, presence plicgiie strangulation marks; further specific neck
injuries: dried excoriations due to slippage of implement, marks due to textile weave pattern and
structure, distribution of petechiae in the skimjiging, scratch marks, blisters in the strangofathark.

— Bleeding from facial orifices. Differences indths of the pupils, localization of hypostasis,
presence and distribution of congestion.

— Injuries due to convulsions, defensive injuriegiries due to being held forcibly.

Dissection of the soft tissues, of the musculaamé of the organs of the neck in a bloodless
field is essential .

2. Drowning / Immersion
Note carefully the following findings: foam at theouth, cutis anserina, maceration, mud and

algae, lesions due to water animals, injuries dugutroundings (for example rocks and ships), édss
nails, skin, localization of livor mortis.
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Technique: sampling of gastric contents, preceseidption of the lungs (weight, measurement,
extent of emphysema), sampling, lung fluid, livedather tissues, for the possible demonstration of
diatoms and other contaminants.

If required, sampling of drowning medium (for exaeriver, bath water) should be carried out.
3. Sexually motivated murder

The inspection and documentation of the sceneiwfe; e.g. relative to the injury pattern, is
especially important. All injuries must be photqamnad together with a scale. If required, the body
surfaces must be investigated under UV light apédaSearch for and sampling of foreign biological
material must include pubic hairs and secretionsherbody surface as for instance originating from
bites. Such material must be preserved carefully DOIA investigation and protected against
contamination. "En bloc" dissection of the genitabans is strongly recommended. It is also
necessary to proceed to the careful removal anglgagof material under the fingernails and control
hairs.

4, Death from child abuse and neglect

State of nutrition and general care, thorough rijesan and documentation of external injuries
and scars, thorough examination for bone fractQfasy), must be evaluated.

Consider the removal of a variety of tissues:eggample all injuries, regional lymph nodes in
malnutrition, endocrine organs, immuno-competessuis, specimens from different parts of the
intestine.

5. Infanticide / still-birth

Special techniques of dissection are necessapxpose the falx cerebri and the tentorium
cerebelli; describe the site of caput succedaneemove all fractures "en bloc"; investigate all bon
centres of ossification (size and presence). Speaia is to be applied to the thoracic organsrekgf
inflation of the lungs, flotation test "en bloc"dten detail’. However, the limitations of the #tibn
test must be appreciated. All malformations mustdbscribed. As regards abdominal organs, gas
content of the intestine must be investigated. Wimbilical cord and the placenta must be subject to
morphological and histological examination.

6. Sudden death

A subdivision into three main categories relativeéhe further strategy after gross examination
is useful:

a. findings that obviously explain the sudden ocawree of death (for example
haemopericardium, aortic rupture). Cases belonginghis category can usually be regarded as
sufficiently solved,;

b. findings that could explain the death but allotiver explanations. Cases belonging to this
category necessitate the exclusion of , for examp@soning and possibly histological proof ofeet
or chronic alterations relative to the cause oftidea

c. findings are either nil/minimal or do not expl#éhe occurrence of death. Cases belonging to

this category will usually require extensive furthevestigations. This is especially so with sudden
infant death cases. In such cases a more compreh@ngestigative scheme is essential.
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7. Shooting fatalities
The following should be carried out:

— extensive account on the scene of the incidgniieapons involved, of types of bullets, of
sites of "environmental” damage, of cartridge casekof relative positions of persons involved;

— thorough examination of the clothing and desicnip of relevant damage and careful
sampling;

— thorough investigation and documentation of &fgod (splashes) on the body surfaces
(including clothing and hands);

— precise description of bullet entry and exit wadsl relative to anatomical landmarks and
distances from the soles of the feet and bullekgravithin the body;

— description of any impression marks of the meizzl

— excision of uncleaned skin specimens surrouneliriy and exit wounds;
— X-ray before and/or during autopsy (where neug$s

— determination of bullet tracks and their direx(s);

— final determination of direction(s) of fire, tife succession of shots, of intra-vital occurrence,
of the victim's position (s).

8. Death caused by explosive devices

a As well as evaluating the cause of death, autigpsassential to assist in reconstructing the
nature of the explosion and identifying the typd amaker of the explosive device, especially inraitc
sabotage or other terrorist actions.

b. Full X-ray of the body must be made to deteal #&talise any metallic objects, such as
detonator components, which may lead to the ideatibn of the explosive device.

C. The pattern of injury may indicate that the dpadson was a perpetrator of the explosion, for
example maximum injury in the lower abdominal regsuggests that he or she carried the device on his
or her lap during a premature explosion.

d. At autopsy, all foreign objects in the tissudgntified on X-rays, must be carefully preserved
for forensic examination.

e Samples of tissues, clothing, etc., must benedafor chemical analysis to identify the type of
explosive.
9. Blunt and/or sharp force injuries

The following should be carried out:

— examination of the weapons or objects that awesiply involved (especially their
dimensions);
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— extensive examination and inspection of clotlfingluding damage, stains);

— careful dissection and description of all tragleger by layer) including their dimensions and
weapon-related traces, signs of vitality.

10. Fire Deaths

The following should be carried out:

— examination of remains of clothing, - specifipds and shapes of skin combustions;

— search for heat-related alterations and pediesr

— demonstration/exclusion of fire accelerants.;

— search for signs of vitality: carbon monoxid&;M soot inhalation, skin lesions.
11. Suspicion of intoxication (General Outlines)
11.1  Where anatomical findings do not reveal a eafsdeath and/or there is vague suspicion of
poisoning, basic sampling should include periphétabd, urine, stomach contents, bile, liver and
kidney.
11.2  If specific suspicion arises, sampling shdxgldyroup-related as follows:

— hypnotics, sedatives, psycho-active drugs, aardirugs and analgesics, pesticides: as
aforementioned under (11.1);

— drugs of abuse: as aforementioned under (1hd)aaditionally cerebrospinal fluid, brain
tissue, injection marks, hairs;

— volatile fat-soluble substances such as firelacant and solvents: as aforementioned under
(11.1) and in addition: blood from left ventriclbrain tissue, subcutaneous fat tissue, lung tissue,
clothing;

— nutritional intoxication: as aforementioned unflel.1) and in addition: intestinal contents, if
possible taken from 3 different sites;

— suspicion of chronic intoxication (heavy metalsigs, pesticides etc.) as aforementioned
under (11.1) and in addition: hairs (tufts), borfastissue, intestinal contents.

12. Decomposed bodies
The presence of decomposition does not removedbé for a full autopsy.

Radiological examination will exclude bony injutite presence of foreign bodies, for example
bullets.

Toxicological studies (particularly estimation altohol concentrations) should be carried out
but interpreted with great caution.
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. R (99) 4*
of the Committee of Ministers to member States

on principles concerning the legal protection oféapable adults

(Adopted by the Committee of Ministers on 23 Felyrd&99
at the 668 meeting of the Ministers' Deputies)

The Committee of Ministers, under the terms of @etil5b of the Statute of the Council of
Europe,

Bearing in mind the Universal Declaration of HumRights proclaimed by the General
Assembly of the United Nations on 10 December 1948;

Bearing in mind the International Covenant on [Cavid Political Rights and the International
Covenant on Economic, Social and Cultural Rights@®December 1966;

Bearing in mind the Convention for the Protectioh Human Rights and Fundamental
Freedoms of 4 November 1950;

Bearing in mind the Convention for the ProtectwinHuman Rights and Dignity of the
Human Being with regard to the Application of Bigioand Medicine: Convention on Human Rights
and Biomedicine of 4 April 1997,

Considering that the aim of the Council of Eur@peéo achieve a greater unity between its
members, in particular by promoting the adoptioeahmon rules in legal matters;

Noting that demographic and medical changes heswted in an increased number of people
who, although of full age, are incapable of prdtegtheir interests by reason of an impairment or
insufficiency of their personal faculties;

Noting also that social changes have resultechimereased need for adequate legislation to
ensure the protection of such people;

! When adopting this decision, the Representativeetd#nd indicated that, in accordance with Artit:2c

of the Rules of Procedure for the meetings of theidters' Deputies, he reserved the right of hiseégament to
comply or not with principles 5 and 6 of the Recosmighation.

When adopting this decision, the Representatierafice indicated that, in accordance with Artide2c

of the Rules of Procedure for the meetings of theidters' Deputies, the following reservation skobé made:
France considers that the application of princ@epara. 3 should be subject to a request byetsp concerned.
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Noting that legislative reforms on the protectibg,representation or assistance, of incapable
adults have been introduced or are under considerat a number of member states and that these
reforms have common features;

Recognising, however, that wide disparities in lgmgislation of member states in this area
still exist;

Convinced of the importance in this context ofoeet for human rights and for the dignity of
each person as a human being,

Recommends the governments of member states eéootakeinforce, in their legislation and
practice, all measures they consider necessary avittew to the implementation of the following
principles:

PRINCIPLES
Part | — Scope of application
1. The following principles apply to the protectiohadults who, by reason of an impairment or
insufficiency of their personal faculties, are ipahle of making, in an autonomous way, decisions
concerning any or all of their personal or econoafiairs, or understanding, expressing or acting
upon such decisions, and who consequently canoteggirtheir interests.

2. The incapacity may be due to a mental disabégitglisease or a similar reason.

3. The principles apply to measures of protectiorother legal arrangements enabling such
adults to benefit from representation or assistamcelation to those affairs.

4, In these principles "adult" means a person whdreated as being of full age under the
applicable law on capacity in civil matters.

5. In these principles "intervention in the hedléid" means any act performed professionally
on a person for reasons of health. It includespanticular, interventions for the purposes of
preventive care, diagnosis, treatment, rehabititatir research.
Part Il — Governing principles
Principle 1 — Respect for human rights
In relation to the protection of incapable adtits fundamental principle, underlying all the
other principles, is respect for the dignity of eg@erson as a human being. The laws, procedures and
practices relating to the protection of incapatlales shall be based on respect for their humantsig
and fundamental freedoms, taking into account amlifications on those rights contained in the
relevant international legal instruments.
Principle 2 — Flexibility in legal response
1. The measures of protection and other legal geraents available for the protection of the
personal and economic interests of incapable adtibsild be sufficient, in scope or flexibility, to

enable a suitable legal response to be made treliff degrees of incapacity and various situations.

2. Appropriate measures of protection or otherllegaangements should be available in cases
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of emergency.

3. The law should provide for simple and inexpeasineasures of protection or other legal
arrangements.
4, The range of measures of protection should dglin appropriate cases, those which do not

restrict the legal capacity of the person concerned

5. The range of measures of protection should decthose which are limited to one specific act
without requiring the appointment of a represewéatir a representative with continuing powers.

6. Consideration should be given to the inclusibmeasures under which the appointed person
acts jointly with the adult concerned, and of measunvolving the appointment of more than one
representative.

7. Consideration should be given to the need twigeofor, and regulate, legal arrangements
which a person who is still capable can take twiplefor any subsequent incapacity.

8. Consideration should be given to the need tovipeo expressly that certain decisions,
particularly those of a minor or routine natureatiglg to health or personal welfare, may be taken f
an incapable adult by those deriving their powemnfthe law rather than from a judicial or
administrative measure.

Principle 3 — Maximum preservation of capacity

1. The legislative framework should, so far as lss recognise that different degrees of
incapacity may exist and that incapacity may vaopnt time to time. Accordingly, a measure of
protection should not result automatically in a ptete removal of legal capacity. However, a
restriction of legal capacity should be possibleerehit is shown to be necessary for the proteaifon
the person concerned.

2. In particular, a measure of protection shouldawgomatically deprive the person concerned
of the right to vote, or to make a will, or to cens or refuse consent to any intervention in thedthe
field, or to make other decisions of a personatatigr at any time when his or her capacity permits
him or her to do so.

3. Consideration should be given to legal arrangesn@hereby, even when representation in a
particular area is necessary, the adult may beitiednwith the representative's consent, to uadert
specific acts or acts in a specific area.

4, Whenever possible the adult should be enableshter into legally effective transactions of
an everyday nature.

Principle 4 — Publicity
The disadvantage of automatically giving publidilymeasures of protection or similar legal
arrangements should be weighed in the balance sigaiy protection which might be afforded to the
adult concerned or to third parties.

Principle 5 — Necessity and subsidiarity

1. No measure of protection should be establisbedri incapable adult unless the measure is
necessary, taking into account the individual ainstances and the needs of the person concerned. A
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measure of protection may be established, howevith, the full and free consent of the person
concerned.

2. In deciding whether a measure of protectioreisessary, account should be taken of any less
formal arrangements which might be made, and ofamsystance which might be provided by family
members or by others.

Principle 6 — Proportionality

1. Where a measure of protection is necessaryiildtbe proportional to the degree of capacity
of the person concerned and tailored to the indaddcircumstances and needs of the person
concerned.

2. The measure of protection should interfere withlegal capacity, rights and freedoms of the
person concerned to the minimum extent which issigd@nt with achieving the purpose of the
intervention.

Principle 7 — Procedural fairness and efficiency

1. There should be fair and efficient proceduredlie taking of measures for the protection of
incapable adults.

2. There should be adequate procedural safeguargsotect the human rights of the persons
concerned and to prevent possible abuses.

Principle 8 — Paramountcy of interests and welfare
of the person concerned

1. In establishing or implementing a measure ofqmtion for an incapable adult the interests
and welfare of that person should be the paramoumgideration.

2. This principle implies, in particular, that tleboice of any person to represent or assist an
incapable adult should be governed primarily by ¢hétability of that person to safeguard and
promote the adult's interests and welfare.

3. This principle also implies that the propertytbé incapable adult should be managed and
used for the benefit of the person concerned aseédare his or her welfare.

Principle 9 — Respect for wishes and feelings
of the person concerned

1. In establishing or implementing a measure otgmtion for an incapable adult the past and
present wishes and feelings of the adult shoulddsertained star as possible, and should be taken
into account and given due respect.

2. This principle implies, in particular, that thishes of the adult as to the choice of any person
to represent or assist him or her should be takém account and, as far as possible, given due
respect.

3. It also implies that a person representing sistiag an incapable adult should give him or

her adequate information, whenever this is possiolé appropriate, in particular concerning any
major decision affecting him or her, so that heloe may express a view.
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Principle 10 — Consultation

In the establishment and implementation of a measaf protection there should be
consultation, so far as reasonable and practicalille,those having a close interest in the welfare
the adult concerned, whether as representativege damily member or otherwise. It is for national
law to determine which persons should be consu@tetithe effects of consultation or its absence.

Part Ill — Procedural principles

Principle 11 — Institution of proceedings
1. The list of those entitled to institute procewdi for the taking of measures for the protection
of incapable adults should be sufficiently wide @éaosure that measures of protection can be
considered in all cases where they are necesgamayl, in particular, be necessary to provide for
proceedings to be initiated by a public officiallmydy, or by the court or other competent authority
on its own motion.
2. The person concerned should be informed proniptdylanguage, or by other means, which
he or she understands of the institution of procgmdwhich could affect his or her legal capacity,
the exercise of his or her rights or his or heeii@sts unless such information would be manifestly
without meaning to the person concerned or wouddgmt a severe danger to the health of the person
concerned.

Principle 12 — Investigation and assessment

1. There should be adequate procedures for thestigedion and assessment of the adult's
personal faculties.

2. No measure of protection which restricts thealempacity of an incapable adult should be
taken unless the person taking the measure haghseadult or is personally satisfied as to thdtadu
condition and an up-to-date report from at least sumitably qualified expert has been submitted. The
report should be in writing or recorded in writing.

Principle 13 — Right to be heard in person

The person concerned should have the right toelaedhin person in any proceedings which
could affect his or her legal capacity.

Principle 14 — Duration, review and appeal

1. Measures of protection should, whenever possibik appropriate, be of limited duration.
Consideration should be given to the institutiopefiodical reviews.

2. Measures of protection should be reviewed ohamge of circumstances and, in particular,
on a change in the adult's condition. They sho@ddyminated if the conditions for them are no
longer fulfilled.

3. There should be adequate rights of appeal.

Principle 15 — Provisional measures in case of egaacy

If a provisional measure is needed in a case argemcy, principles 11 to 14 should be
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applicable as far as possible according to theioistances.
Principle 16 — Adequate control

There should be adequate control of the operatfameasures of protection and of the acts
and decisions of representatives.

Principle 17 — Qualified persons

1. Steps should be taken with a view to providimgaalequate number of suitably qualified
persons for the representation and assistanceapaile adults.

2. Consideration should be given, in particulathi establishment or support of associations or
other bodies with the function of providing andrrag such people.
Part IV — The role of representatives
Principle 18 — Control of powers arising by opematiof law
1. Consideration should be given to the need torenthatany powers conferred on any person
by operation of law, without the intervention ofualicial or administrative authority, to act or &k
decisions on behalf of an incapable adult are éichénd their exercise controlled.

2. The conferment of any such powers should notidiethe adult of legal capacity.

3. Any such powers should be capable of being rremtifr terminated at any time by a measure
of protection taken by a judicial or administratathority.

4, Principles 8 to 10 apply to the exercise of spaWers as they apply to the implementation of
measures of protection.

Principle 19 — Limitation of powers of represeniat

1. It is for national law to determine which jukdi acts are of such a highly personal nature
that they can not be done by a representative.

2. It is also for national law to determine whetltrcisions by a representative on certain
serious matters should require the specific appmiva court or other body.

Principle 20 — Liability
1. Representatives should be liable, in accordavitie national law, for any loss or damage
caused by them to incapable adults while exerciieg functions.
2. In particular, the laws on liability for wrondfacts, negligence or maltreatment should apply
to representatives and others involved in the &ffafi incapable adults.

Principle 21 — Remuneration and expenses

1. National law should address the questions ofrémeuneration and the reimbursement of
expenses of those appointed to represent or assigiable adults.
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2. Distinctions may be made between those actirggprofessional capacity and those acting in
other capacities, and between the management sbmar matters of the incapable adult and the
management of his or her economic matters.

Part V — Interventions in the health field
Principle 22 — Consent
1. Where an adult, even if subject to a measuneratiection, is in fact capable of giving free
and informed consent to a given intervention intiealth field, the intervention may only be carried

out with his or her consent. The consent shoulddtieited by the person empowered to intervene.

2. Where an adult is not in fact capable of giviinge and informed consent to a given
intervention, the intervention may, nonetheless;dreied out provided that:

—it is for his or her direct benefit, and

— authorisation has been given by his or her reptasea or by an authority or a person or
body provided for by law.

3. Consideration should be given to the designabgnthe law of appropriate authorities,
persons or bodies for the purpose of authorisitgrwentions of different types, when adults who are
incapable of giving free and informed consent dbhave a representative with appropriate powers.
Consideration should also be given to the needrawighe for the authorisation of a court or other
competent body in the case of certain serious tgpegervention.

4, Consideration should be given to the establisttroé mechanisms for the resolution of any
conflicts between persons or bodies authorisedotsent or refuse consent to interventions in the
health field in relation to adults who are incagabi giving consent.

Principle 23 — Consent (alternative rules)

If the government of a member state does not ablyules contained in paragraphs 1 and 2
of Principle 22, the following rules should be dpable:

Where an adult is subject to a measure of protectitder which a given intervention in the health
field can be carried out only with the authorisatiof a body or a person provided for by law, the
consent of the adult should nonetheless be sofigbtar she has the capacity to give it.

2. Where, according to the law, an adult is na position to give free and informed consent to
an intervention in the health field, the interventimay nonetheless be carried out if:

—itis for his or her direct benefit, and

— authorisation has been given by his or her reptasee or by an authority or a person or
body provided for by law.

3. The law should provide for remedies allowing therson concerned to be heard by an
independent official body before any important ngatlintervention is carried out.
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Principle 24 — Exceptional cases

1. Special rules may be provided by national lawaccordance with relevant international
instruments, in relation to interventions whichcéase of their special nature, require the promisio
of additional protection for the person concerned.

2. Such rules may involve a limited derogation fritra criterion of direct benefit provided that
the additional protection is such as to minimise gbssibility of any abuse or irregularity.

Principle 25 — Protection of adults with a ment&éatder

Subject to protective conditions prescribed by, lawluding supervisory, control and appeal
procedures, an adult who has a mental disordersefriaus nature may be subjected, without his or
her consent, to an intervention aimed at treatisgoh her mental disorder only where, without such
treatment, serious harm is likely to result todridier health.

Principle 26 — Permissibility of intervention
in emergency situation

When, because of an emergency situation, the pppte consent or authorisation cannot be
obtained, any medically necessary intervention beygarried out immediately for the benefit of the
health of the person concerned.

Principle 27 — Applicability of certain principles
applying to measures of protection

1. Principles 8 to 10 apply to any interventiorthe health field concerning an incapable adult
as they apply to measures of protection.

2. In particular, and in accordance with princiflehe previously expressed wishes relating to a
medical intervention by a patient who is not, & time of the intervention, in a state to exprash
her wishes should be taken into account.

Principle 28 — Permissibility of special rules oartain matters
Special rules may be provided by national lawaatordance with relevant international
instruments, in relation to interventions which aeeessary in a democratic society in the inteyest

public safety, for the prevention of crime, for thetection of public health or for the protectioh
the rights and freedom of others.
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. REC(2001)5
of the Committee of Ministers to member States

on the management of organ transplant
waiting lists and waiting times

(Adopted by the Committee of Ministers on 7 Mar@b12
at the 744 meeting of the Ministers’ Deputies)

The Committee of Ministers, under the terms of @etil5b of the Statute of the Council of Europe,

Considering that the aim of the Council of Eurapéoi achieve greater unity between its members and
that this aim may be pursuedier alia, by the adoption of common action in the publialttefield;

Bearing in mind Article 11 of the European Socidb@er on the right to the protection of health;

Recalling that Article 3 of the Convention on Hum&ights and Biomedicine requires that
Contracting Parties provide “equitable access &itheare of appropriate quality”;

Taking into account Resolution (78) 29 on the hanisation of legislations of member states relating
to removal, grafting and transplantation of humahssances, the final text of th& 8onference of
European Health Ministers (Paris, 16-17 Novembd&7)%nd Articles 19 and 20 of the Convention
on Human Rights and Biomedicine;

Having regard to Recommendation No. R (99) 21 aera for the management of waiting lists and
waiting times in health care;

Considering that the collection of medical datseaispecial concerns with regard to data protection
especially where the data are to be collected @t for purposes other than immediate health benefit
to the individual;

Having regard to the Convention for the Protectioih Individuals with regard to Automatic
Processing of Personal Data (ETS No. 108) and tmfRmendation No. R (97) 5 on the protection of
medical data;

Aware that waiting lists and waiting times may agpevhen the demand for organs exceeds
availability;

Taking account of World Health Organisation ResolutWHA 42.5 condemning the purchase and
sale of organs of human origin;

Considering that organ transplantation is severelstricted by the availability of organs for
transplantation and that a properly managed waitstgs essential to ensure equality of access to
organ transplantation,
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Recommends that governments of member states condathe following rules:

1. Member states should guarantee that a systestsexd provide equitable access to
transplantation services for patients which enstirasorgans and tissues are allocated in confgrmit
with transparent and duly justifiable rules accogdio medical criteria.

2. There should be a mechanism, enforceable by dawegulations, for establishing and
managing an officially recognised regional, natiosrainternational waiting list for each of the mai
types of organ transplantation.

3. Cadaveric organs should only be allocated teepts registered on the official waiting list.
Patients receiving organs from a living donor sHaalko be registered if there is any possibiligtth
they might need an organ from a deceased person.

4, Patients may only be registered on one officehsplant waiting list be it regional, national
or international. Individual transplant units magvb their own local waiting list but only as a setbs
of the official waiting list.

5. Criteria for registration on the waiting listashid be established by a process of consensus
based on medical criteria. Registration should udel the data essential to identify patients
individually, their location and the criteria fondir inclusion on the waiting list. The criteriarfo
inclusion should ensure there is no discriminatbonthe grounds of race, religion, disability or any
other non-medical factor. Priority on the waitirigt Isuch as “urgent” or “very-urgent” categories
should be based solely on medical factors reldtinigpe severity of risk for the individual patieftt.
patients are registered who do not normally residbe area covered by the official waiting listeh
those managing the waiting list should make alsoeable efforts to check with other transplant
organisations that the patient is only on one wagitist.

6. Only transplant units recognised by the offieialiting list should be able to register patients
in their charge on the waiting list and should a@odirectly with the organisation managing the
official waiting list. Patients should be informéuht they are on the waiting list and notified of f
any reason they are subsequently suspended or eemov

7. There should be a nationally recognised orgéinisaesponsible for the management of the
waiting list and the allocation of organs. Orgaheidd be allocated on behalf of the transplantsunit
on the basis of objective rules. The allocatioresushould be agreed by all the relevant transplant
organisations within the geographical area covesethe waiting list.

8. The waiting list should be regularly updatedconjunction with the transplant units. In
particular, the situation of suspended patientshose who have been on the list for a long time
should be reviewed to make sure they still meetelgestration criteria.

9. Allocation rules should ensure that, as far @ssible, no group of patients waits longer than
another group waiting for the same type of orgaraitiWy times should be analysed regularly to
ensure that no patient group is disadvantagedallbeation rules should be changed when necessary
to ensure similar waiting times for all groups whisar patients on the waiting list.

10. The organisation responsible for managing th#ing list should provide information, on at
least an annual basis, for health professionaldt@g@ublic. Information should include:

i. the criteria for registration, the allocatiorleasiand any changes thereto;

ii. the numbers and flows of patients registered,;
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iii. the waiting times on the various transplastdiincluding:

a. the actual waiting time for patients who have beensplanted,;
b. the time patients still on the list have waitexil a
C. the average time patients in any group on anyrongaisplant list can expect
to wait.
11. All organisations managing transplant waitingtsl should exchange information with

comparable organisations to help improve practResearch should be promoted to analyse and
improve the quality of organ transplant waitinddiand waiting time management.

12. Member states should guarantee that a systgmtig place for implementing, monitoring
and supervising the rules set out in this recomratoul.
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. REC(2002)9
of the Committee of Ministers to member States
on the protection of personal data collected ansdpessed for insurance purposes

(Adopted by the Committee of Ministers on 18 Sdpe2002
at the 808 meeting of the Ministers’ Deputies)

Preamble

The Committee of Ministers, under the terms of detil5b of the Statute of the Council of Europe,

1. Considering that the aim of the Council of E@@pto achieve greater unity among its
members;
2. Recalling the general principles relating teadaotection of the Convention for the Protection

of Individuals with regard to Automatic ProcessaidgPersonal Data (ETS No. 108), and in particular
Article 6, which states that personal data categdras sensitive may not be processed unless domest
law provides appropriate safeguards;

3. Aware of the fact that automated processingodgnal data for insurance purposes is
increasingly widespread, not only for the prepargtconclusion, implementation and termination of
insurance, but also to facilitate rational and eooic management of insurance and to fight against
fraud;

4, Aware of the fact that insurance is providedréious economic entities, in particular by
insurance companies;

5. Convinced of the importance that the qualitiegnity and availability of personal data have
for insured persons;

6. Noting that virtually the entire population detmember states is affected by one or more
insurance contract and that, for this reason, arsue professionals are in possession of a large
volume of personal data, some of which are semsitiv

7. Convinced that it is desirable to regulate thiéection and processing of personal data for
insurance purposes, to guarantee their confidesti@acter and data security and to ensure that the
use to which they are put respects fundamental huights and freedoms, notably the right to
privacy;

8. Taking into account the fact that the mobilifyiralividuals and the globalisation of markets

and commercial activities necessitate a transbaxiehange of information in the insurance sector
also and require equivalent data protection inhellmember states of the Council of Europe,
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Recommends that governments of member states:

1. take measures to ensure that the principlesatwd in the appendix to this recommendation
are reflected in their law and practice;

2. ensure wide circulation of the principles coméai in the appendix to this recommendation
among persons, public authorities and public orgtel bodies that collect and process personal data
for insurance purposes, as well as to bodies vathpetence in data protection;

3. promote the acceptance and implementation gbtineiples contained in the appendix to this
recommendation, notably by adopting legal provisionencouraging the drafting of a code of ethics.

Appendix to Recommendation Rec(2002)9
1. Definitions
For the purposes of this recommendation:

a. "Personal data" covers any information relatimgn identified or identifiable individual
("data subject”). An individual should not be redgd as "identifiable" if identification requires an
unreasonable amount of time and manpower.

b. "Sensitive data" means personal data revealiciglrarigin, political opinions, religious or
other beliefs, as well as personal data concefmiadth and sexual life. Data concerning criminal
proceedings and convictions and other data defisesknsitive by domestic law are also considered
to be sensitive data.

C. “For insurance purposes” comprises any operatieolving the collection and processing of
personal data relating to cover for a risk, in jgatar under a policy or an insurance contract.

d. "Processing” means any operation or set of ojpestarried out partly or completely with
the help of automated processes and applied tomedrdata, such as recording, conservation or
alteration, extraction, consultation, utilisati@ommunication, matching or interconnection and
erasure or destruction.

e "Communication"” refers to the act of making peralata accessible to third parties,
regardless of the means or media used.

f. "Controller" means the natural or legal persarplic authority, agency, or any other body
which, alone, or in collaboration with others, datmes the purposes of and means used in the
collection and processing of personal data.

g. “Processor” means a natural or legal person,ipuabithority, agency or any other body which
processes personal data on behalf of the controller

2. Scope
2.1. This Recommendation applies to personal dateated and processed for insurance
purposes. It does not apply to the collection andgssing of personal data used for social security

purposes.

2.2. Member states are encouraged to extend tHeatgmn of this recommendation to non-
automated processing of personal data for insurpug@ses.
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2.3. No personal data should be processed in @atmmated manner in order to avoid applying
the principles of this Recommendation.

2.4, Member states may extend the application@ptinciples set out in this Recommendation to
the collection and processing of data relatingrimgs of persons, associations, foundations,
companies, corporations and any other bodies domgirectly or indirectly of individuals, whether
or not such bodies possess legal personality.

2.5. Member states may extend the principles sehdhis recommendation to the protection of
personal data used for social security purposes.

3. Respect for privacy

3.1 Respect for fundamental rights and freedomgiqularly the right to private life, must be
safeguarded when personal data are collected acdgsed for insurance purposes.

3.2. Persons who, in the course of an insurancatgchave access to personal data must, in
accordance with domestic law and practice, be subjperules of confidentiality. Moreover, the
collection and processing of medical data must belyindertaken by health professionals or in
conformity either with confidentiality rules comdte to those applicable to health-care
professionals or with equally effective safegugrdssided for in domestic law.

4, Collection and processing of personal datarfeuiance purposes

Essential conditions for the collection and progegof personal data

4.1.  The collection and processing (including comioation) of personal data should be carried
out fairly and lawfully and for specified and lawfaurposes,

Personal data should be

- adequate, relevant and not excessive in rel&idme purposes for which they are collected
or for which they are to be further processed,;

- accurate and, if necessary, kept up to date.
Source of personal data

4.2. Personal data collected and processed foransa purposes should, in principle, be
collected from the data subject or his/her legptesentative.

Lawfulness
4.3. Personal data may be collected and process@usfirance purposes:
a. if provided for by law;

b. for the performance of an insurance contracthiivthe data subject is party, as well as for
the preparation of such a contract at the requdbealata subject;

C. if the data subject or his/her legal represevgatr an authority or any other person or body
provided for by law has given his/her consent asigded for in Chapter 6; or

-10C-



d. if the data are necessary in the pursuit of theroller's legitimate interests, provided that
these are not overridden by the interests of th& slzbject.

Purpose

4.4, Subiject to the provisions of Principles 4.8, 8.1 and 13.1, personal data may only be
collected and processed for the purposes of:

preparing and issuing insurance;

collecting premiums and submitting other bills;
settling claims or paying other benefits;
reinsurance;

co-insurance;

preventing, detecting and/or prosecuting insurdreag;
establishing, exercising or defending a legahcla
meeting another specific legal or contractuaigatiion;
prospecting new insurance markets;

internal management;

actuarial activities.

AT T SQ 00 o

These data may not be processed further for pusgnsempatible with the originglurpose of the
collection.

Unborn children

4.5. Personal data concerning unborn children shenjby a protection comparable to the
protection of the personal data of a minor.

Unless otherwise provided for by domestic law,hbkeler of the parental responsibilities may adhas
person legally entitled to act for the unborn chifee latter being a data subject.

Sensitive data

4.6. The collection and processing of sensitiva dabuld be prohibited, unless, for one of the
purposes set out in Principles 4.4, 4.8, 8.1 andi: 13

a the data subject or his/her legal representativan authority or any other person or body
appointed by law has explicitly given his/her cariss provided for in Chapter 6; or

b. it is permitted by law and

i. subject to appropriate safeguards, processingdgsssary for the purpose of
complying with the controller's other legal or aautual obligations; or

ii. processing is necessary for establishing, egeg or defending a legal claim; or

iii. the processing is necessary to protect thal viiterests of the data subject or another

person where the data subject is physically orllegecapable of giving his/her
consent.

C. collection and processing are permitted, sulifeaippropriate safeguards, on grounds of an
important public interest, and provided for by lamby virtue of a decision of an authority withhret
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meaning of Principle 15.1.
Criminal data

4.7. By way of derogation from Principle 4.6, tlalection and processing of data concerning
criminal proceedings and convictions may be caroiedfor insurance purposes only if suitable
specific safeguards are provided for by domestic &nd if the data are necessary to combat
insurance fraud, for the granting of insurancehergayment of claims or any other insurance benefit

Direct marketing

4.8. Provided that the data subject has been ifdramd has not objected, the controller may use,
for the purposes of marketing and promoting itgeaof services, the data collected and recorded for
insurance purposes. If, however, processing cosaa@nsitive data, the explicit consent of the data
subject is required provided that this is not camtito domestic law.

The data subject should be informed of the fadtifee/she refuses to consent to or objects to
his/her data being used for marketing purposesatiisiot prejudice the decision to provide him/her
with insurance cover or to allow him/her to congraenefiting from insurance cover already issued.

5. Information for the data subject

5.1. Data subjects should be informed of the foihauw

a. the purpose or purposes for which data are dt&iprocessed,;
b. the identity of the controller;
C. any other information which is necessary to emshe fairness of processing, such as:

- the categories of data collected or to be cadbict

- the categories of external persons or bodieshtmw and the purposes for which, the data
may be communicated;

- the possibility, if any, for data subjects touss their consent or to withdraw it and the
consequences of such withdrawal;

- the conditions under which the rights of accesbda rectification may be exercised;
- the individuals or bodies from whom the dataareill be collected;

- the obligatory or optional character of the replghe questions which are the object of the
collection and the consequences of a defectiveorespwith regard to the person.

5.2.  Where the data are collected from the datgestlihe controller should give data subjects the
information listed in Principle 5.1 above at thiekd at the time of collection, except where thiada
subject has already been informed.

5.3. Where personal data are not collected from slabjects, the controller should give the data

subjects the information listed in Principle 5.4,smon as the data are recorded or, if it is pldnoe
communicate the data to a third party, at the lathen the data are first communicated.
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The obligation to inform the data subject doesapply if:

a the data subject has already been informed;
b. it proves impossible to provide the informatiarifat would involve disproportionate effort;
C. the processing or communication of the datarfsuiance purposes is expressly provided for

by domestic law.
In the cases set out inandc, appropriate safeguards must be provided for.
5.4. Information for the data subject must be appate and adapted to the circumstances.

5.5. If data subjects have no legal capacity andianble to make their own decisions freely, and
if domestic law does not permit them to act onrtbein behalf, the information must be provided to
the persons legally empowered to act on behaliage data subjects.

5.6. The provision of information to data subjeosy be restricted if this is provided for by law
and is necessary to prevent, investigate or présecariminal offence or to guarantee the rights an
liberties of others.

6. Consent

6.1.  When data subjects are asked to give thesesunit must be freely given, specific and
informed. Moreover, it must be unambiguous orhia tase of sensitive data, explicit.

However, there may be circumstances in which damkst/ does not permionsent to be
considered as a sufficient basis for lawfulnessotiection or processing.

6.2. When personal data concern persons with rad éagacity and when domestic law does not
permit the data subject to act on his/her own ebahsent is required of his/her legal represeérgat
or an authority or any other person or body apecittty law.

6.3. If, in accordance with Principle 5.5 aboveadsubjects with no legal capacity have been
informed of the intention to collect and proceswadmncerning them, their wishes should be taken
into consideration, provided that this is not cangrto domestic law.

7. Collection and processing by processors

7.1. In accordance with the provisions of domdstig, controllers may contract out the collection
and processing of personal data for a specificgaepin so far as they are authorised to colledt an
process these data and the processor undertaiesdolely on instruction from the controller and t
respect the provisions of domestic law which imgetChapter 11 of the Appendix to this
Recommendation.

7.2. Controllers should choose processors who affequate safeguards regarding the technical
and organisational aspects of the processing tabeed out. They must ensure that these safeguards
are observed and that, in particular, the procgdgsiin accordance with their instructions.

7.3.  The collection and processing of personal bgtarocessors should be governed by a
contract or legal instrument binding the processdhe controller and specifying that the processor
will only act within the terms of reference issusdthe controller and the provisions of domestig la
concerning the obligations of processors.
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8. Communication of data for other purposes

8.1. Personal data may only be communicated fquqaas other than those laid down in Principle
4.4 if;

a. this is provided for in domestic law and congétua necessary measure in a democratic
society for preventing, investigating and prosewyti criminal offence or for guaranteeing another
important public interest, or

b. data subjects or their legal representativesa@udhority or any other person or body
appointed by law have given their consent as pex/idr in Chapter 6; or

C. communication is for purposes of direct marketprgvided that the data subject has been
informed and has no objection. However, the dalbgestis explicit consent should be required if the
data to be communicated are of a sensitive natipgavided for in Chapter 6; or

d. the data are necessary in the pursuit of therabets legitimate interests, provided that these
are not overridden by the interests of the datgestitHowever the data subject’s explicit consent
should be required if the data to be communicatedfa sensitive nature as provided for in Chapter
6.

9. Individual automated decisions

9.1. Insurance decisions which have a legal efiaaata subjects or affect them significantly
should not be taken solely on the basis of autodndd¢a processing intended to evaluate certain
personal aspects relating to them according teeptablished criteria or statistical results.

9.2. Such decisions may nevertheless be takeeyfghtisfy a request made by the data subjects
with a view to the conclusion or execution of asurance contract, or if the data subjects are
permitted to put their point of view in order toagantee protection of their legitimate interesteis
decisions may also be taken if they are authoitisesl law which safeguards the legitimate interests
of the data subject.

10. Rights of access and rectification

10.1. All data subjects should, on request, be @bidtain confirmation as to whether data relating
to them are being processed or not and, in arligitéé form, to obtain all of the data concerning
them, as well as information at least as to th@@ses of the processing operation, the categofies o
data concerned by the processing, the recipiertategories of recipients to whom the data are
communicated, and the source of the data. Theyldladeo be informed, on request, of the logic
underlying the automated processing of data coirogthem, at least in the case of individual
automated decisions.

10.2. The rights of data subjects to obtain dateceming them should not be restricted unless this
is provided for by law and is necessary:

a. for preventing, investigating or prosecuting ientmal offence;
b. to guarantee the rights and liberties of datgesib or others.

In that case, the right of access may be restriotdyglfor as long as the reason for the restriction
remains.
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10.3. Data subjects should be entitled to have tea rectified, blocked or erased as appropriate
where they have been collected or processed iaghistd of the provisions of domestic law
implementing the principles of this Recommendatad, in particular, where they are found to be
inaccurate, irrelevant or excessive.

10.4. Reasons for restriction of the rights of asceectification, erasure and blocking should be
given in writing. Where the data subject’s right@ocess, rectification, erasure and blocking ¢dda
are restricted, the data subject should be inforafidds/her right to ask the competent authority to
check the lawfulness of data processing.

10.5. Third parties to whom data have been comnateicshould be informed of the rectification,
erasure or blocking carried out unless this is fieatly unreasonable or unfeasible.

10.6. Controllers should communicate at reasonabdevals and without excessive delay or
expense to persons who exercise the right of atogsrsonal data concerning them, as well as any
information referred to in Principle 10.1 for whiahcess is requested.

11. Security of data

11.1. Appropriate technical and organisational messshould be taken to protect personal data —
processed in accordance with the provisions of goimkaw giving effect to the principles of this
Recommendation — against accidental or unlawfuirdeon, accidental loss, as well as against
unauthorised access, alteration or communicati@angrother form of unlawful processing.

Such measures should ensure an appropriate lesektafity taking account, on the one hand, of the
technical state of the art and, on the other hahthe sensitive nature of data collected and peed
for insurance purposes and the evaluation of pialemtks. These measures should be reviewed
periodically.

11.2. In order to ensure, in particular, the coarfigality, integrity and availability of processed
data, as well as the protection of data subjeleescontroller should take appropriate measures:

a. to prevent any unauthorised person from havingsgto installations used for processing
personal data (control at the entrance to instafia};

b. to prevent data media from being read, copiddred or removed by unauthorised persons
(control of data media);

C. to prevent the unauthorised entry of data ineiffiormation system, and any unauthorised
consultation, modification or deletion of memorigeasonal data (memory control);

d. to prevent automated data processing systemskiedng used by unauthorised persons by
means of data transmission equipment (controlibsation);

e with a view to, on the one hand, selective actessta and, on the other hand, the security of
the personal data, to ensure that the processiagyeseral rule is so designed as to enable the
separation of:

- identifiers and data relating to the identitypefsons,

- administrative data,
- sensitive data (access control);
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f. to guarantee the possibility of checking and daaeng to which persons or bodies personal
data can be communicated by data transmission guip(control of communication);

0. to guarantee that it is possible to check anabdish,a posteriori,who has had access to the
system and what personal data have been introdntethe information system, when and by whom
(control of data introduction);

h. to prevent the unauthorised reading, copyingrafion or deletion of personal data during the
communication of personal data and the transpadtitd media (control of transport);

i to safeguard data by making security copies [@vity control).

11.3. Controllers should, in accordance with doinéatv, draw up appropriate internal regulations
which respect the related principles in this Recemdation.

11.4. Where necessary, controllers should appaoimdependent person responsible for
information systems security and data protectiah@mpetent for giving advice on these issues.

12. Transborder data flows

12.1. The principles of this Recommendation ardiegiple to the transborder flow of personal data
collected and processed for insurance purposes.

12.2. The transborder flow of personal data t@geswhich has ratified the Convention for the
Protection of Individuals with regard to AutomaBicocessing of Personal Data (ETS No. 108), and
which has legislation which provides at least egl@mt data protection, should not be subjected to
special conditions concerning the protection ofauy.

12.3. No restriction should be placed on the trarddr flow of data to a state which has not
ratified the Convention but which ensures an adeglevel of protection.

12.4. Unless otherwise provided for by domestic, idne@ transborder flow of data to a state which
does not ensure an adequate level of protectiomdmot as a rule occur unless:

a. the data subject has given his/her consent agdea for in Chapter 6, or

b. measures, including those of a contractual naheeessary to respect the provisions of
domestic law giving effect to the principles of fBienvention and this Recommendation, have been
taken, and the data subject has the possibilibpject to the transfer.

13. Conservation of data

13.1. Where personal data are no longer necessatlye accomplishment of the purposes for

which they were collected and processed by theralhert, they should be deleted. This principle also
applies where a decision is taken to refuse inggraoverage. If they must nevertheless be conserved
for purposes of scientific research or statisticsyther purposes provided for by law, they shdadd
conserved separately and be accessible only feetherposes subject to appropriate safeguards.

13.2. In determining the period of conservatiomlata, account should be taken in particular of the
need to retain data for the period necessary ®pthpose of defending legal actions or for
furnishing proof of transactions or for justifyiagdecision to refuse insurance coverage.

14. Remedies
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Domestic law should provide appropriate sanctiorsr@medies in cases of breach of the provisions
of domestic law giving effect to the principlesdalown in this Recommendation.

15. Ensuring respect for the principles
15.1. Member states should give one or more auiboresponsibility for ensuring in complete
independence the application of the provisionsomhéstic law giving effect to the principles laid

down in this Recommendation.

15.2. The following information should be publicisgppropriately and be readily available to all:

a the name and address of the controller and afepiesentative, if any;

b. the purpose or purposes of the processing;

C. the category or categories of data subject arnheoflata;

d. the recipient or categories of recipient to whben data might be disclosed;
e. any proposed transfers of data to third countries.



COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. REC(2003)10
of the Committee of Ministers to member States
on xenotransplantation

(Adopted by the Committee of Ministers on 19 JW82
at the 844 meeting of the Ministers’ Deputies)

Preamble

The Committee of Ministers, under the terms of @etil5b of the Statute of the Council of Europe,
Considering that the aim of the Council of Eurapéoi achieve a greater unity between its members;
Having regard to the European Convention for thetdetion of Human Rights and Dignity of the
Human Being with regard to the Application of Bigloand Medicine and its Additional Protocol

Concerning Transplantation of Organs and Tissuésuafian Origin;

Having regard to the European Convention for thetdetion of Vertebrate Animals used for
Experimental and other Scientific Purposes;

Having regard to the Resolution of the CommitteeMifisters (78) 29 on the harmonisation of
legislation of member states relating to removeadfting and transplantation of human substances, th
Final Text of the 8 Conference of European Health Ministers (Paris]Z®&ovember 1987) and the
Recommendation R (97) 15 of the Committee of Mersto member states on xenotransplantation;

Bearing in mind Recommendation 1399 (1999) of tharliBmentary Assembly on
xenotransplantation;

Bearing in mind recent reports from the OECD, théi®/and other national and international
organisations;

Taking into account the shortage of organs andés®f human origin available for transplantation;

Considering that xenotransplantation might be ofhehe possible therapeutic responses to this
shortage;

Noting that xenotransplantation remains largelyegperimental activity and that research is essentia
for the achievement of progress in this field;

Aware of the risks of rejection and illness xenoggalantation may cause in the recipient patient;

- 10€ -



Mindful of the considerable risks which might arifsem xenotransplantation in the field of public
health and the transmission of diseases;

Considering that it is the responsibility of eacemiber state to adopt adequate measures in order to
address them and conscious that in some counwiappropriate regulations exist;

Considering that public health concerns require rmom provisions applicable in all the member
states of the Council of Europe in which xenotrdasiation is envisaged;

Considering that worldwide cooperation betweerestat this field is necessary;

Considering that no clinical xenotransplantatioseggch should take place unless sufficient efficacy
and safety is demonstrated through pre-clinicaaesh;

Conscious that the need for such a demonstratiolh ewnsiderably limit the number of
xenotransplantations in the coming years, thusvéig for an appropriate risk assessment;

Considering that xenotransplantation of cells assues is already being carried out in a number of
states and that stringent regulations are thustlygesquired,;

Mindful of the social, ethical, cultural, legal apdychological problems which might be associated
with xenotransplantation;

Mindful of the ethical and welfare issues assodatith the use of animals for xenotransplantation
and the associated research;

Noting the public concern over the issues relatedenotransplantation and stressing the importance
of undertaking a public debate on this subject,

A. Recommends that the governments of member states

- take the necessary measures to put their #&igisl and practice in the field of
xenotransplantation in conformity with the followinprinciples and guidelines with a view to
minimising the risk of transmission of known or mokvn diseases and infections to populations;

- co-operate in the setting-up of world-wide silfsace procedures and agreements;

- ensure a wide dissemination of this recommendatia particular among all persons,
organisations and bodies, public or private, resf@ for organising and carrying out
xenotransplantation;

- take steps to make the provisions of this recenuation subject to public debate.

B. Decides that this recommendation will be re-eixaah at appropriate intervals and not later
than in three years’ time.

C. Instructs the Secretary General to bring thdesas of this recommendation to the attention

of the non-member states and international orgtaigawhich have participated in its preparation
and to invite them to participate in the settingedijgn international surveillance network.
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GUIDELINES

Chapter | - Object, scope and definitions
Article 1 - Object of the recommendation
This recommendation aims

- to protect, in both the short and long term, lgubealth, patients, their close personal
contacts and the professional staff involved inateansplantation, and

- to provide adequate protection for the animaksduin xenotransplantation.

Article 2 — Scope of the recommendation

This recommendation covers all xenotransplantaiivities involving human beings as recipients.
Article 3 - Definition

For the purpose of this recommendation, xenotramsation is defined as any procedure that involves
the transplantation or infusion into a human resipiof:

- live animal cells, tissues or organs

- human body fluids, cells, tissues or organs tiete hadex vivocontact with live animal
cells, tissues or organs.

Chapter Il - General provisions
Article 4 — Xenotransplantation - the setting

No xenotransplantation should be carried out inesniver state that does not provide regulation for
xenotransplantation activities in conformity witietprovisions of this recommendation.

Article 5 — Xenotransplantation authorisation

No xenotransplantation activity should be carrietiia a member state unless authorisation is given
by a body officially recognised as competent fas thurpose, in accordance with the provisions
contained in the following two paragraphs:

1. Authorisation for clinical xenotransplantati@search should only be given if:

a. pre-clinical research has demonstrated, in acooelawith internationally accepted
scientific standards, that:

i. in the light of current scientific knowledgeig highly probable that there is
no risk, in particular of infection, for public Hég

ii. the potential level of efficacy and safety ftre patient may justify the
intervention having regard to the risks incurred;

b. all substantive and procedural conditions gengrapiplicable to clinical research are
fulfilled.
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2. Xenotransplantation should not be authoriségtrothan in clinical research unless, on the
basis of clinical data:

i. there is adequate evidence, in accordance initgrnationally accepted scientific
standards, that no risks, in particular of infecfito the general population exist, and

il. the therapeutic benefit of the xenotransplaaiahas been established.
Article 6 — Xenotransplantation teams and centres

No xenotransplantation should be carried out uniess undertaken by an accredited team in an
authorised centre.

a. The teams carrying out the xenotransplantatiorulshbe appropriately qualified and
comprise all the necessary scientific and medixpédise.

b. The centres should have received an authorisdiiorthe competent bodies prior to
beginning the xenotransplantation.

Chapter Il — Protection of Public Health
Article 7 — Public Health protection plan

Member states should have a plan in place to asldmeg events, in particular of infection, possibly
related to a xenotransplantation which could commige public health.

In particular, public authorities should take agprate measures, in conformity with the principbés
necessity and proportionality, to respond to everftsransmissible or previously unknown illness
related to xenotransplantation. These measuregcéptional circumstances so require, might include
isolation.

Article 8 — Collection and storage of biological saples and information

Information and biological samples concerning thieree animals used in xenotransplantation and the
recipients should be collected and stored in oimlensure traceability and long-term monitoring.

Article 9 - Follow-up

1. All protocols for clinical research should leErempanied by a plan to ensure the traceability
and monitoring of the recipients, their close peeaontacts and the professional staff involved in
xenotransplantation in order to detect and deah ity adversevents, in particular of infection,
possibly related to xenotransplantation.

The plan should include communication without defayhe competent body at national level of any
such events.

2. Any xenotransplantation other than in clinicgdearch should be accompanied by a plan to:

- ensure the traceability of the recipient as vesll depending on the circumstances, of other
persons mentioned in paragraph 1;

- monitor, wherever necessary, the persons merttionparagraph 1.
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The plan should include communication without defaynational public health authorities of any
events, in particular of infection, possibly retateo xenotransplantation and which could be of
relevance to public health.

Article 10 — Precautions relating to the transmisgn of disease

All appropriate measures, in accordance with irggomally recognised criteria, should be taken to
prevent the risk of transmission of infectious @gdrom source animals.

Only animals bred specifically for xenotransplaioiat should be used. An appropriate Quality
Assurance system encompassing all the stages frerproduction of the source animals to the final
collection of the xenotransplants should be set up.

Article 11 - Prohibition relating to the use of norhuman primates

1. Non-human primates should not be used as samiogls for xenotransplantation.

2. Exceptionally, authorisation for the xenotraasphtion of cell lines obtained from non-
human primates may be given if :

- the conditions under Article 5 are fulfilled, and

- specific protective measures for these animal® leen addressed. This implies that Great
Apes should not be used as source animals in >argglantation.

Chapter IV - Protection of patients and close perswal contacts
Article 12 — Conditions for patient participation
No xenotransplantation should be carried out urtles$ollowing specific conditions are fulfilled:

i. There is no other appropriate therapeutic methbdomparable effectiveness available for
the patient.

il. The data resulting from pre-clinical researciggest or, where appropriate, the data resulting
from prior clinical research indicate a clear tlpenatic benefit for the xenotransplantation patiémt.
particular these data should:

- have demonstrated an adequate function of thetsemsplant in relevant models for an
appropriate period of time through a clinically &pgble methodology,

- provide sufficient reasons to believe that rectcan be overcome and that the
xenotransplant can function adequately in humans.

iii. The risks which may be incurred by the pati@me not disproportionate to the potential
therapeutic benefit of the procedure.

In particular, the evaluation through pre-clinicatearch of the risks for adverse events and

transmission of infectious agents to the recipiestpased on international standards for laboratory
results and diagnostic assays, should have dematedsufficient safety.
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Article 13 — Information to be given to patients

1. Patients participating in a xenotransplantatisimould be adequately informed in a
comprehensible manner of the nature, objectivessipte benefits, potential risks and consequences
of the procedure, as well as of any constraintsrtiey be linked to it.

2. In particular patients should also be made awxdrehe constraints of monitoring and
precautionary measures that may become necesdagient to xenotransplantation. Such measures
will, according to the principles of necessity grdportionality, be adapted to the circumstancets an
adjusted in accordance with the assessment, basedri@nt scientific and medical knowledge, of the
risks generated by each of the procedures involed may in particular include:

a. the collection of personal data and inclusion register;

b. the provision by the medical team, in accordanith Wrticle 14, of information concerning
the risks of infection and the constraints asseditiiereto;

C. long-term medical monitoring including repeatedlbdgical samples being taken and
archived;
d. reporting any significant unexplained symptoms ithness that may arise after the

xenotransplantation;

e. maintaining contact with the medical team;
f. taking precautions with respect to sexual actjvity
g. the need for the patient to agree that informaisoprovided by a medical team to any future

close personal contacts, in accordance with Article concerning the risks of infection and the
constraints associated thereto;

h. the other constraints which might be applicableiitumstances so require, in particular the
possibility of isolation which may become necesserythe event of a contagious or previously
unknown illness occurring.

3. Patients should be informed that, in accordanwidéd Article 21, constraints mentioned
hereinabove may be imposed if the person conceefades to comply with them.

Article 14 — Information to be given to close perswal contacts of the patient

To protect close personal contacts and warn ofpibesible risks they might pose to the general
public, the patient’s close personal contacts showiith his or her consent, be informed by the
medical team of the patient’s envisaged participain a xenotransplantation, of the risks of inf@tct
and of the consequences for them of such partiocipand in particular, of the constraints which
may be applicable.

The patient should also ensure that such informasigrovided to any future close personal contacts

Article 15 — Information to be given to the profeswnal staff involved in xenotransplantation

Professional staff involved in xenotransplantatstrould be fully aware of the risks of infection as
well as the possible consequences and constraihishwnay derive from their participation in
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xenotransplantation.
Article 16 — Consent to xenotransplantation
1. No xenotransplantation should be carried outovit:

i. the documented, specific, free and informed eah®f the patient to the procedure
and any necessary specific constraints; and

il. the provision by the patient to the medical ne@f the necessary information
concerning his or her current close personal cesited the acceptance by the patient that his
or her current and future close personal contaetgien information in accordance with
Article 14,

2. Prior to xenotransplantation, the consent torycaut the intervention may be freely
withdrawn at any time.

Article 17 - Counselling and support

The patients and their close personal contactsl@ghmmugiven proper information and have access to
counselling and support by experts outside the tbath before and after the xenotransplantation.
This informing and counselling process should ideluhe biomedical, ethical, psychological and
social aspects of xenotransplantation.

Article 18 — Right to medical care

A refusal to participate, or a withdrawal of cons@mior to the xenotransplantation, should not
prejudice the patient’s right to receive all otappropriate medical care in due course. The p&ient
consent to participate in a xenotransplantatiorukhoot prejudice his or her right to benefit fram
allotransplant that becomes available while awgikenotransplantation, if medically indicated.

Article 19 — Patients not able to consent

1. Where xenotransplantation has been authoriseduge other than in clinical research
according to Article 5 paragraph 2, it may be iegrout on a person not able to consent only if the
following conditions are fulfilled:

- there is no therapeutic alternative of comparaflectiveness available to the patient,

- taking into account the constraints and condgido which the person will or may be
subjected according to Articles 13 and 14, therimetion is expected to result in a direct and
important benefit for the patient, and

- the representative or an authority or a persdsody provided for by law, after receiving the
information referred to in Article 13, has authedsboth the intervention and the provision of the
necessary information to the present and futureecpersonal contacts of the patient.

2. Patients unable to consent should not undergocal xenotransplantation research as
referred to in Article 5, paragraph 1.

Exceptionally, a patient unable to consent mayiggpete in a clinical xenotransplantation research
intervention if the following specific conditionseafulfilled:
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- there is adequate indication, on the basis oforprclinical research, that the
xenotransplantation might be lifesaving,

- there is no alternative means of saving thedifthe patient,

- taking into account the constraints and condgido which the person will or may be
subjected according to Articles 13 and 14, therimetion is expected to result in a direct and
important benefit for the patient, and

- the representative or an authority or a persdsody provided for by law, after receiving the
information referred to in Article 13, has authedsboth the patient’'s participation in the clinical
xenotransplantation research and the provisiom@fecessary information to the present and future
close personal contacts of the patient.

Article 20 - Confidentiality

All personal data relating to the recipient persom, where such data exist, their close personal
contacts should be considered to be confidential.

Without prejudice to the provision of Article 8, cdu data should be collected, processed and
communicated according to the rules relating tofgesional confidentiality and personal data
protection.

Article 21 — Compulsory constraints

If, after the xenotransplantation has been cargat] the recipient or his or her close personal
contacts refuse to comply with the constraints @ased with xenotransplantation, public authorities
should intervene and take appropriate measuresrewpeblic health protection so requires, in
conformity with principles of necessity and propamnglity.

Depending on the circumstances and in accordantetia procedures provided for by national law,
such measures might include registration, compylsadical follow-up and sampling.

Chapter V - Protection of animals
Article 22 — Compliance with animal protection reguations

All animal use in xenotransplantation should compith the provisions of thEuropean Convention
for theprotection of vertebrate animals used for experitakand other scientific purposéscluding
the principles of Appendix A an@€ouncil Directive 86/609/EEC on the approximatioh laws,
regulations and administrativerovisions of member states regarding the protectibanimals used
for experimental and other scientificirposesncluding Annex Il.

These provisions should apply to source animaladdition to their sires and dams in source
production units, pre-transplantation holding fitiei, tissue harvest areas and during transport.

Article 23 — Husbandry, care, use and requirementef animals
The husbandry and care for all animals used in txansplantation should take account of their
physiological, social and behavioural needs andulshbe designed to ensure their well being,

particularly where breeding animals are maintaifegdong periods. The pajrsuffering or distress
and the number of animals used should be minimised.
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Article 24 — Responsibility for husbandry and careof animals

There should be clearly assigned and documentgmbmemilities for husbandry and care of the
animals used in xenotransplantation from birth éattl, with a sufficient number of appropriately
trained and competent staff available to inspedtcare for them.

Article 25 — Surgical derivation and early weaningechniques

Surgical derivation and segregated/medicated eaelgning production techniques should only be
used where essential to produce animals of ap@atephnealth status for use in xenotransplantation.

Article 26 — Transport of animals

Transport of animals for xenotransplantation shodoéd kept to a minimum. If transportation is
necessary, adequate arrangements should be madbefatispatch, receipt, acclimatisation and
quarantine of animals in order to minimise the easged stress. The relevant national and
international legislation/regulations (including rBpean UnionDirective 95/29/EECmodifying
Directive 91/628/EE®n the protection of animals during transport, grelEuropean Convention for
the Protection of Animals During International Tsanort (revised)) should be complied with.

Article 27 — Organ and tissue procurement from aninals

Analgesia or anaesthesia should be used for theupment of organs, tissues and cells for
xenotransplantation, where it is necessary to nigémain, suffering and distress of the animals.

If, as a result of the procurement, the subseqbealth and welfare of the animals would be
compromised, the animals should be killed by arr@gmmte method.

Sequential harvest of solid organs from individailmals should not be permitted.

Article 28 — Collection of animal records

Detailed records should be maintained of the dédmasource, use and final disposal of all animals
bred for or used in xenotransplantation. Any unusaraunexpected traits or events should be
recorded.

Article 29 — Pre-clinical research

The provisions of Articles 22 to 28 should also lggp animals used in pre-clinical research carried
out to support clinical xenotransplantation reskearc

Chapter VI — Provisions relating to the ethical, soial and psychological acceptability of
xenotransplantation

Article 30 — Public debate
In accordance with the principles stated in Arti@d® of the Convention on Human Rights and
Biomedicine, member states should take active dtepasure that the fundamental questions raised

by xenotransplantation are the subject of approppablic discussion particularly in light of rebeut
medical, psychological, cultural, ethical, legaicisl and economic implications.
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Chapter VII — Co-operation between parties

Article 31- International co-operation in medical research

Member states should co-operate through internaltismrveillance procedures and agreements. They
should also take appropriate steps to facilitagecirordination of research in xenotransplantaition
order to improve its efficacy and safety, to avoithecessary duplication and to minimise animal use
and suffering.

Article 32 — International co-operation in public health

Every member state should communicate without didayational public health authorities of other
member states and other concerned states any eiweptaticular of infection, possibly related to a
xenotransplantation which could compromise pubdialth.

Chapter VIII — Compensation for undue damage

Article 33 - Compensation for undue damage

The person who has suffered undue damage restittng a xenotransplantation is entitled to fair
compensation according to the conditions and praesdorescribed by law.

Chapter IX — Reports on the implementation of the ecommendation

Article 34 — Implementation of the recommendation

On receipt of a request from the Secretary Germdride Council of Europe any member state should
furnish an explanation on the manner in which kgidlation and practice in the field of

xenotransplantation integrate the principles anddejines of this recommendation, on any
xenotransplantation activity and on any adverseteas referred to in Article 9.



COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. REC(2003)12
of the Committee of Ministers to member States
on organ donor registers

(Adopted by the Committee of Ministers on 19 JWG82
at the 844 meeting of the Ministers’ Deputies)

The Committee of Ministers, under the terms of @etil5b of the Statute of the Council of Europe,

Considering that the aim of the Council of Eurapéoi achieve greater unity between its members and
that this aim may be pursuedter alia, by the adoption of common regulations in the tietié|d;

Having regard to the Convention for the Protectbtiuman Rights and Dignity of the Human Being
with regard to the Application of Biology and Meidie (the Convention on Human Rights and
Biomedicine) (ETS No.164);

Having regard to the Additional Protocol to the @emtion on Human Rights and Biomedicine
concerning the Transplantation of Organs and Tsebtieluman Origin (ETS No. 186);

Bearing in mind that:

- the Protocol concerning the Transplantation ofaDr and Tissues of Human Origin requires
member states to have a legally recognised syspegifging the conditions under which removal of
organs or tissues is authorised,;

- by virtue of Article 8 of the said protocol, meenlstates should take appropriate measures taninfor
the public, namely about matters relating to cohserauthorisation with regard to the removal of
organs or tissues from deceased persons;

- Article 17 of the said protocol prohibits the r@al of any organ or tissue unless the consent or
authorisation required by national law has beeniobtl by the person proposing to remove the organ
or tissue;

Recalling the general principles relating to datatgction of the Convention for the Protection of
Individuals with regard to Automatic ProcessingPefrsonal Data (ETS No. 108),

Recommends to governments of member states to ronfigth the principles contained in the
appendix to this recommendation as regards orgaardegistries:

Appendix to Recommendation Rec(2003)12
1. Careful consideration should be given to thalrfeg and purpose of, an organdonor register.

2. In those member states with a legal frameworlofgan donation which assumes people are
willing to donate their organs or tissues unlessythave registered their refusal (opt-out system),
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states must provide an effective means for peaptedister their decision. A national register ban
an effective means of recording such decisions.

3. For member states in which consent to donasoactively sought from the donor and/or
those close to them prior to organ donation (opyistem), an organ donor register may also fulfil
important functions:

- as a means of registering the wishes of peoglgiio donate their organs;

- as a means of improving the efficiency of theaor@nd tissue donation process by making those
wishes available rapidly after the death of a piékdonor has been confirmed;

- as a means of publicising organ donation, andwadlving people and organisations in realising the
benefits of organ donations for themselves anafioers in society;

4, Consideration should be given to the primarycfiom of the organ donor register. Organ
donor registers may:

- be opt-out only;

- be opt-in only;

- register both choices, or even a third choicehsas “ask my relatives”;

- allow simply a general agreement to donate orgaaiéor tissues;

- allow wishes about the donation of particularaorg and/or tissues to be specified,;

- allow registration of wishes with respect to ottsensitive procedures, such as post-mortem
examinations or the donation of organs/tissue fedical research.

5. Organ donor registers should ensure, that:

- people wishing to register their wishes can deasily and reliably;

- people can, if they wish, specify organs andugssthey do/do not wish to donate;
- people can revoke their entry at any time;

- all information on people who die is removed frtra organ donor registry.

6. If the organ donor register is intended to featé organ donation it must:

- have details of a high proportion of potentiahds/non-donors. If enquiries about potential deno
give no results, health professionals will consitlarwaste of time trying to access the register;

- enable easy and rapid twenty-four hour accedselajth professionals needing information about a
potential donor.

7. Careful consideration should be given to thascasd benefits of setting up and maintaining
an organ donor register:

- member states operating an opt-out system shasila,minimum, have a central register for those wh
do not wish to donate organs or tissues or anycpéat organ or tissue;

- a centrally-run information technology-based orginor register offers the greatest flexibility in
terms of content, updating and rapidity of accbasdata security has to be ensured;

- everyone should be able to register their wishes;

- registration must be easy, preferably by botltemiand/or electronic means;

- written confirmation should be sent to all whgister;

- people should have a simple means of checkingaamahding their entry

- specified healthcare professionals such as imercare staff and/or transplant co-ordinators must
have twenty-four-hours-a-day access to check th&hegi of potential donors by phone, fax or
electronically. Such checks should normally be mawlg after the death of a potential donor;

- checking the register could be made mandatoey@mdition of donation.

8. Member states with organ donor registers shoaftsider whether their register is designed
and operated in a way which best meets the neetteifpopulation and transplant service. Those
member states which have an organ donor registeadarised to consider the purposes and the likely
advantages and disadvantages before establisiieg argan donor register.
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. REC(2003)24
of the Committee of Ministers to member States
on the organisation of palliative care

(Adopted by the Committee of Ministers on 12 Noeer2003
at the 868 meeting of the Ministers’ Deputies)

The Committee of Ministers, under the terms of @etil5b of the Statute of the Council of Europe,

Considering that the aim of the Council of Eurapéoi achieve greater unity between its members and
that this aim may be pursuedter alia, by the adoption of common rules in the healthdfie

Recalling Article 11 of the European Social Chaudarthe right to health protection, and recalling
that Article 3 of the Convention on Human Rightd @iomedicine (ETS No.164) requires that
contracting parties provide equitable access tdtlhemare of appropriate quality, that Article 4
requests that any intervention in the health figldluding research, must be carried out in acaurda
with relevant professional obligations and standamhd that Article 10 emphasises the right of
everyone to know any information about his or health;

Recognising that a health care system should bermpatriented and that citizens should necessarily
participate in decisions regarding their healttecar

Recalling in this context the recommendation of emmittee of Ministers to member states,
Recommendation No. R (2000) &n the development of structures for citizen andiepa
participation in the decision-making process affechealth care;

Convinced that the respect and protection of tigaithi of a terminally ill or a dying person implies
above all the provision of appropriate care in iéagle environment, enabling him or her to die with
dignity;

Recalling in this context Recommendation 1418 ()98%he Parliamentary Assembly on protection
of the human rights and dignity of the terminallyand the dying;

Further recalling Recommendation No. R (89) 13,tlwe organisation of multidisciplinary care for
cancer patients;

Recognising that palliative care needs to be furdeseloped in European countries;
Recalling in this respect the 1998 Poznan Declamaiin palliative care in Eastern Europe;

Recognising that the right to health care is aimethe patient’s enjoyment of the highest attai@abl
sense of well-being, irrespective of age, ethnjcityonomic or social status, and the nature of any
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disease or infirmity;
Considering that there is a growing number of peapiheed of palliative care;

Considering that the differences in the availapiind quality of palliative care throughout Europe
need to be addressed through increased co-opelmsiaeen countries;

Conscious that palliative care is the active, totk of patients with advanced, progressive déseas
aiming at the control of pain and other symptonms] affering psychological, social, and spiritual
support;

Aware that the goal of palliative care is the agbiaent of the best possible quality of life foripats
and their families;

Aware that palliative care aims to help men, woraed children with advanced, progressive diseases
to enjoy the best possible quality of life untietend, and intends neither to hasten nor postpone
death;

Considering that palliative care affirms life arejards dying as a normal process, and is not guided
by hopelessness or fatalism;

Considering that palliative care is an integral phthe health care system and an inalienable exm
of a citizen’s right to health care, and that tifiem it is a responsibility of the government to
guarantee that palliative care is available tavhib need it;

Considering that it is necessary to pursue theldpueent of quality care, carried out humanely, in
order to make it an essential part of health car@étients near the end of life;

Recognising that all people near the end of lifeirdeto be treated as valued persons by health care
professionals and to have skilled attention diretemaintaining dignity and fostering independence
relieving symptoms and maximising comfort;

Recognising that palliative care, like all medicale, should be patient-oriented, guided by thelsiee
of the patient, taking into account his or her ealand preferenceand that dignity and autonomy
are central issues for patients in need of paliatiare,

Recommends that the governments of member states:

1. adopt policies, legislative and other measum=essary for a coherent and comprehensive
national policy framework for palliative care;

2. take to this end, whenever feasible, the measpresented in the appendix to this
recommendation, taking account of their respectatonal circumstances;

3. promote international networking between orgatii®s, research institutions and other
agencies that are active in the palliative carelfie

4, support an active, targeted dissemination of ttecommendation and its explanatory
memorandum, where appropriate accompanied byalation.
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Appendix to Recommendation Rec(2003)24
General considerations

While in many countries the greater part of heatire budgets is spent on people in their final year
of life, they do not always receive the care tsahbpst appropriate to their needs.

Palliative care does not address a specific diseask spans the period from the diagnosis of
advanced disease until the end of bereavementiidnsvary from years to weeks or (rarely) days. It
is not synonymous with terminal care, but encompags

The creation, in member states, of a climate ircvithe importance of palliative care is recognised
crucial.

The public, including patients and their familie®eds to be educated regarding the importance of
palliative care, and of what it can offer.

Several recent studies, providing data in a totahity-five countries across Europe, have pointed
out differences between countries with regard tBighae care, among which are variations in
reimbursement (where applicable), in health castesy organisation and in the place of palliative
care within it; differing ethical and cultural fact; the role of national organisations, and
international collaboration in palliative care demnent; opioid availability; and questions of
workforce training and development.

l. Guiding principles

Palliative care policies should be based on vatmepounded by the Council of Europe: human rights
and patients’ rights, human dignity, social cohesidemocracy, equity, solidarity, equal gender
opportunities, participation and freedom of choice.

Palliative care has the following core dimensions:
— symptom control;

— psychological, spiritual, and emotional support;
— support for the family;

— bereavement support.

The following principles underpin the recommendatio

1. Palliative care is a vital and integral parthefalth services. Provisions for its development
and functional integration should be incorporatad hational health strategies.

2. Any person who is in need of palliative carewdtidbe able to access it without undue delay,
in a setting which is, as far as reasonably feasibbnsistent with his or her needs and
preferences.

3. Palliative care has as its objective the achimré and maintenance of the best possible
quality of life for patients.

4, Palliative care seeks to address physical, mdggltal and spiritual issues associated with

advanced disease. Therefore, it requires a co-aelininput from a highly-skilled and
adequately resourced interdisciplinary and mulbfpssional team.

5. Acute intervening problems should be treateth& patient so wishes, but should be left
untreated, while the best palliative care contirtodse provided, if the patient prefers.

6. Access to palliative care should be based od,rsel must not be influenced by disease type,
geographical location, socio-economic status oermgluch factors.

7. Programmes of palliative care education showddifzorporated into the training of all

-12zZ-



concerned health care professionals.

Research aimed at improving the quality of cglreuld be undertaken. All palliative care
interventions should be supported to the greatestiple extent by relevant research data.
Palliative care should receive an adequate guidable level of funding.

As in all sectors of medical care, health gamiders involved in palliative care should fully
respect patients’ rights, comply with professiopaligations and standards, and, in that
context, act in the best interest of the patients.

Settings and services

Palliative care is an interdisciplinary and mplofessional undertaking which attends to the
needs of the patient, while not neglecting thermi@ caregivers, such as family members.
Palliative care services and policies must adfevide range of resources, such as home care,
in-patient care in specific or conventional unitigy hospital and out-patient clinics,
emergency call-out and respite care facilities.sehghould be comprehensive and appropriate
to the health care system and culture, and shawlgisfon the changing needs and wishes of
patients.

Informal caregivers should be supported in tharegiving, and should not incur major social
setbacks, such as job loss, as a consequenceegfviag. A formal right to “care leave” may
be desirable.

All professionals involved in the care of patewith advanced, progressive disease should
have easy access to specific expertise if and Wwimnneed it.

Specialist palliative care should be availalde dll patients when they need it, at any time
and in any situation.

It should be ensured that there is leadershiheéndevelopment of palliative care at national
level and proper co-ordination of services withleac allocation of responsibilities. The
formation of regional networks is recommended ge@l means to reach this goal.

Patients should be guaranteed access to padligire without undue financial barriers.
Financial and other arrangements should be such dbatinuity in palliative care is
guaranteed, and is adapted to the needs of thenpati

There should be sufficient respite care faetitto offer temporary relief when caregivers in
the home become overburdened.

Policy and organisation

Palliative care must be an integral part of anty’s health care system, and as such it must
be an element of comprehensive health care plamsphspecific programmes concerning,
for instance, cancer, Aids or geriatrics.

Governments should have a needs assessmentstidymed that addresses the need for
services, for personnel of different levels of axige, and for training of different professions
(including volunteers).

On the basis of a needs assessment, natiomalgmmal governments need to design and
implement comprehensive rational palliative caretsgies in close collaboration with
professionals and patients and families, or trepresentatives.

As part of such strategies, governments shoddahtify legal, social, economic, cultural,
administrative and/or physical barriers in accesgdlliative care services. Initiatives and
programmes should be implemented in order to reduch barriers, which often lead to
inequalities.

Legislation should make opioids and other dragsessible in a range of formulations and
dosages for medical use. The fear of abuse shatldimder access to necessary and effective
medication. Countries may wish to consider whether will require new legislation or an
amendment to existing legislation.

It is recommended that, both at national armegibnal and local level, interdisciplinary focal
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groups or councils devoted to palliative care imirg patients, families and others be
constituted in order to maintain political and sbcattention. Preferably, such groups co-
operate with governments and other bodies in guttirplace the necessary policies.

In order to facilitate the monitoring of the tjtyaof palliative care, the constitution of a
uniform “minimum data set” (MDS) is necessary,eddt at national level.

Because of the importance of equity, speciansittn should be paid to palliative care for
underprivileged groups (for instance, prisonersé¢hwith learning disabilities, the homeless,
refugees) and to cultural and ethnic differencéated to the needs of patients. Equally
importantly, special attention should be paid tbigtie care for children.

Professional caregivers are entitled to a famuneration, and to recognition for the work
they do and for their competence.

A national annual report on organisation andcfioning of palliative care should be
published.

Quality improvement and research

The definition and adoption of indicators of dqualliative care assessing all dimensions of
care from the perspective of the patient shouldrim®uraged.

Clinical practice guidelines for palliative cabased on the best available evidence, should be
developed in a systematic way, with the participatf patients.

Continuous feedback on practices in the formro&udit is essential to quality control.

Even though scientific research in palliativeecanay pose specifically pressing ethical
problems, care services and medical interventi@ulshbe evaluated using proven scientific
methods, both qualitative and quantitative in maturhe focus of such studies should be
patient-related.

Collaborative research, both at national arieuabpean level, should be encouraged.

An observatory should be set up at national eegional level to collect, process and
disseminate reliable information on developmentand quality of palliative care.

Education and training

Both for research and for education, acadengiegrition of palliative care is important.
Palliative care should be included in all undadgate training of doctors and nurses.
Standard curricula should be established, as weatlostgraduate training and education, and
there should be training programmes for expertmihative care.

International co-operation on education showdtbcouraged, for example by establishing a
directory of palliative care units wishing to paigiate in twinning programmes.

All professionals and non-professionals involvied palliative care should be trained
appropriately for their task; they should receiveak levels of training concrete, insightful
and culturally sensitive instruction in palliatigare.

Education in palliative care should be both ntisciplinary and interdisciplinary.

Education in palliative care should be reguldditowed up, for instance in the form of
supervision.

Centres of reference should be set up in eaghtgofor teaching and training in palliative
care.

Ideally, there should be the following threedlisvof (continuing) education for professionals:
basic, intermediary and advanced education.

It is recommended that countries devote speaifiention to educating the general public
about all relevant aspects of palliative care.

The unjustified negative images concerning idgi@mong patients, families, professionals
and the public should be corrected, with the essexifferences between the clinical
applications and the potential for abuse beingss&eé, both in public campaigns and
professional education.
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VI. The family

1. The aim and the principle, in helping those eltmspatients (principally family members), are
to put to good use and to develop their abilitypting emotional and practical support to
patients, to adapt to the process, and to copeguigf and loss. Particular attention must be
paid to the prevention of and the treatment of eggion from exhaustion.

VIl.  Communicating with patient and family

1. Palliative care demands a climate, an attitude @ caregiver-patient relationship which
encourage openness in information to patients amdliés.

2. Professionals should take into account the &xtewhich patients wish to be informed about
their situation; in this regard, attention shouddgdaid to cultural differences.

3. Professionals should adapt the way in which tgese information to patients to the

emotional or cognitive barriers that are often agged with having an advanced and
progressive illness.

4, Where children are involved, either becausdeirtown illness or because of the illness of a
parent, communication should be adapted to theidsie

VIIl. Teams, teamwork and care planning

1. Palliative care is an interdisciplinary and nustifessional undertaking, most often involving
a physician and a nurse and other health care workbo have the expertise needed to
respond to the physical, psychological, and sgtiheeds of the patient and the family. The
functioning of such teams should be facilitated.

2. Decision-making, especially the making, monitgriand regular reviewing of individual
anticipatory care plans, should be shared betwhenpttient, the family and the team,
whenever this is appropriate, and complies fulljthwihe patients’ wishes. Appropriate
communication between the various services invol{@dative and palliative) should be
ensured.

3. Volunteers can be an important part of the tedimey do not take over the work of
professionals, but have their own contribution axgertise. The setting-up of volunteer
services, and the process of becoming a volurgeryld be facilitated.

4, All team members should be competent in thelesrand aware of the possibilities and
limitations of both their own role and that of théher members.
5. Receiving coherent messages from different pasgiders is crucial for the patient and the

family. Therefore, optimal information flows betweeare providers are essential in order to
avoid misunderstandings or discrepancies. It issatile to establish a leading co-ordinator,
preferably, depending on circumstances, the prirphggician.

6. All communication between professionals concegnpatients and families is subject to
professional secrecy, fully respecting the patgenight to medical secrecy and the families’
right to privacy.

7. Palliative care is usually very rewarding, bgually it can be very demanding. Therefore,
caring for the caregivers is an essential partadligiive care, and the occupational health of
those working in palliative care should be a foofipolicies.

IX. Bereavement
1. Bereavement care services should be offerdubsetwho are in need of support.
2. All professional workers in palliative care shbibe attentive to signs of complicated or

disturbed bereavement.
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. REC(2004)7
of the Committee of Ministers to member States
on organ trafficking

(Adopted by the Committee of Ministers on 19 M&420
at the 884 meeting of the Ministers’ Deputies)

The Committee of Ministers, under the terms of d&til5b of the Statute of the Council of
Europe,

Considering that the aim of the Council of Eurapéoi achieve greater unity between its members and
that this aim may be pursuedter alia, by the adoption of common action in the field oaltle;

Taking into account Resolution (78) 29 on harmdivsaof legislation of member states relating to
removal, grafting and transplantation of human tar=es and the final text of the 3rd Conference of
European Health Ministers (Paris, 16-17 NovembeB7)9and the World Health Organisation
Resolution WHA 42.5 condemning the purchase areldfabrgans of human origin;

Having regard to the Convention for the Protecobiruman Rights and Dignity of the Human Being
with regard to the Application of Biology and Meitie (ETS No. 164) and in particular to Articles
19 and 20 thereof;

Bearing in mind the requirements of the Additior@fotocol to the above convention on
Transplantation of Organs and Tissues of HumaniQrand in particular that Article 22 requires the
prohibition of organ and tissue trafficking; thattiéle 3 requires member states to have a transplan
system in place which allocates organs, and whepeoariate tissues, only to those on the official
waiting list; that Article 26 requires member state provide for appropriate sanctions to be applie
in the event of any infringement of the provisiamentained in the aforementioned protocol; that
Article 21 requires that the human body and itdpahall not, as such, give rise to financial gain
comparable advantage,

Considering that:

The universal shortage of organs and tissues @hpatients to a desperate search for a transplant
which may involve unacceptable practices from alleg ethical point of view;

Organ shortage can also encourage illegal orgamisato traffic human beings for the purpose of
organ transplantation, or to traffic organs obtdiae a result of inducement or coercion;

Organ trafficking may undermine public confidence drgan and tissue transplantation services,

decreasing the public’s disposition to legitimatgam donation, thereby exacerbating the shortage of
organs and tissues for transplantation,
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Recommends that the governments of member statéseroo with the requirements set out in the
appendix to this recommendation.

Appendix to Recommendation Rec(2004)7
Article 1 — Object

Member states should protect the dignity and idendif all persons and guarantee without
discrimination their fundamental rights and freedonith regard to organ and tissue transplantation.

Member states should make it clear to all that mrgafficking exploits human beings and is illegal,
and should take all possible measures to preveainarafficking (see Article 4).

Article 2 — Scope and definitions

1. The provisions of this recommendation shall applglt living persons and to the removal of
organs, tissues and cells from those recently decea

2. The provisions of this recommendation applicabletissues shall apply also to cells,
including haematopoietic stem cells.

3. The provisions of this recommendation do not applglood or blood derivatives.
4, For the purposes of this recommendation the temgeio and tissue trafficking” applies to:

» the transportation of a person to a place for ¢imaval of organs or tissues without his or
her valid consent;

» the transportation of a person to a place for #maval of organs or tissues with his or
her consent but in contravention of legislation adher controls in operation in the
relevant jurisdiction;

» the transplantation of removed organs and tisswdwther transported or not, in
contravention of legislation or other regulation®peration in the relevant jurisdiction or
in contravention of international legal instruments

5. For the purposes of this recommendation:

» the term “transplantation” covers the complptecess of removal of an organ or tissue
from one person and implantation of that orgarissue into another person, including all
procedures for preparation, preservation, storagdransportation;

« the term “removal” refers to removal from the baafyan organ or tissue intended for
transplantation, by a surgical procedure or by rotheans.

Article 3 — Prevention
Prevention of organ trafficking should be undertakean integrated way by:

. Improving organ and tissue availability by wellasished means such as those described in
the Council of Europe consensus document “Meetiegargan shortage: current status and
strategies for improvement of organ donation” (1999

. Approving a legal framework which strictly forbidsmy kind of commercialisation of the
human body and its parts consistent with the Cotimerfior the Protection of Human Rights



and Dignity of the Human Being with regard to thpplcation of Biology and Medicine
(ETS No. 164). Legislation should be extended tzens going abroad. However, medical
care should not be denied;

. Assuring the traceability of human organs and &ssthhrough the accreditation and control
of centres for procurement and/or transplantatisaye banks, and the follow up of patients;

. In the case of a living donor transplant, membeatest should provide for official
authorisation of all such transplants;

. In all cases where the living donor is a foreigtizen, the relevant officially recognised
bodies in the country of transplantation and inlibene country of the living donor must be
informed,

. In the case of a living donor, all payments to tlemor should be strictly prohibited and

considered a criminal offence.

This provision should not apply to payments whichnbt constitute a financial gain or a comparable
advantage, in particular:

- compensation of living donors for loss of earniragel any other justifiable expenses
caused by the removal or by related medical exaimims

- payment of a justifiable fee for legitimate mediocalrelated technical services rendered
in connection with transplantation;

- compensation in case of unjustified harm resulfiogn the removal of organs or tissues
from living donors.

Article 4 — Legal instruments

1. Member states should ensure that there are legiuments in place which prohibit the
trafficking of persons for the purpose of orgartissue transplantation and the trafficking of oigan
and tissues themselves.

2. Member states should ensure that those legal mstts prohibit:

» the removal of organs and tissues except in cemiresrcumstances recognised for the
purpose and by health professionals with appraptiaining and experience;

« the implantation of organs and tissues except imres or circumstances recognised for
the purpose and by health professionals with apatgptraining and experience;

» financial gain from the human body or parts of bloey intended for transplantation;

» advertising with the intention of securing persansorgans or tissues for trafficking or
for financial gain;

e organising or running an organisation or servia®lved in organ or tissue trafficking.

3. Member states shall ensure that legislation previde appropriate sanctions to be applied in
the event of any infringement of the provisiongto$ recommendation.

Article 5 — The transplantation system

1. Member states shall ensure the provision of a naliy recognised transplantation system
which guarantees equitable access to transplavitesr

2. National transplant waiting lists should be bksied in compliance with the Committee of
Ministers’ Recommendation Rec(2001)5 on the manageérof organ transplant waiting lists and
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waiting times.
3. The system shall ensure that:

» appropriate information is recorded on all orgamd tissues removed for the purposes of
transplantation;

« all organs, and where appropriate tissues, are albgated to persons who are on a
nationally recognised waiting list;

» appropriate information is recorded on all organd &ssues used for implantation or
other purposes;

» information on the risks associated with organsioled illegally is provided.

4, The information provided should ensure tracégbffom donor to recipient but shall be
collected, processed and communicated in accordaitbeegulations relating to confidentiality and
personal data protection.

Article 6 — International co-operation

1. Organ trafficking is a universal problem. Therefanteernational co-operation is required to
combat it.
2. Member states should ensure full co-operation \aithother states and with international

agencies, including law enforcement agencies, demto combat organ trafficking, and apply the
sanctions provided for in this recommendation tp &rson or entity involved in organ trafficking.

3. Member states should present a full report of diegations or instances of organ trafficking
within their territory to the Secretary Generattoé Council of Europe.

Article 7 — Information for the general public

Member states should ensure that the general pighiidly informed about organ trafficking and the
penalties which may be incurred. In particular:

» accurate information about organ and tissue domatind transplantation should be
provided,;

» organ and tissue donation should be promoted atveobehaviour that contributes to
saving lives and improving the health of many peppl

» false reports on organ trafficking may alarm thaegal public and adversely affect organ
and tissue donation and should be refuted.
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. REC(2004)8
of the Committee of Ministers to member States
on autologous cord blood banks

(Adopted by the Committee of Ministers on 19 M&420
at the 884 meeting of the Ministers’ Deputies)

The Committee of Ministers, under the terms of @etil5b of the Statute of the Council of
Europe,

Considering that the aim of the Council of Europetd achieve greater unity between its
members and that this aim may be pursue@y alia, by the adoption of common action in
the field of health;

Taking into account Resolution (78) 29 on harmaiosaof legislation of member states
relating to removal, grafting and transplantatiémoman substances and the final text of the
3rd Conference of European Health Ministers (Pa6s17 November 1987);

Having regard to the European Convention for thadetion of Human Rights and Dignity of
the Human Being with regard to the Application é6lBgy and Medicine (ETS No. 164) and
in particular to Articles 19 and 20 thereof;

Having regard to the Additional Protocol to the @emtion on Human Rights and Dignity of
the Human Being with regard to the Application dblBgy and Medicine concerning the
Transplantation of Organs and Tissues of Humanil©O(TS No. 186);

Considering that:

The principal current use of blood cells collectgdhe time of birth from the umbilical cord

(cord blood) is the collection of haematopoieticogenitor cells (HPC) that can be

transplanted into patients with acquired or congéniiseases of the bone marrow. It is likely
that such cells will, in the future, constitute aluable source of cell therapies for the
treatment of a wide range of diseases;

Cord blood stored only for autologous use, thathg, the donor or his or her immediate
family, is only very rarely used. Furthermore, thés no scientific evidence that umbilical
cord blood can be stored for long enough to bengfuse to the vast majority of donors. Such
storage could limit altruistic donation and therdiogit the possibility of treating those in

need;

The unregulated collection of blood at the timeboth could distract the staff caring for
mother and child at a critical time;
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Even if it is the case that these children dohim future, develop diseases requiring an HPC
transplant, there is evidence to suggest thatgtagerable to use allogeneic transplantation to
achieve the “graft vs. tumor effect” in hematoladidiseases. In cases of congenital disease
and in some leukaemias with intrauterine cell martes, autologous HPC transplantation is
contraindicated:;

The health services of member states should omlyige their citizens with proven clinical
and cost effective therapies as resources are slivayed;

With the aim of ensuring the availability of tratept treatments for an increasing number of
people,

Recommends to the member states that,

1. If cord blood banks are established, they shbeldbased on altruistic and voluntary cord
blood donation and used for allogeneic transpl@riand related research;

2. The promotion of donation for autologous use tedestablishment of cord blood banks
for autologous use should not be supported by mesthtes or their health services;

3. Accurate information should be provided to thepydation about the advantages and
disadvantages of cord blood banks;

4. Where autologous cord blood banks are beingokesttad, the promotional material or
information provided to families must be accurated fully informed consent to cord blood
storage must be obtained;

5. Autologous cord blood banks that are being distarl must meet the quality and safety
standards set out in the Council of Europe's Gtadgafety and quality assurance for organs,
tissues and cells.
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. REC(2004)10
of the Committee of Ministers to member States

concerning the protection of the human rights andgaity of persons with mental disorder

(Adopted by the Committee of Ministers on 22 Sdpte2004
at the 898 meeting of the Ministers’ Deputies)

Preamble
The Committee of Ministers, under the terms of @etil5b of the Statute of the Council of Europe,

Considering that the aim of the Council of Européoi achieve a greater unity between its members,
in particular through harmonising laws on mattdrsammon interest;

Having regard, in particular:

- to the Convention for the Protection of Human H&gand Fundamental Freedoms of 4
November 1950 and to its application by the orgestablished under that Convention;

- to the Convention for the Protection of Humanh®&gand Dignity of the Human Being with
regard to the Application of Biology and MedicinéCénvention on Human Rights and
Biomedicine”) of 4 April 1997;

- to Recommendation No. R (83)2 concerning thellpgatection of persons suffering from
mental disorder placed as involuntary patients;

- to Recommendation No. R (87)3 on the EuropeasoRiRules;

- to Recommendation No. R (98)7 concerning thecattdnd organisational aspects of health
care in prison;

- to Recommendation 1235 (1994) of the Parliamgrasembly of the Council of Europe on
psychiatry and human rights;

Having regard to the work of the European Committeghe Prevention of Torture and Inhuman or
Degrading Treatment or Punishment;

! When adopting this decision, the Permanent Repiatiaee of the United Kingdom indicated that, ircaiance
with Article 10.2c of the Rules of Procedure foe tineetings of the Ministers' Deputies, he resetivedight of his
Government to comply or not with the Recommendadi®a whole.
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Having regard to the public consultation on thetgetion of the human rights and dignity of persons
suffering from mental disorder, initiated by the&ing Committee on Bioethics;

Considering that common action at European levilpgdmote better protection of the human rights
and dignity of persons with mental disorder, intjgaitar those subject to involuntary placement or
involuntary treatment;

Considering that both mental disorder and certaatinents for such disorder may affect the essence
of a person’s individuality;

Stressing the need for mental health professidoadb& aware of such risks, to act within a reguiato
framework and to regularly review their practice;

Stressing the need to ensure that persons withaidrgorder are never emotionally, physically,
financially or sexually exploited;

Conscious of the responsibility of mental healtbfessionals to guarantee, as far as they arethile,
implementation of the principles enshrined in thgsielelines;

Recommends that the governments of member statagdshdapt their laws and practice to the
guidelines contained in this recommendation;

Recommends that the governments of member stateddsreview their allocation of resources to
mental health services so that the provisions @$¢rguidelines can be met.
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GUIDELINES

Chapter | — Object and scope

Article 1 — Object

1. This recommendation aims to enhance the proteabf the dignity, human rights and
fundamental freedoms of persons with mental digorde particular those who are subject to
involuntary placement or involuntary treatment.

2. The provisions of this recommendation do noftlion otherwise affect the possibility for a
member state to grant persons with mental disadeider measure of protection than is stipulated in
this recommendation.

Article 2 — Scope and definitions

Scope

1. This recommendation applies to persons with aledisorder defined in accordance with
internationally accepted medical standards.

2. Lack of adaptation to the moral, social, poditior other values of a society, of itself, should
not be considered a mental disorder.

Definitions

3. For the purpose of this recommendation, the:term

- “competent body” means an authority, or a perspmody provided for by law which is
distinct from the person or body proposing an iowtéry measure, and that can make an independent
decision;

- “court” includes reference to a court-like bodytribunal;

- “facility” encompasses facilities and units;

- “personal advocate” means a person helping tmpt® the interests of a person with mental
disorder and who can provide moral support to geason in situations in which the person feels

vulnerable;

- “representative” means a person provided foravy 1o represent the interests of, and take
decisions on behalf of, a person who does not tteseapacity to consent;

- “therapeutic purposes” includes prevention, disigy control or cure of the disorder, and
rehabilitation;

- “treatment” means an intervention (physical ayghological) on a person with mental
disorder that, taking into account the person’saalimension, has a therapeutic purpose in retatio
to that mental disorder. Treatment may include mmesssto improve the social dimension of a
person’s life.
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Chapter Il — General provisions
Article 3 — Non-discrimination
1. Any form of discrimination on grounds of mentédorder should be prohibited.

2. Member states should take appropriate measaretniinate discrimination on grounds of
mental disorder.

Article 4 — Civil and political rights

1. Persons with mental disorder should be entttdezkercise all their civil and political rights.

2. Any restrictions to the exercise of those rigétisuld be in conformity with the provisions of
the Convention for the Protection of Human Rightsl #undamental Freedoms and should not be
based on the mere fact that a person has a mésdadielr.

Article 5 — Promotion of mental health

Member states should promote mental health by eagng the development of programmes to
improve the awareness of the public about the pitéae recognition and treatment of mental
disorders.

Article 6 — Information and assistance on patientstights

Persons treated or placed in relation to mentalrdes should be individually informed of their righ

as patients and have access to a competent pardmay independent of the mental health service,
that can, if necessary, assist them to understadiéxercise such rights.

Article 7 — Protection of vulnerable persons with nental disorders

1. Member states should ensure that there are misohs to protect vulnerable persons with
mental disorders, in particular those who do nethhie capacity to consent or who may not be able

to resist infringements of their human rights.

2. The law should provide measures to protect, @/tagpropriate, the economic interests of
persons with mental disorder.

Article 8 — Principle of least restriction

Persons with mental disorder should have the tiglie cared for in the least restrictive environtnen
available and with the least restrictive or intmesireatment available, taking into account theilth
needs and the need to protect the safety of others.

Article 9 — Environment and living conditions

1. Facilities designed for the placement of persaith mental disorder should provide each
such person, taking into account his or her sthtesalth and the need to protect the safety ofrethe
with an environment and living conditions as cl@sepossible to those of persons of similar age,
gender and culture in the community. Vocationahi@litation measures to promote the integration of
those persons in the community should also be geali

2. Facilities designed for the involuntary placetmehpersons with mental disorder should be
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registered with an appropriate authority.
Article 10 — Health service provision
Member states should, taking into account availeddeurces, take measures:

i. to provide a range of services of appropriatalityi to meet the mental health needs of
persons with mental disorder, taking into accoulma dliffering needs of different groups of such
persons, and to ensure equitable access to sudbeser

il. to make alternatives to involuntary placememid ato involuntary treatment as widely
available as possible;

iii. to ensure sufficient provision of hospital fiies with appropriate levels of security and of
community-based services to meet the health nefepisrsons with mental disorder involved with the
criminal justice system;

iv. to ensure that the physical health care negégeisons with mental disorder are assessed and
that they are provided with equitable access teices of appropriate quality to meet such needs.

Article 11 — Professional standards

1. Professional staff involved in mental healthvesss should have appropriate qualifications
and training to enable them to perform their rolghim the services according to professional
obligations and standards.

2. In particular, staff should receive appropri@sning on:

i. protecting the dignity, human rights and fune@amal freedoms of persons with mental
disorder;

ii. understanding, prevention and control of viaen

iii. measures to avoid the use of restraint orissoh;

iv. the limited circumstances in which different thneds of restraint or seclusion may be
justified, taking into account the benefits andksientailed, and the correct application of such
measures.

Article 12 — General principles of treatment for mental disorder

1. Persons with mental disorder should receivetrireat and care provided by adequately
qualified staff and based on an appropriate indi@ily prescribed treatment plan. Whenever possible
the treatment plan should be prepared in consoftatiith the person concerned and his or her
opinion should be taken into account. The plan khdae regularly reviewed and, if necessary,
revised.

2. Subject to the provisions of chapter Il andidles 28 and 34 below, treatment may only be
provided to a person with mental disorder withdndier consent if he or she has the capacity te giv
such consent, or, when the person does not haveafyeity to consent, with the authorisation of a
representative, authority, person or body providedy law.

3. When because of an emergency situation the ppate consent or authorisation cannot be
obtained, any treatment for mental disorder thahéslically necessary to avoid serious harm to the
health of the individual concerned or to proteet safety of others may be carried out immediately.
Article 13 — Confidentiality and record-keeping

1. All personal data relating to a person with raémtisorder should be considered to be
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confidential. Such data may only be collected, pssed and communicated according to the rules
relating to professional confidentiality and perslotata protection.

2. Clear and comprehensive medical and, where pppte, administrative records should be
maintained for all persons with mental disordercpthor treated for such a disorder. The conditions
governing access to that information should berlgtespecified by law.

Article 14 — Biomedical research

Biomedical research on a person with mental disorsleould respect the provisions of this
recommendation and the relevant provisions of thev€ntion on Human Rights and Biomedicine, its
additional Protocol on Biomedical Research andadtiier legal provisions ensuring the protection of
persons in research contexts.

Article 15 — Dependants of a person with mental desder

The needs of family members, in particular childreno are dependent on a person with mental
disorder should be given appropriate consideration.

Chapter Il — Involuntary placement in psychiatric facilities, and involuntary treatment, for
mental disorder

Article 16 — Scope of chapter I1I

The provisions of this chapter apply to person$wiental disorder:

i. who have the capacity to consent and are refuia placement or treatment concerned; or
ii. who do not have the capacity to consent andddjecting to the placement or treatment
concerned.

Article 17 — Criteria for involuntary placement

1. A person may be subject to involuntary placenaniy if all the following conditions are
met:

i the person has a mental disorder;

ii. the person’s condition represents a significasit of serious harm to his or her health or to
other persons;

iii. the placement includes a therapeutic purpose;

iv. no less restrictive means of providing appraggicare are available;
V. the opinion of the person concerned has beamtaito consideration.
2. The law may provide that exceptionally a pers@y be subject to involuntary placement, in

accordance with the provisions of this chapter, tteg minimum period necessary in order to
determine whether he or she has a mental disdnderepresents a significant risk of serious harm t
his or her health or to others if:

i. his or her behaviour is strongly suggestivewth a disorder;

ii. his or her condition appears to represent sudkk;

iii. there is no appropriate, less restrictive meaf making this determination; and
iv. the opinion of the person concerned has bakentinto consideration.



Article 18 — Criteria for involuntary treatment
A person may be subject to involuntary treatmety drall the following conditions are met:

i the person has a mental disorder;

il. the person’s condition represents a significasit of serious harm to his or her health or to
other persons;

iii. no less intrusive means of providing approteieare are available;

iv. the opinion of the person concerned has bd@ntato consideration.

Article 19 — Principles concerning involuntary treament
1. Involuntary treatment should:
i. address specific clinical signs and symptoms;

ii. be proportionate to the person’s state of ealt
iii. form part of a written treatment plan;

iv. be documented;

V. where appropriate, aim to enable the use otrireat acceptable to the person as soon as
possible.

2. In addition to the requirements of Article 1aldove, the treatment plan should:

i. whenever possible be prepared in consultatiai wie person concerned and the person’s
personal advocate or representative, if any;

il. be reviewed at appropriate intervals and, ifcessary, revised, whenever possible in
consultation with the person concerned and hisopkrsonal advocate or representative, if any.

3. Member states should ensure that involuntagtinent only takes place in an appropriate
environment.

Article 20 — Procedures for taking decisions on imiuntary placement and/or involuntary
treatment

Decision

1. The decision to subject a person to involunalacement should be taken by a court or
another competent body. The court or other compéiaty should:

i. take into account the opinion of the person eoned;
ii. act in accordance with procedures provided &y based on the principle that the person
concerned should be seen and consulted.

2. The decision to subject a person to involuntaeatment should be taken by a court or
another competent body. The court or other compéiaaty should:

i. take into account the opinion of the person eoned;
il. act in accordance with procedures provided &y based on the principle that the person
concerned should be seen and consulted.

However, the law may provide that when a pers@ulgect to involuntary placement the decision to

subject that person to involuntary treatment mayaken by a doctor having the requisite competence
and experience, after examination of the persocemred and taking into account his or her opinion.
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3. Decisions to subject a person to involuntarg@haent or to involuntary treatment should be
documented and state the maximum period beyondhywhixording to law, they should be formally
reviewed. This is without prejudice to the persaights to reviews and appeals, in accordance with
the provisions of Article 25.

Procedures prior to the decision
4, Involuntary placement, involuntary treatmentttoir extension should only take place on the
basis of examination by a doctor having the retpiisompetence and experience, and in accordance

with valid and reliable professional standards.

5. That doctor or the competent body should cortholte close to the person concerned, unless
the person objects, it is impractical to do sat @ inappropriate for other reasons.

6. Any representative of the person should be méat and consulted.

Article 21 — Procedures for taking decisions on imuntary placement and/or involuntary
treatment in emergency situations

1. Procedures for emergency situations should eatded to avoid applying the procedures set
out in Article 20.

2. Under emergency procedures:

i. involuntary placement or involuntary treatmehosld only take place for a short period of
time on the basis of a medical assessment apptepoidhe measure concerned,;

ii. paragraphs 5 and 6 of Article 20 should be cliedpwith as far as possible;

iii. decisions to subject a person to involuntalgcement or to involuntary treatment should be
documented and state the maximum period beyondhwhixording to law, they should be formally
reviewed. This is without prejudice to the persamghts to reviews and appeals, in accordance with
the provisions of Article 25.

3. If the measure is to be continued beyond thergeney situation, a court or another
competent body should take decisions on the retewaasure, in accordance with Article 20, as soon
as possible.

Article 22 — Right to information

1. Persons subject to involuntary placement or lumntary treatment should be promptly
informed, verbally and in writing, of their rightsd of the remedies open to them.

2. They should be informed regularly and approplyadf the reasons for the decision and the
criteria for its potential extension or termination

3. The person’s representative, if any, should bésgiven the information.
Article 23 — Right to communication and to visits ®persons subject to involuntary placement
The right of persons with mental disorder subjedhtoluntary placement:

i. to communicate with their lawyers, represenedior any appropriate authority should not be
restricted. Their right to communicate with theargonal advocates or other persons should not be

-13¢-



unreasonably restricted;
il. to receive visits should not be unreasonabgfrieted, taking into account the need to protect
vulnerable persons or minors placed in or visiingsychiatric facility.

Article 24 — Termination of involuntary placement and/or involuntary treatment

1. Involuntary placement or involuntary treatmemb@d be terminated if any of the criteria for
the measure are no longer met.

2. The doctor in charge of the person’s care shbaldesponsible for assessing whether any of
the relevant criteria are no longer met unlessuatdwas reserved the assessment of the risk afuseri
harm to others to itself or to a specific body.

3. Unless termination of a measure is subject tticjal decision, the doctor, the responsible
authority and the competent body should be abl@ke action on the basis of the above criteria in
order to terminate that measure.

4, Member states should aim to minimise, wherevessiple, the duration of involuntary
placement by the provision of appropriate aftercamices.

Article 25 — Reviews and appeals concerning the ldulness of involuntary placement and/or
involuntary treatment

1. Member states should ensure that persons suigjenivoluntary placement or involuntary
treatment can effectively exercise the right:

i. to appeal against a decision;

ii. to have the lawfulness of the measure, or @stiouing application, reviewed by a court at
reasonable intervals;

iii. to be heard in person or through a personaloadte or representative at such reviews or
appeals.

2. If the person, or that person’s personal adeooatrepresentative, if any, does not request
such review, the responsible authority should imfathe court and ensure that the continuing
lawfulness of the measure is reviewed at reasorateegular intervals.

3. Member states should consider providing thequergith a lawyer for all such proceedings
before a court. Where the person cannot act fordritmerself, the person should have the right to a
lawyer and, according to national law, to free legia. The lawyer should have access to all the
materials, and have the right to challenge theendd, before the court.

4, If the person has a representative, the reptathee should have access to all the materials,
and have the right to challenge the evidence, bafer court.

5. The person concerned should have access theathaterials before the court subject to the
protection of the confidentiality and safety of etk according to national law. If the person has no
representative, he or she should have accessittaas® from a personal advocate in all procedures
before a court.

6. The court should deliver its decision promptfyit identifies any violations of the relevant
national legislation it should send these to thevant body.

7. A procedure to appeal the court’s decision ghbel provided.
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Chapter IV — Placement of persons not able to consein the absence of objection

Article 26 — Placement of persons not able to constein the absence of objection

Member states should ensure that appropriate poogi€xist to protect a person with mental disorder
who does not have the capacity to consent and wlorisidered in need of placement and does not
object to the placement.

Chapter V — Specific situations

Article 27 — Seclusion and restraint

1. Seclusion or restraint should only be used pregriate facilities, and in compliance with the

principle of least restriction, to prevent immindmrm to the person concerned or others, and in
proportion to the risks entailed.

2. Such measures should only be used under meglipalrvision, and should be appropriately
documented.
3. In addition:

i. the person subject to seclusion or restraintikhbe regularly monitored;
ii. the reasons for, and duration of, such measshesild be recorded in the person’s medical
records and in a register.

4, This article does not apply to momentary restrai
Article 28 — Specific treatments

1. Treatment for mental disorder that is not airmeg@roducing irreversible physical effects but
may be particularly intrusive should be used ohiya less intrusive means of providing appropriate
care is available. Member states should ensurdtibaise of such treatment is:

i. subject to appropriate ethical scrutiny;

il. in accordance with appropriate clinical prottscaeflecting international standards and
safeguards;

iii. except in emergency situations as referrednArticle 12, with the person’s informed,

written consent or, in the case of a person whe do¢ have the capacity to consent, the authooisati
of a court or competent body;

iv. fully documented and recorded in a register.

2. Use of a treatment for mental disorder withdira of producing irreversible physical effects
should be exceptional, and should not be used énctimtext of involuntary placement. Such a
treatment should only be carried out if the personcerned has given free, informed and specific
consent in writing. The treatment should be fulbcdmented and recorded in a register, and used
only:

i. in accordance with the law;

ii. subject to appropriate ethical scrutiny;

iii. in accordance with the principle of least radton;

iv. if an independent second medical opinion agteasit is appropriate; and

V. in accordance with appropriate clinical protacaokflecting international standards and
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safeguards.
Article 29 — Minors

1. The provisions of this recommendation shouldhapp minors unless a wider measure of
protection is provided.

2. In decisions concerning placement and treatnvemether provided involuntarily or not, the
opinion of the minor should be taken into consitleraas an increasingly determining factor in
proportion to his or her age and degree of maturity

3. A minor subject to involuntary placement sholidve the right to assistance from a
representative from the start of the procedure.

4, A minor should not be placed in a facility in ialin adults are also placed, unless such a
placement would benefit the minor.

5. Minors subject to placement should have thetrigha free education and to be reintegrated
into the general school system as soon as posdibpmssible, the minor should be individually
evaluated and receive an individualised education&aining programme.

Article 30 — Procreation

The mere fact that a person has a mental disoraeid not constitute a justification for permanent
infringement of his or her capacity to procreate.

Article 31 — Termination of pregnancy

The mere fact that a person has a mental disohderdd not constitute a justification for terminatio
of her pregnancy.

Chapter VI — Involvement of the criminal justice system
Article 32 — Involvement of the police

1. In the fulfilment of their legal duties, the ma should coordinate their interventions with

those of medical and social services, if possibith the consent of the person concerned, if the
behaviour of that person is strongly suggestivenehtal disorder and represents a significant risk o
harm to him or herself or to others.

2. Where other appropriate possibilities are nailable the police may be required, in carrying
out their duties, to assist in conveying or retngnpersons subject to involuntary placement to the
relevant facility.

3. Members of the police should respect the digaitgd human rights of persons with mental
disorder. The importance of this duty should be leasfsed during training.

4, Members of the police should receive approptiai@ing in the assessment and management

of situations involving persons with mental disatdehich draws attention to the vulnerability of
such persons in situations involving the police.
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Article 33 — Persons who have been arrested
If a person whose behaviour is strongly suggestiveental disorder is arrested:

i. the person should have the right to assistarare & representative or an appropriate personal
advocate during the procedure;

il. an appropriate medical examination should bedoazted promptly at a suitable location to
establish:

a. the person’s need for medical care, including pgtdc care;
b. the person’s capacity to respond to interrogation;
C. whether the person can be safely detained in eaifthhcare facilities.

Article 34 — Involvement of the courts

1. Under criminal law, courts may impose placenantreatment for mental disorder whether
the person concerned consents to the measure.dviapstber states should ensure that the person can
effectively exercise the right to have the lawfasef the measure, or its continuing application,
reviewed by a court at reasonable intervals. Thergprovisions of chapter Ill should be taken into
account in such placements or treatments; any ppheation of those provisions should be
justifiable.

2. Courts should make sentencing decisions cormugrplacement or treatment for mental
disorder on the basis of valid and reliable stadslaf medical expertise, taking into considerattomn
need for persons with mental disorder to be treated place appropriate to their health needs. This
provision is without prejudice to the possibiliggcording to law, for a court to impose psychiatric
assessment and a psychiatric or psychologicalpraggamme as an alternative to imprisonment or to
the delivery of a final decision.

Article 35 — Penal institutions

1. Persons with mental disorder should not be stildgediscrimination in penal institutions. In
particular, the principle of equivalence of care¢hvthat outside penal institutions should be retgzec
with regard to their health car€hey should be transferred between penal institugiod hospital if
their health needs so require.

2. Appropriate therapeutic options should be aléaldor persons with mental disorder detained
in penal institutions.

3. Involuntary treatment for mental disorder shautd take place in penal institutions except in
hospital units or medical units suitable for treatment of mental disorder.

4, An independent system should monitor the treatraed care of persons with mental disorder
in penal institutions.

Chapter VII — Quality assurance and monitoring
Article 36 — Monitoring of standards

1. Member states should ensure that compliance tivittstandards set by this recommendation
and by mental health law is subject to appropmadaitoring. That monitoring should cover:

i. compliance with legal standards;
ii. compliance with technical and professional slznadls.
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2. The systems for conducting such monitoring stroul

i. have adequate financial and human resourcesrform their functions;

il. be organisationally independent from the auties or bodies monitored,;

iii. involve mental health professionals, lay paersgpersons with mental disorder and those close
to such persons;

iv. be coordinated, where appropriate, with otkdgwant audit and quality assurance systems.

Article 37 — Specific requirements for monitoring
1. Monitoring compliance with standards should tig:

i. conducting visits and inspections of mental tie#dcilities, if necessary without prior notice,
to ensure:

a. that persons are only subject to involuntary gtaent in facilities registered by an
appropriate authority, and that such facilities suable for that function;
b. that suitable alternatives to involuntary placebae provided;

il. monitoring compliance with professional obligats and standards;

iii. ensuring powers exist to investigate the deatlpersons subject to involuntary placement or
involuntary treatment, and that any such deatloidiad to the appropriate authority and is subject
an independent investigation;

iv. reviewing situations in which communication Heesn restricted;

V. ensuring that complaints procedures are provadetlcomplaints responded to appropriately.
2. Appropriate follow-up of the results of monitagi should be ensured.

3. In respect of persons subject to provisions ehtal health law, the persons conducting

monitoring should be entitled:

i. to meet privately with such persons, and withititonsent or that of their representatives,
have access to their medical file at any time;

ii. to receive confidential complaints from suchrgmns;

iii. to obtain from authorities or staff respongitfbr the treatment or care of such persons any
information that may reasonably be considered rsacgsfor the performance of their functions,
including anonymised information from medical regtsor

Article 38 — Statistics, advice and reporting

1. Systematic and reliable anonymised statistid@armation on the application of mental health
law and on complaints should be collected.

2. Those responsible for the care of persons wéhtad disorder should:

i. receive from those responsible for quality aseae and monitoring:
a. regular reports, and where possible publish thegerts;
b. advice on the conditions and facilities approgriet the care of persons with mental
disorder;
ii. respond to questions, advice and reports aiiom the quality assurance and monitoring
systems.

3. Information on the implementation of mental flegdw and actions concerning compliance
with standards should be made available to thei@ubl
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. REC(2006)4
of the Committee of Ministers to member States

on research on biological materials of human origin

(Adopted by the Committee of Ministers on 15 M2@b6
at the 958 meeting of the Ministers’ Deputiés)

Preamble
The Committee of Ministers, under the terms of @etil5b of the Statute of the Council of Europe,

Considering that the aim of the Council of Europehie achievement of greater unity between its
members and that one of the methods by which fnisia pursued is the maintenance and further
realisation of human rights and fundamental freegjom

Considering that one of the aims of the Convention the Protection of Human Rights and
Fundamental Freedoms (ETS No. 5) is the protectiqrivate life;

Considering that the aim of the Convention on HuniRights and Biomedicine (ETS No. 164,
hereinafter referred to as “the Convention”) anditef Additional Protocol concerning biomedical
research (CETS No. 195), as defined in Article Iboth instruments, is to protect the dignity and
identity of all human beings and guarantee everyamighout discrimination, respect for their
integrity and other rights and fundamental freedamth regard to the application of biology and
medicine;

Considering that progress in medical and biologscé&nces, in particular advances obtained through
biomedical research, including research udii@ogical materials donated in a spirit of solitiar
contributes to saving lives and improving their lifjya

Conscious of the fact that the advancement of bilbcaé science and practice is dependent on
knowledge and discovery which necessitates resesr¢tuman beings and research involving the use
of biological materials of human origin;

Stressing that such research is often transdiseipliand international;

Taking into account the current and planned devetyp of collections and banks biological
materials at national level,

! When adopting this decision, the Permanent Repiatiaee of the United Kingdom indicated that, ircaiance
with Article 10.2c of the Rules of Procedure foe tineetings of the Ministers' Deputies, he resetivedight of his
Government to comply or not with the Recommendadi®a whole.
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Taking into account national and international pesfonal standards in the area of biomedical
research and the previous work of the Committeliafsters and the Parliamentary Assembly of the
Council of Europe in this field;

Convinced that biomedical research that is contratyuman dignity and human rights should never
be carried out;

Stressing that the paramount concern should benttection of the human being whose biological
materials are removed, stored or used for research;

Recalling thatesearch on biological materials should be cawigidreely subject to the provisions of
this recommendation and the other legal provisarmsiring the protection of the human being;

Emphasising that the interests and welfare of tiradn being whose biological materials are used in
research shall prevail over the sole interest ofetp or science;

Affirming that particular protection shall be givéa human beings who may be vulnerable in the
context of research;

Recognising that every person has the right tomocoerefuse to contribute to biomedical research
and that no one should be forced to contributé to i

Stressing the importance of appropriate and traegpgovernance of biological materials stored for
research purposes;

Stressing that population biobanks developed orb#sts of donations of biological materials made
in a spirit of solidarity should not be monopolidgdsmall groups of researchers;

Resolving to take such measures as are necessaafdguard human dignity and the rights and
fundamental freedoms of the individual with regerdiomedical research on biological materials of
human origin,

Recommends that the governments of member statgd Hieir laws and practices to the guidelines
contained in appendix to this recommendation andpte the establishment of practice guidelines to
ensure compliance with the provisions containetthin appendix;

Entrust the Secretary General of the Council ofoarto transmit this recommendation to the
governments of the non-member states of the Cooh&lurope which have been invited to sign the
Convention on Human Rights and Biomedicine, toEeopean Community and to the international
organisations participating in the work of the Caliof Europe in the fields of bioethics.
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Appendix to Recommendation Rec(2006)4

GUIDELINES

CHAPTER |
Object, scope and definitions

Article 1 — Object

Member states should protect the dignity and idermtd all human beings and guarantee everyone,
without discrimination, respect for their integrityight to private life and other rights and
fundamental freedoms with regard to any researekrged by this recommendation.

Article 2 — Scope

1. This recommendation applies to the full rangeredgearch activities in the health field
involving the removal of biological materials ofrhan origin to be stored for research use.

2. It also applies to the full range of researctiviies in the health field involving the use of
biological materials of human origin that were rem for a purpose other than that mentioned in the
previous paragraph; this includes material remdweed previous research project.

3. This recommendation does not apply to embryandtfoetal tissues.

4, The use of biological material of human origiaynbe accompanied by the use of associated
personal data.

Article 3 — Identifiability of biological materials

Biological materials referred to in Article 2 mag lwentifiable or non-identifiable:

i. Identifiable biological materialsire those biological materials which, alone czambination

with associated data, allow the identification loé fpersons concerned either directly or through the

use of a code.

In the latter case, the user of the biological mal®may either:

a. have access to the code: the materials are bereaferred to as “coded materials”; or

b. not have access to the code, which is under thé&ratoof a third party: the material are
hereafter referred to as “linked anonymised matetia

ii. Non-identifiable biological materials hereafter referred to as “unlinked anonymised

materials”, are those biological materials whidiona or in combination with associated data, do not

allow, with reasonable efforts, the identificatiointhe persons concerned.

CHAPTER Il
General provisions

Article 4 — Codes of good practice

Member states should promote the establishmermag<of good practice to ensure compliance with
the provisions of this recommendation.



Article 5 — Risks and benefits

1. The risks for the persons concerreattd, where approprigtéor their family, related to
research activitiesn particular the risks to private lifshould be minimised, taking into account the
nature of the research activity. Furthermore, thiides should not be disproportionate to the paaént
benefit of the research activities.

2. Possible risks for the individuals in the sameug as the person concerned should also be
taken into consideration in this context.

Article 6 — Non-discrimination

Appropriate measures should be taken, in the &mge of research activities, to avoid discriminatio
againstor stigmatisation of, a person, family or group.

Article 7 — Prohibition of financial gain
Biological materials should not, as such, give tesénancial gain.
Article 8 — Justification of identifiability

1. Biological materials and associated data shbeldinonymised as far as appropriate to the
research activities concerned.

2. Any use of biological materials and associatkda in an identified, coded, or linked
anonymised form should be justified by the research

Article 9 — Wider protection
None of the provisions of this recommendation stiolé interpreted as limiting or otherwise
affecting the possibility for a member state tongrawider measure of protection than is stipulated

this recommendation.

CHAPTER 1lI
Obtaining biological materials for research

Article 10 — Obtaining biological materials for regarch

1. Biological materials should be obtained for egsh in accordance with the provisions of this
chapter.
2. Information and consent or authorisation to wbtuch materials should be as specific as

possible with regartb any foreseen research uses and the choicealaleaih that respect.
Article 11 — Interventions on a person
An intervention should only be carried out to obtéiological materials for storage for research

purposes if it complies with the Additional Protbconcerning biomedical research (CETS No. 195,
2005).
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Article 12 — Residual biological materials

1. Biological materials removed for purposes ottien storage for research should only be
made available for research activities with appedprconsent cauthorisation, or in accordance with
the provisions of Article 22 paragraph L1.ii.

2. Whenever possible, information should be givewd @onsent or authorisation requested
beforebiological materials are removed.

Article 13 — Biological materials removed after deth

1. Biological materials should not be removed fritva body of a deceased person for research
activities without appropriate consent or authditsa

2. Biological materials should not be removed q@pdied for research activities if the deceased
person is known to hawbjected to it.

CHAPTER IV
Collections of biological materials

Article 14 — Principles applicable to all collectios of biological materials

1. The person and/or institution responsible ferdbllection should be designated.

2. The purpose(s) of a collection should be specifiede principles of transparency and
accountability should govern its management, indlgdaccess to and use and transfer of its

biological materials and disclosure of information.

3. Each sample of biological material in the cdil@t should be appropriately documented,
including information on any relevant consent ahatsation.

4, Clear conditions governing access to, and usthefsamples should be established.

5. Quality assurance measures should be in plackiding conditions to ensure security and
confidentiality during storage and handling of tielogical materials.

Article 15 — Right to change the scope of, or to Widraw, consent or authorisation

1. When a person has provided consent to storageenttifiable biological materials for
research purposes, the person should retain the tigwithdraw or alter the scope of that consent.
The withdrawal or alteration of consestiould not lead to any form of discrimination aghithe
person concerned, in particular regarding the tigimedical care.

When identifiable biological materials are storenl fesearch purposes only, the person who has
withdrawn consent should have the right to havethia manner foreseen by national law, the
materials either destroyed @mdered unlinked anonymised.

2. Where authorisation has been given on behalfagberson not able to consent, the
representative, authority, person or body provitedby law should have the rights referred to in
paragraph 1 above.

3. Where a person on whose behalf authorisationbbas given attains the capacity to give
consent, that person should have the rights reféoré paragraph 1 above.
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Article 16 — Transborder flows

Biological materials and associated personal datald only betransferred to another stafethat
state ensures atequate level of protection.

CHAPTER V
Population biobanks

Article 17 — Scope of chapter V

1. A population biobank is a collection of biologicmaterials that has the following
characteristics:

i. the collection has a population basis;

ii. it is established, or has been converted, tppbu biological materials or data derived
therefrom for multiple future research projects;

iii. it contains biological materials and assoaiafeersonal data, which may include or be linked
to genealogical, medical and lifestyle data andctvimay be regularly updated;

iv. it receives and supplies materials in an orgadiimanner.

2. Population biobanks should meet the requiremsett®ut in this chapter in addition to those
of chapter IV.

3. Member states should consider applying the pions of this chapter to collections that have
some, but not all, of the characteristics specifieparagraph 1.

Article 18 — Independent examination

A proposal to establish, or to convert a collectiona population biobank should be subject to an
independent examination of its compliance withghavisions of this recommendation.

Article 19 — Oversight of population biobanks
1. Each populationbiobank should besubject to independent oversight particular to

safeguard the interests and rights of the personsecned in the context of the activities of the
biobank.

2. Regular audits should be conducted of the impleation of procedures on access to, and use
of, samples.

3. Procedures should be developed for the traasigifor the closure of a populatibiobank.

4, Populationbiobanks should publish reports on their past alahred activities at least

annually, or more frequently if appropriate.
Article 20 — Access to populatiorbiobanks

1. Member states should take appropriate measurefadilitate access by researchers to
biological materials and associated dgttared in population biobanks.

2. Such access should be subject to the conditadsdown in this recommendation; it may
also be subject to othappropriate conditions.
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CHAPTER VI
Use of biological materials in research projects

Article 21 — General rule

Research omiological materials should only be undertakent iisiwithin the scope of the consent
given by the person concernéithe person concerned mphace restrictions on the use of his or her
biological materials.

Article 22 — Identifiable biological materials

1. If the proposed use of identifiabbéological materials in a research project is nahin the
scope of prior consent, if any, given by the personcerned, reasonable efforts should be made to
contact the person in order to obtain consentdé@tbposed use.

ii. If contacting the person concerned is not passivith reasonable efforts, these biological
materials should only be used in the research gragabject to independent evaluation of the
fulfilment of the followingconditions:

a. the research addresses an important scientifcdst;

b. the aims of the research could not reasonablydiéewed using biological materials for
which consentan be obtainedind

C. there is no evidence that the person concenasdexpressly opposed such research use.

2. The person concerned may freely refuse corisettiie use in a research project of his or her

identifiable biological materials, or withdraw cems, at any time. Refusal to give consemnt the
withdrawal of consenghould not lead to any form of discrimination agéithe person concerned, in
particular regarding the right to medical care.

Article 23 — Unlinked anonymised biological materi¢s

1. Unlinked anonymised biological materials mayused in research provided that such use
does not violate any restrictions placed by thesgerconcerned prior to the anonymisation of the
materials.

2. Anonymisation should be verified by an approprigédew procedure

Article 24 — Independent review

1. Research should only be undertaken if the rebgaoject has been subject to an independent
examination of its scientific merit, including assment of the importance of the aim of the research
and verificationof its ethical acceptability. National law may dilstially require approval by a
competent body.

2. Member states should apply the provisions caoriegrethics committees contained in chapter
Il of the Additional Protocol concerning biomedicasearch (CETS No. 195, 2005) to the review of

research within the scope of this recommendation.

3. Review procedures may be adapted to the nafutreaesearch and the extent to whibh
persons concerned could be identified from theildgiical materials or associated data.
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Article 25 — Confidentiality and right to informati on

The principles of chapter VIl (confidentiality areght to information) of the Additional Protocol
concerning biomedical research should be applieahtoresearch project using biological materials
and associated personal data.

CHAPTER VII
Re-examination of the recommendation

Article 26 — Re-examination of the recommendation

This recommendation should be re-examined not riwae five years after its adoption, notably in
the light of the experience acquired in the impletagon of its guidelines
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. REC(2009)11
of the Committee of Ministers to member States

on principles concerning continuing powers of attoey and advance directives for
incapacity

(Adopted by the Committee of Ministers on on 9 Bbex 2009
at the 1073rd meeting of the Ministers' Deputies)

The Committee of Ministers, under the terms of @etil5b of the Statute of the Council of
Europe,

Considering that the aim of the Council of Européoi achieve a greater unity between its
member states, in particular by promoting adoptibcommon rules in legal matters;

Noting that demographic changes have resulted in@easing number of elderly people who
have become incapable of protecting their intefd@gt®ason of an impairment or
insufficiency of their personal faculties;

Noting that there continue to be other circumstanicevhich adults become incapacitated;

Having regard to relevant instruments of the Cdurfdeurope, including the Convention for
the Protection of Human Rights and Fundamentaldemas (ETS No. 5, 1950), the
Convention on Human Rights and Biomedicine (Ovi€dmvention, ETS No. 164, 1997) and
Recommendation Rec(2006)5 of the Committee of Ningsto member states on the Council
of Europe Action Plan to promote the rights and galticipation of people with disabilities

in society: improving the quality of life of peophdth disabilities in Europe 2006-2015;

Having regard to the Hague Convention on the l@tiiwnal Protection of Adults (2000) and
the United Nations Convention on the Rights of Besswith Disabilities (2006);

Bearing in mind the relevant case law of the Euanp@ourt of Human Rights;

Agreeing that Recommendation No. R (99) 4 of then@ittee of Ministers to member states
on principles concerning the legal protection @fipable adults is a valuable and up-to-date
international instrument containing detailed guittaand general advice on legal rules

dealing with measures of protection of such adults;

Noting that the above recommendation and the ksl of the member states concerning
adults with incapacity strongly promotes self-detigation and autonomy;

Considering that self-determination is essentiakspecting the human rights and dignity of
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each human being;

Noting that in some member states continuing powkadtorney are a preferred alternative to
court decisions on representation;

Noting that legislation on continuing powers obatiey and advance directives has recently
been passed or proposed in some member states;

Noting that in legal systems where continuing p@adrattorney and advance directives are
available, adults of all ages increasingly makeafgaem;

Recognising that there are considerable dispabgéseen the legislation of member states as
regards these issues;

Building upon the principles of subsidiarity and necessity contained in Recommendation No. R (99) 4
and supplementing it with principles on self-determination,

Recommends that governments of member states peasalftdetermination for capable
adults by introducing legislation on continuing pere/ of attorney and advance directives or
by amending existing legislation with a view to igqpenting the principles contained in the
appendix to this recommendation.

Appendix to Recommendation CM/Rec(2009)11

Part | — Scope of application

Principle 1 - Promotion of self-determination

1. States should promote self-determination foabégpadults in the event of their future
incapacity, by means of continuing powers of aggrand advance directives.

2. In accordance with the principles of self-deti@ation and subsidiarity, states should
consider giving those methods priority over otheasures of protection.

Principle 2 — Definition of terms used in the preset recommendation
1. A “continuing power of attorney” is a mandateem by a capable adult with the
purpose that it shall remain in force, or enteo ifntrce, in the event of the granter’s

incapacity.

2. The “granter” is the person giving the contirqupower of attorney. The person
mandated to act on behalf of the granter is refeloeas the “attorney”.

3. “Advance directives” are instructions givenwishes made by a capable adult
concerning issues that may arise in the eventobhher incapacity.
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Part Il — Continuing powers of attorney

Principle 3 — Content

States should consider whether it should be pas$ibla continuing power of attorney to
cover economic and financial matters, as well adthewelfare and other personal matters,

and whether some particular matters should be d&dlu

Principle 4 — Appointment of attorney

1. The granter may appoint as attorney any perdammhe or she considers to be
appropriate.
2. The granter may appoint more than one attorndyn@ay appoint them to act jointly,

concurrently, separately, or as substitutes.

3. States may consider such restrictions as areetteecessary for the protection of the
granter.

Principle 5 — Form
1. A continuing power of attorney shall be in wrgi

2. Except in states where such is the general theedocument shall explicitly state that
it shall enter into force or remain in force in #aeent of the granter’s incapacity.

3. States should consider what other provisionsna@chanisms may be required to
ensure the validity of the document.

Principle 6 — Revocation

A capable granter shall have the possibility taokevthe continuing power of attorney at any
time. Principle 5, paragraph 3, is applicable.

Principle 7 — Entry into force

1. States should regulate the manner of entryfortte of the continuing power of
attorney in the event of the granter’s incapacity.

2. States should consider how incapacity shoulddbermined and what evidence should
be required.

Principle 8 — Certification, registration and notification

States should consider introducing systems offation, registration and/or notification
when the continuing power of attorney is grantestpked, enters into force or terminates.
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Principle 9 — Preservation of capacity

The entry into force of a continuing power of atiy shall not as such affect the legal
capacity of the granter.

Principle 10 — Role of the attorney

1. The attorney acts in accordance with the comtqmpower of attorney and in the
interests of the granter.

2. The attorney, as far as possible, informs amdwts the granter on an ongoing basis.
The attorney, as far as possible, ascertains &ed &ccount of the past and present wishes
and feelings of the granter and gives them dueersp

3. The granter’s economic and financial matters asdar as possible, kept separate from
the attorney’s own.

4. The attorney keeps sufficient records in ordetdmonstrate the proper exercise of his
or her mandate.

Principle 11 — Conflict of interest

States should consider regulating conflicts ofgrenter’s and the attorney’s interests.
Principle 12 — Supervision

1. The granter may appoint a third party to sugertie attorney.

2. States should consider introducing a systenupéiwvision under which a competent
authority is empowered to investigate. When aoriadly is not acting in accordance with the
continuing power of attorney or in the interestshaf granter, the competent authority should
have the power to intervene. Such interventiorhinigclude terminating the continuing
power of attorney in part or in whole. The compétuthority should be able to act on
request or on its own motion.

Principle 13 — Termination

1. States should consider under which circumstaac@mntinuing power of attorney
ceases to have effect.

2. When a continuing power of attorney ceases Ve leffect in part or in whole, the
competent authority should consider which measoir@sotection might be taken.

Part Il — Advance directives

Principle 14 — Content
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Advance directives may apply to health, welfare athetr personal matters, to economic and
financial matters, and to the choice of a guardséwould one be appointed.

Principle 15 — Effect
1. States should decide to what extent advancetiies should have binding effect.
Advance directives which do not have binding efdwuld be treated as statements of wishes

to be given due respect.

2. States should address the issue of situationsitisa in the event of a substantial
change in circumstances.

Principle 16 — Form

1. States should consider whether advance directime certain types of advance
directives should be made or recorded in writingténded to have binding effect.

2. States should consider what other provisions medhanisms may be required to
ensure the validity and effectiveness of those acwalirectives.

Principle 17 — Revocation

An advance directive shall be revocable at any ame without any formalities.



COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RECOMMENDATION NO. REC(2010)6
of the Committee of Ministers to member States
on good governance in health systems

(Adopted by the Committee of Ministers on 31 M&@h0
at the 1081st meeting of the Ministers’ Deputies)

The Committee of Ministers, under the terms of @etil5b of the Statute of the Council of
Europe,

Recalling the Warsaw Declaration (2005) whereiis istated that: “effective democracy and
good governance at all levels are essential fowgmting conflicts, promoting stability,
facilitating economic and social progress”;

Having regard to its Recommendation CM/Rec(20079p7 miember states on good
administration, its Recommendation No. R (2000pa&Godes of conduct for public officials,
and its Recommendation No. R (97) 17 on the devedop and implementation of quality
improvement systems (QIS) in health care, whereemiver states are encouraged to create,
where appropriate, policies and structures thapedpghe development and implementation
of such systems;

Building on the achievements of the Council of Bagan fighting corruption, notably by the
Group of States against Corruption (GRECO), andhpting good administration;

Bearing in mind the contributions brought to theldiof good governance in health systems
by, in particular, the European Healthcare Fraud &orruption Network (EHFCN) and
Transparency International;

Noting the relevance of the World Health Organgsas resolutions and decisions, in
particular the Ljubljana Charter on reforming heatare (1996), the Health for All Policy
Framework (2005) and the Tallinn Charter: Healtkt&mns for Health and Wealth (2008);

Recognising that good governance should be driwethé fundamental values of human
rights, the rule of law and democracy;

Recalling Part | of the European Social Chartevigexl) (ETS No. 163) which provides that
the Parties thereto accept as the aim of theicypotdo be pursued by all appropriate means
both national and international in character, ttti@imment of conditions in which the right of
everyone to benefit from any measures enablingtbienjoy the highest possible standard of
health attainable may be effectively realised;

Recalling the Convention on the Protection of HurRaghts and Dignity of the Human Being
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with regard to the Application of Biology and Meitie: Convention on Human Rights and
Biomedicine (ETS No. 164), in particular:

- Article 1 on the protection of the dignity and idign of all human beings and on
guaranteeing everyone, without discrimination, eesgor their integrity and other rights
and fundamental freedoms;

- Article 2 on the primacy of the interests and wefaf the human being over the sole
interest of society;

- Article 3 on the equitable access to health cargppfopriate quality;

- Article 4 stating that any intervention in the tikafield must be carried out in
accordance with relevant professional obligatiam$ standards;

- Article 28 stipulating that the fundamental quessicaised by the developments of

biology and medicine are the subject of approprigtblic discussion and that their

possible application is made the subject of appatgconsultation; and
Chapter V on scientific research;

Considering that there are values of good govemaviich are particularly important in the
context of health systems, namely universalityidsoity and equity;

Recognising that the key principles of good goveceain public services have a special
relevance for health systems, in particular trarepey, participation, accountability,
effectiveness, efficiency and quality;

Recognising that good governance in health systamsot be achieved without a long-term
strategy and a commitment to achieving politicabitlmacy, social cohesion and
sustainability;

Bearing in mind that decision-making processes lshbe participatory and transparent to all
stakeholders, in particular for citizens;

Recognising the importance of promoting a cultdrgamd governance, as well as developing
capacities for policy analysis, advocacy and iretarial action for health;

Considering that policy making and planning shob#l informed by the best knowledge
available on the issues at hand, including contigios from all relevant disciplines and
experiences;

Recognising that a good governance system shoufdaico built-in mechanisms for
monitoring and evaluation, as well as performargsessment of the health system based on
clear objectives;

Considering that policy making for health systerilse other public governance, should
incorporate health impact assessments applied wittiin health services and in relation to
the determinants of health in other policies whiah influence health;

Considering that ethical aspects play a particulamhportant role in achieving good

governance in health systems by fostering a cuhfirategrity and finding appropriate ways
of framing codes of conduct, monitoring good goagice, managing conflicts of interest and
taking measures to prevent and counter fraud amdon;
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Considering that the good governance principlestimeed above apply to the public and
private sectors of the health system and to akltewf governance (national, regional and
local) following the principle of subsidiarity byodusing on an optimal division of tasks
between the relevant levels,

A. Recommends that governments of member statemddue regard to their specific
national, regional or local structures and respeatesponsibilities:

I take appropriate steps to ensure good governarfoeaith systems that is based on:

- fundamental values of human rights, the ruleaaf &nd democracy;

principles underpinning health systems such agewsality, solidarity and equity;

- good governance principles for public servicesansparency, accountability,
effectiveness, efficiency, and quality;

- ensuring that these values and principles shqguide practical action taken at all
levels and dimensions of the health system inclydithucation, training and monitoring;

il. respond rapidly and effectively to the changing we&d economic and social
environment by ensuring the planning and developneéninstitutional and human good
governance capacities;

iii. develop and adopt a set of ethical principles &alth system governance, with special
emphasis on the structural determinants, legigajividelines and codes of conduct in health
systems, which aim to prevent and counter corraptimanage conflicts of interest and

monitor good governance;

iv. support an active dissemination of this recommeadatnd its explanatory report,
targeting in particular policy makers, public adisiration staff and organisations involved in
decision making within the health system;

V. take necessary steps to implement the guidelinagaiced in the appendix to this
recommendation.

B. Entrusts the European Health Committee (CDSP)mianitor and evaluate the
implementation of the recommendation in membeestat

Appendix to Recommendation CM/Rec(2010)6

GUIDELINES

These guidelines contain:

- a general framework for codes of conduct in the héth sector (attachment I);

- a general framework for monitoring governance in tte health sector (attachment

I); and
- an example of a good governance assessment matrix.
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l. Laws and regulations for the good governance o health system based on
fundamental values and principles

1. In all member states, the legislative framewafrlany given health system should be
based on the three fundamental values of the Cbuh&urope: human rights and human
dignity, the rule of law and democracy. To this @ddbe added the right to health protection
built on the principles of universality, equity asaolidarity.

2. Each member state, taking into account the rewamdations of the Council of
Europe’s High-Level Task Force on Social Cohesiorthe 21st century, should develop a
value-based good governance framework for its hesgitem, which should:

- be based on the key principles of accountabilitgnsparency, sustainability and
respect for patients’ rights;

- target the prevention of corruption and fosteuture of countering it;

- concentrate efforts on improving the manageménooflicts of interest;

- appeal to the shared responsibility of all stakeérs in society.

3. Member states are encouraged to put into planeratoring system to systematically
assess the contribution and adequacy of govermaechanisms, such as legislation, policies
and regulatory activities aimed at achieving thalgof good governance.

Il. Promoting codes of conduct for good governancef a health system

4. Considering the complexity and the professiomature of health services, health
legislation in all member states should be comphdet by clear and explicit codes of
conduct and other self-regulatory tools.

5. Codes of conduct should be developed for diffiestakeholders in the health sector,
such as administrators, managers, policy makeo$egsionals and their organisations, as well
as for all health-related industries, including thedia.

6. Codes of conduct should include effective meidmas for their implementation,
monitoring and enforcement.

7. Codes of conduct for health professionals shidhlide specific clauses on conflicts
of interest.
8. Governments of member states should promsuéject to national law and the

principles of good public policy, the adoption afdes of conduct for good governance in
health systems based on the framework presentthichment | to this appendix.

Ill.  Monitoring good governance of a health systems
9. Explicit values and principles of good goverrasbould become an integral part of a
health system, and a shared vision for all stakkdrelshould be developed in order to enable

their implementation and assessment.

10. Member states are encouraged to develop asseissiools to monitor good
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governance in health systems. The overall objestioe monitoring good governance should
be threefold:

i. to measure governance in health systems ati@naatis well as organisational level,
il. to monitor the impact of governance from thegpectives of all stakeholders;

iii. to raise awareness and promote a common utaelislg of governance in health
systems.

11.  Assessment frameworks should be based on tmeige that improved governance
influences all other health system functions, whicturn results in improved performance of
the health system and ultimately leads to bettattineoutcomes. Therefore the framework
could consist of the following components:

- values: human rights, rule of law and democracy;

principles: universality, equity and solidarity;

- governance mechanisms: planning, decision makirggulation, control and
evaluation;

- outcomes: transparency, accountability, accesaticppation, effectiveness and
efficiency.

An example for a possible general framework for itwsimg governance in the health sector
is presented in attachment Il to this appendix.

IV.  Managing conflicts of interest in health systera

12. Member states should proactively attempt totileareas where conflicts of interest

in relation to the health system may arise, anpréwent and counter such conflicts, whether
caused by public officials or by non-public age(gsvate sector), by ensuring that private
interests do not interfere with the performanceudilic or private health-related duties.

13. Special attention should be paid to conflictsirderest of those holding public
responsibilities. Appropriate legislation shoule@réfore be developed and a culture in public
administration fostered requiring public officiaésbe accountable and personally responsible.
Public officials should:

- be alert to any actual or potential conflict wferest, including nepotism;
- take steps to avoid such conflict;
disclose any conflict of interests as soon asrtghe becomes aware of its existence;
comply with any final decisions to withdraw frothe situation or to divest him/or
herself of the advantage causing the conflict;
- declare whether or not he or she has a conflictterest.

14.  All candidates applying for employment in théblic service sector should be required
to declare any possible conflict of interest, anavjsion should be made to resolve any such
conflict in due time before the appointment is ded.

15. At all levels of the health system there shdutdadequate regulatory and specific

organisational measures making it possible to tletaaflicts of interest and to take legal or
other actions. This should be managed at individoatitutional and national levels.
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16.  Any potential conflict of interests related ¢tinical research activities should be
registered and monitored by an independent auyhdmitormation should include all relevant
financial and non-financial benefits. Clinical rasgh should be monitored by research ethics
committees.

17. Scientific and vocational activities, includingntinuous medical education intended
for health professionals should be organised i suway as to guarantee their integrity and
avoid influence from commercial interests.

18. There should be legal provisions for compuldorgncial disclosure of expenditures
made by commercial healthcare insurers, healthmanéders or health-related industries for
marketing their products and services. Such davaldhbe publicly available with the same
level of detail as that requested for researchdavelopment.

V. A good governance framework against fraud and aouption

19. Fraud and corruption should be explicitly defirand tackled in all relevant regulatory
frameworks at every level of the health system, ingakt an integral part of all health
regulations.

20. Member states should consider establishingnaependent anti-corruption body,
covering all sectors of activities, at nationaldevSuch a body should be able to take legal
and other actions should the need arise.

21. To foster a culture of integrity and thus tevyant corruption, fraud and nepotism, a
comprehensive and systemic strategy should beateplThis strategy should include:

- specific guidelines for transparency and enfgramechanisms at every level of the
health system, from national to individual instituial level,

- a high level of political priority and public vislity for the fight against corruption
and fraud,

- provisions for professional investigation and lpubeporting of all cases of detected
or alleged health system fraud and corruption;

- arrangements for the possible enforcement of ipleltsanctions, such as civil,
criminal and/or disciplinary processes, should tmealystem fraud and corruption be
proved;

- a system of compensation for the resources éosatid and corruption, and the return
of the recovered losses;

- a national reporting system with periodic repamsthe progress made against fraud
and corruption.

VI.  Preparing health-related professionals for goodgovernance: the education and
training of health professionals, administrators, nanagers and policy makers in value-
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based good governance in health systems

22. Governments of member states should promotéd#zeof establishing a framework
for the education and training of health-relatedfggsionals to include the acquisition of
adequate competences for good governance andeaffimanagement of health institutions
and programmes.

23. Member states should ensure that a competesttgpaduate training institution is
available at national level, as well as in larggioas, with links to both academic and health
administrations. Such an institution should coniiébto the dissemination of developments in
public health and health-service research, asasedlerving as a resource for the development,
reform and evaluation of health systems.

* * %
ATTACHMENT | TO THE GUIDELINES

General framework for codes of conduct in the healt sector
(as referred to in paragraph 8 of the Guidelines)

1. Introduction

2. Values and ethical references

3. Legal framework of reference

4. Example of areas to be regulated by a code of ainduhe health sector

NB.Not all areas are applicable to all situations. Toveler of the items does not reflect
priority ranking. The list is non-exhaustive ané fkems are for illustrative purposes only.

a. Good professional practice
i Respect for the dignity of people (employeesigods, customers)

il. Honesty and confidentiality
iii. Keeping up-to-date professional competence

iv. Use of the best scientific evidence
V. Compliance with accepted standards
Vi. Compliance with regulations and legislation
vii.  Awareness of the needs, demands and expetsabibthe population, patients
and  customers
viii.  Co-operation with colleagues
iX. Spirit of moderation, reconciliation, toleranaed appeasement
b. Use of resources of the service/system

I Cost-effectiveness practice in the use of resesir
il. Avoiding using public resources for private gai
iii. Prevention of fraud and corruption
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Handling of conflict of interests in the best imstrof patients and population, whether

Economic, or
Non-economic

Proper access, sharing and use of information

Research of any information necessary for denisnaking
Duty to disclose all relevant information tcetpublic and authorities
Duty to provide information to patients witkgpect to their needs and

preferences

Handling of gifts and benefits

Existence of an explicit policy concerning gifts
Transparency regarding gifts received fromiiegted parties

Research-related topics

Clinical trials (Helsinki Declaration)
Truthful claims of research potential
Patient consent with full disclosure of risks

Relationships with other actors in the health gecto

iv.

V.

Vi,
Vil.

Colleagues and other health professionals

Patients and their families

Insurers, third-party payers

Health-related industries (pharmaceutical, foadivertisement, cosmetic,
medical devices, etc.), and other interest groups

Government officers of health and other secfpotice)

Patients and self-help organisations, NGOs, etc

Media

Good corporate governance of health institutiomgises/centres

Issues of multiculturalism, tolerance and respect

Enforcement of the code of conduct

Recognition of violations

Composition of the body responsible for dealingwahforcement
Transparency of procedures and public scrutiny

Complaints system

Updating, monitoring and development of the codeosfduct

Process of development of codes of conducts: ivé@aownership, legitimacy
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b. Comprehensiveness
C. Limitations of codes of conduct
d. Codes of conduct and legislation

* * %

ATTACHMENT Il TO THE GUIDELINES

General framework for monitoring governance in thehealth sector
(as referred to in paragraph 12 of the Guidelines)

1. Introduction: a conceptual framework to define,rpote and monitor accountability in
the field of health policy as both a means of eingugood governance and as a preventive
measure against corruption and other negativesssue

2. Values and principles underpinning the framewotknan dignity, equity, solidarity
and professional ethics as articulated in the [auna Charter on Reforming Health Care
(World Health Organisation, 1996) and the World Bgovernance indicators.

3. Scope of the conceptual framework: organisatimegjional, national and
international monitoring.

4. Objectives of monitoring:

- to serve as a reference framework that can beeooeenmon instrument for
measuring governance in health systems at intemadtinational and organisational level,

- to observe the impact of governance from thepestsves of all stakeholders;

- to raise awareness, build public confidence|ifate learning and promote a common
understanding of good governance in health systems.

5. Governance mechanisms: recent work carried ougXample, by the WHO and in
Canada (Cirano project), demonstrates that a nuofbeechanisms can be used in exercising
political, economic and administrative authoritytiie management of health systems. This
includes mechanisms for planning, resource managgmiecision making, providing
incentives, control, monitoring and evaluation.

6. Examples of areas to be covered by the assessnadti (see table below):

a. control of corruption — measuring the ability oditet institutions and agencies
to tackle fraud and prevent corruption;

b. transparent and participatory decision making mees — measuring the level
and quality of the equal involvement of all stakieleos in decision-making
processes;

C. accountability — measuring the impact of existinguagements established to
achieve accountability for performance;

d. rule of law — measuring the effective compliancéhwules and laws;

e. open reporting — measuring the openness and wikisg of governing bodies

to present and share information publicly.
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Assessment process:

a. establish an expert group/observatory for goveraancnitoring;

b. data collection, using a variety of sources, incigdexisting databases and
information such as the World Bank governance mics and the European
Observatory on Health Systems and Policies, or WRé@ional Office for

Europe;

C. self-assessment, including performance indicatodssairveying key
stakeholders using questionnaires;

d. reporting and dissemination of findings, througteractive web portals.

Enforcement of the framework:

composition of a body responsible for dealingwénhforcement;
transparency of process; and
public reporting.



An example of a good governance assessment matrix

Principle Governance | Key outcomes Outcome Indicators Questions
mechanism

Transparency | Decision Transparent decisions are Central register for Does a central register for
making decisions in which the lobbyists lobbyists exist in this member

decision maker clearly state?
presents to others the National guidelines for
motivation behind the consultation process Has the member state
decisions and explains the produced a national set of
reasoning leading to the Complaint and redress guidelines to ensure
conclusion (i.e. the actual mechanism to address transparency in consultative
decision) concems processes?
Privileged access for Does a complaint and redress
industry interests mechanism exist?
undermines public trust
Are inspection reports available
to the public?

Participation Decision Participatory decision Patients’ representation | Are patients’ views represented
making making implies that each at board level of state at board level of the member

actor has a say in decisions | agencies, for example states’ health agencies or
directly proportional to the the national institute for institutions?

degree to which the health and welfare

particular decision affects

him or her

Accountability | Regulatory Accountability for Systematic approach to | Do national standards exist
interventions — | performance is relevant at assure quality and safety | which aim to assure quality and
monitoring all levels, from policy safety in heaith services?

making to clinical practice Code of conduct to
govemn the behaviour of | Does the member state have a
health administrators and | national code of conduct for
clinical practitioners administrators and clinical -
practitioners?

Efficiency Regulatory Achieving greater efficiency | Member states’ activities | Have particular institutions or
interventions — | and better value for money | to detect and counteract | agencies been established to
monitoring is a key govemance fraud and corruption tackle fraud and corruption?

objective

Capacity for independent
technology assessment

Do member states’ agencies or
institutions participate in the
European Healthcare Fraud
and Corruption Network
(EHFCN)?

Do these institutions have a
capacity for independent
assessment?
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RESOLUTION ResAP(2007)2
of the Committee of Ministers to member States

on good practices for distributing medicines via harder which protect patient safety and
the quality of the delivered medicine

(Adopted by the Committee of Ministers on 5 Sepe2®07
at the 100% meeting of the Ministers’ Deputiés)

The Committee of Ministers, in its composition reeged to the representatives of the states members
of the Partial Agreement in the Social and Pubkalh Field

Recalling Resolution (59) 23 of 16 November 1953tmextension of the activities of the Council of
Europe in the social and cultural fields;

Having regard to Resolution (96) 35 of 2 Octobe®6Lgevising the Partial Agreement in the Social
and Public Health Field, whereby it revised theidires of the Partial Agreement and resolved to
continue, on the basis of revised rules replachuse set out in Resolution (59) 23, the activities
hitherto carried out and developed by virtue ot tiesolution, these being aimed in particular at:

- raising the level of health protection of consumiersts widest sense, including a constant
contribution to the harmonisation — in the fieldppbducts having a direct or indirect impact
on the human food chain as well as in the fieldgestticides, pharmaceuticals and cosmetics —
of legislation, regulations and practices governiog the one hand, quality, efficiency and
safety controls for products, and, on the othedh#me safe use of toxic or noxious products;

- integrating people with disabilities into the commity: definition — and contribution to
implement it at European level — of a model cohepeticy for people with disabilities, which
takes account, simultaneously, of the principledullf citizenship and independent living;
contribution to eliminate barriers to integratiomhatever their nature: psychological,
educational, family-related, cultural, social, msdional, financial or architectural;

Having regard to action carried out by the Coun€iEurope over several years for the purposes of
harmonising legislation and practices in the pulilealth field, including those with a view to
promoting the safety, quality and effectivenesmetlicines and their appropriate use in society;

! When adopting this decision, the Permanent Repiaiaee of the United Kingdom indicated that, ircaiance
with Article 10.2c of the Rules of Procedure foe tineetings of the Ministers' Deputies, he resetivedight of his
Government to comply or not with the Recommendadi®a whole.

2 Austria, Belgium, Bulgaria, Cyprus, Finland, FranGermany, Ireland, Italy, Luxembourg, Netherlamdsrway,
Portugal, Slovenia, Spain, Sweden, Switzerlandlmted Kingdom.
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Recalling Committee of Ministers’ Resolution Res28{1)2 concerning the pharmacist’s role in the
framework of health security, which, in paragrapfd@&w attention to certain practices related ® th
Internet, as well as illicit importation and illdgiistance sales, that may compromise the guararftee
the quality, safety and efficacy of medicines oa tinarket;

Having regard to the aim of the Committee of Expenmh Pharmaceutical Questions (P-SP-PH) to
develop a simple user-oriented, easily availableé arcessible information guide to help citizens to
select amongst the deluge of information on mediginoducts, appropriate modes of prescription and
distribution, which resulted in a core messagedifareloping user-oriented guidanadfered to Partial
Agreement health authorities;

Taking into account that this effort, however, bagn and remains insufficient, and considering that

- Internet trade and mail-order trade in medicinesehzeen growing during recent years;

- criticism of mail-order trade in medicines dealssthowith the dangers of the illegal sale of
medicines via the Internet, which may often be t¢edait, whereas the legal trade in medicines
via mail order is often overlooked;

- this does not take account of the fact that malkotrade in medicines is permitted in many
countries;

- in December 2003 the European Court of Justice@European Communities issued a ruling
(C-322/01) with implications for the current legisbn of European Union member states on mail-
order trade in non-prescription medicirfes;

- pharmacies will, therefore, increasingly make ut¢he possibility of selling medicines via
mail order;

- as a consequence, consumers and pharmacists wemsogply medicines to patients by mail
order are more than ever confronted with questidrise quality of mail-ordered medicines;

- it is, therefore, necessary to proceed with theeliggment and implementation of good
practices for the distribution of medicines by maitler to ensure patient safety and quality of
medicines and to fulfil the stipulations of Res@utResAP(2001)2, paragraph 9.

Having regard to Committee of Ministers’ ResolutidtesAP(2007)1 on the classification of
medicines as regards their supply, superseding liReso ResAP(2000)1 on the classification of
medicines which are obtainable only on medical gipson, which recommends to member states, in
the absence of uniform legislation on the supplynedicines, to apply the general provisions on the
supply conditions of medicines as set out in Re2ABT)1, to accept its annually revised appendices,
to adopt the general provisions relating to minimaformation to be included in prescriptions and to
supply information on a regular basis concernirgrthtional legal classification of medicirtes;

Having regard to Committee of Ministers’ Recommeimia Rec(2004)17 on the impact of
information technologies on health care — the paténd Internet, which focuses on the use of the
Internet for medical purposes;

Considering that the above recommendation doeslemtwith adequate quality and safety standards
with regards to mail-order trade in medicines, Wwhaonstitute an indispensable aspect of patients’
safety;

Noting that illegal mail-order trade in medicines donstantly increasing leading to a considerable
hazard for patient safety, namely the distributdrounterfeit medicines;

1 http://www.coe.int/t/e/social_cohesion/soc-sp/tedtformation Sources.tif — Medicines and the finé: user-oriented guidance.

2
European Court of Justice ruling of December 1032@ the case C-322/01 Deutscher Apothekerverieavidvs. 0800 DocMorris NV
and Jacques Waterval.

3
http://www.coe.int/t/e/social_cohesion/soc-sp/Heéitformation Sources.tif: — Medicines and the in&z.
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Taking into account that mail-order trade in metka is by and large marketed via the Internet, lwhic
is uncontrollable and used as a platform for médlegal offers of medicines, be they for prescriptio
only medicines or medicines available without priggion, stem from doubtful sources of supply, and
be of substandard or uncontrollable quality (faample, counterfeit);

Considering that the only way to protect the puliam such illegal offers is to help to differeriga
these easily from legal offers which bear a cleatgntifiable legal imprint, and that information a
pharmacy website should therefore be understandaghi@ble and specific;

Noting that Article 5 of Directive 2000/31/EC oreetronic commerce, and the European Commission
Communication on quality criteria for health rethteebsites of 29 November 2002 (COM (2002)
667) address the relevant information to be praVifte marketing offers on the Internet, but do not
deal with quality and safety standards to be usedihil-order trade in medicines;

Having in mind the current practices and legislatiegarding mail-order trade in medicines in the
European Union, the European Economic Area andz8vgind;

Considering that quality and safety standards tabglied when carrying out mail-order trade in
medicines often differ from country to country,ase sometimes not regulated at all;

Taking the view that patients’ safety is paramoang that, if permitted, mail-order trade in menes
therefore requires clear quality and safety staiglaith a reliable legal basis, and that membédesta
should for this reason enable the implementatioaraf further adaptation to the state of the art of
adequate regulations;

Considering that such regulations should be harseahat European level because of their increasing
cross-border nature;

Recommends that the governments of the membersstatie Partial Agreement in the Social and

Public Health Field implement the requirements eoning the standards according to which mail-

order trade in medicines can take place safely mathtain patient safety and the quality of the

supplied medicines, namely standards pertainingni as set out in the appendix to the present
resolution:

- delivery methods and related responsibilities;

- counselling and information for the patient;

- mandatory notification;

- conditions for sale and distribution;

- exclusion of unsuitable medicines from mail-ordade;

- marketing and advertising;

- handling of prescriptions for mail orders of préstion-only medicines;

- establishment of focal points and their role andtigbution to international co-operation;
- measures to follow up on offences.

Each government, however, remains free to adoiptestrregulations.
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Appendix to Resolution ResAP(2007)2

1. Scope of application

This resolution should serve countries which permitplan to permit, mail-order trade in medicines
as a frame of reference for the criteria and safttgdards which should be abided by when sucke trad
is carried out.

2. Definition

“Mail-order trade in medicines” is understood astaice sellingf medicines by an authorised person
to an individual patient/consumer who ordered th{physical part). Mail-order trade in medicines is
by and large marketed via the Internet (virtuabpar

3. Pharmacy

As the operation of mail-order pharmacies couldatiye benefit, particularly with respect to
counselling patients, if it were linked with comnityrpharmacies, mail-order trade in medicines sthoul
take place from pharmacies open to the public. $nacte in medicines could also take place fromrothe
retailers if they are permitted to sell certain roiges in the member state in question.

4. Person responsible for delivery

Mail-order trade in medicines should be carriedyuadequately licensed persons only.

5. Delivery

A quality assurance system for the delivery oftiedicines should be established and maintained. Thi
system should ensure:

a. adequate packaging, transportation and deliveihe medicine ensuring that its quality and
effectiveness are preserved,;

b. delivery to the person ordering or an individoaiminated by this person;
C. the possibility to track and trace deliveries.
6. Languages for counselling and information

Patient counselling and information should be, mirdmum, in the language or languages of the egunt
of destination.

7. Counselling and medication surveillance

Counselling of the patient or the recipient of reaidered medicines should be provided by e-mail@and
telephone. An adequate level of medication suamil (for example checking of dosage, interactions
and incompatibilities), as required by each natianghority, should be maintained.

8. Information for the patient

The patient should be informed about the contatdildeof the selling pharmacy or another licensed

retailer and about the requirement to contact ttending physician if medication-related problems o
any adverse effects occur. Medicines delivered Ishio&l accompanied by the warning: “Please contact
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your pharmacy if package or medicine appears uhusuken or damaged™
9. Mandatory notification

There should be a system in place for notifyingeasky effects, interactions, warnings, recalls aradity
defects to the patient and by the patient, as agefor taking in-house measures to guard agaims$t su
risks.

10. Conditions for sale and distribution

Medicines should only be mailed if authorised farketing and permitted for sale or distribution via
mail-order trade in accordance with the legislatbthe country of destination.

11. Exclusion of medicines

Narcotics should, as a rule, be excluded from oraér trade in medicines. Medicines which could be
dangerous — when mail-order traded — for any pemsorthe environment, even when properly
packaged, and medicines with an expiry date clogérte of delivery are not suitable for mail-order
trade.

12. Marketing and advertising

Any marketing of mail-order trade in medicines osbwpages on the Internet or otherwise should
carry the following information:

name of the responsible pharmacist or licensesbpe

address and telephone number;

e-mail address;

name of licensing authority;

date of licence and of last inspection;

clearly indicated prices, specifying whetherythee inclusive of tax and delivery costs.

~O o0 oW

13. Prescription-only medicines

Mail-order trade in prescription-only medicines glibonly take place under the supervision of a
pharmacist against submission of a valid presacniptit may also be submitted electronically if
properly authenticated.

14. Liability

The pharmacist or any other licensed person progidor mail-order trade in medicines should be
responsible for any shipment and be held liablepfoper delivery.

15. Focal point

Countries which permit mail-order trade in medisirghould establish a national focal point for easy
exchange of information on problems arising in ttostext and adequate co-operation at international
level. Units or agencies rather than individualewtl be designated as focal points (for example,
single points of contact (SPOCSs)). Such focal postiould particularly serve those persons with
complaints related to mail-order trade in mediciaed co-ordinate relevant exchanges of authorities.
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16. Offences

Countries should provide for adequate measure®ltowf up on breaches of the safety standards
provided to protect patient safety and the qualitthe delivered medicine.
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RESOLUTION CM/RES(2008)4
of the Committee of Ministers to member States
on adult-to-adult living donor liver transplantatio

(Adopted by the Committee of Ministers on 12 M2@b38
at the 1021 meeting of the Ministers’ Deputies)

The Committee of Ministers, in its composition reséd to the representatives of the States
Parties to the Convention on the elaboration ofi@fean Pharmacopo€ia,

Considering that the aim of the Council of Europ#oi achieve greater unity between its
members and that this aim may be pursirgdr alia, by the adoption of common action in
the public health field;

Having regard to the Convention for the Protectbhluman Rights and Dignity of the
Human Being with regard to the Application of Bigjoand Medicine (Convention on Human
Rights and Biomedicine — ETS No. 164), and in pafér Article 19 (General rule) and
Article 20 (Protection of persons not able to conge organ removal) thereof;

Having regard also to the Additional Protocol te onvention on Human Rights and
Biomedicine concerning Transplantation of Organs Bissues of Human Origin (ETS No.
186), and, in particular, Chapter Il (Organ arsdtie removal from living persons);

Recalling its Resolution (78) 29 on the harmondsabf legislation of member states relating
to removal, grafting and transplantation of humalnssances;

Recalling itsRecommendation Rec(2001)5 to member states ondhagement of organ
transplant waiting lists and waiting times;

Recalling its Recommendation Rec(2004)7 to memiag¢es on organ trafficking;

Recognising that, in facilitating the transplargatof organs in the interest of patients in

' States concerned: Austria, Belgium, Bosnia andétgvina, Bulgaria, Croatia, Cyprus,
Czech Republic, Denmark, Estonia, Finland, FraGemany, Greece, Hungary, Iceland,
Ireland, Italy, Latvia, Lithuania, Luxembourg, MaltMontenegro, Netherlands, Norway,
Poland, Portugal, Romania, Serbia, Slovak RepuSlmyenia, Spain, Sweden, Switzerland,
“the former Yugoslav Republic of Macedonia”, Turkayd United Kingdom.
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Europe, there is a need to protect individual 8girid freedoms and to prevent the
commercialisation of parts of the human body inediin organ procurement, exchange and
allocation activities;

Considering that organ transplantation is a welidggshed, life-saving, and effective
treatment and may be the only treatment availaisledme forms of end-stage organ failure;

Aware of the fact that tissue and cell transplaotetay be life saving or life enhancing;
Concerned by the universal shortage of organgdasplantation;

Considering that adult-to-adult living donor liveansplantation (Domino liver
transplantation, i.e. transplantation into a remipiwhose own organ was respected and
transplanted into another recipient, is excludedhfthe scope of this resolution) may be
envisaged when suitable organs from deceased darereot available, provided that all
safeguards are implemented in order to guaraneefrgbdom and safety of the donor and a
successful transplant in the recipient;

Convinced also that adult-to-adult living donolivtransplantation is an effective treatment
for end-stage liver disease, with the potentiakfienf reducing mortality of patients awaiting
a transplantation;

Conscious of the risks that living donor liver tsptantation may have for the donor and of
the need to ensure that all measures are takerigguard the donor’s health;

Recalling that no organ removal may be carriedooua person who does not have the
capacity to consent;

Recommends to member states the following:

1. to instruct the organisation responsible for adtiregltransplantation programmes and
regulating the allocation of organs to addressieitlylthe issue of adult-to-adult living donor
liver transplantation and establish transplantatimgrammes accredited to perform this type
of transplantation;

2. to ensure that adult-to-adult living donor livearisplantation programmes adhere to
the following minimum requirements:

a. substantial experience in liver surgery and lixensplantation;

b. an active liver-transplantation programme;

C. significant mortality in the waiting list;

d. a multidisciplinary team experienced in routamel complex liver surgery, covering all
operative

e. aspects (pre-operative, peri-operative and gostative);

3. to ensure that the indications for adult-to-adwuihp donor liver transplantation are

recognised indications for deceased donor liverspéantation;
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4. to ensure that the organisation responsible foallogation of organs and
accreditation of transplantation programmes esthe$i clear conditions under which adult-to-
adult living donor liver transplantation is ethigadcceptable, namely:

a. adult-to-adult living donor liver transplantatis only to be performed within
authorised/licensed programmes with ongoing feedbac

b. the donor and the recipient have a close perselagionship as required and defined
by law;

C. each single procedure should be approved osealmacase basis;

d. the motive to donate is solely altruistic. Aimyaincial gain or comparable advantage in
connection with the donation is considered illegal,

e. the donor has been given appropriate informatsoto the purpose and nature of the

removal as well as on its consequences and ristessddnor has also been informed of
the rights and the safeguards prescribed by lawifoor her protection, in particular

of the right to have access to independent advioatssuch risks by a health
professional having appropriate experience andi&hot involved in the organ
removal or subsequent transplantation proceduneally; the donor is provided with
comprehensive information on:

i. the alternatives to adult-to-adult living dodiwer transplantation;
. the previous experience of the centre whereptioeedure will be carried out;
iii. the risks of morbidity and mortality of theguedure for the donor and the

recipient;
iv. the likely long-term outcome for the recipient;

f. the living donor has given free, informed anédfic consent either in written form or
before an official body; the donor may freely withel consent at any time;

g. the donor has been properly screened to idemtifyphysical or psychological contra-

indication; the removal may not be carried ouhdre is a serious risk to the life or
health of the donor;

5. to ensure immediate access to the emergency wégirfgr organs from deceased
donors in case of failure of the remnant livertia tonor or graft failure in the recipient and
that specific rules for non-residents apply acewgdd national regulations;

6. to ensure that the necessary conditions and pomdsre in place for long-term
medical follow up of both donor and recipient, umtihg the monitoring of the short- and
long-term effects of transplantation on the heaftdonors, by the establishment of national
registries;

7. to guarantee equitable access to liver transplantaervices for all patients in need of
a liver transplant, regardless of personal findnmoans;

8. to ensure that all costs related to the operatimaisfollow-up of donor and recipient
are covered, according to the competent organisatawn procedures;

9. to provide for a system of fair compensation foy parson who suffered undue
damage resulting from transplantation procedumrding to the conditions and procedures
prescribed by law.



COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RESOLUTION CM/RES(2008)5
of the Committee of Ministers to member States
on donor responsibility an on limitation to donatioof blood and blood components

(Adopted by the Committee of Ministers on 12 M2@b38
at the 1021 meeting of the Ministers’ Deputies)

The Committee of Ministers, in its composition reséd to the representatives of the States
Parties to the Convention on the Elaboration ofieoEean Pharmacopoé€ia,

Considering that the aim of the Council of Europ#oi achieve greater unity between its
members and this aim may be pursuetir alia, by the adoption of common regulations in
the health field;

Taking account of the ethical principles set outhiea Committee of Ministers’
Recommendation No. R (88) 4 on the responsibiliifdsealth authorities in the field of
blood transfusion, and in particular Article 1 amluntary non-remunerated blood donation;

Taking into account the requirements set out inoRenendation No. R (95) 15 on the
preparation, use and quality assurance of bloochooents;

Considering the inherent risks of human blood &medapeutic substances of human origin,
Recommends that the governments of States Paottes Convention:

1. ensure that blood components are produced dodefyblood collected from safe
blood donors;

2. foster co-operation and trust between bloodbéistanents and blood donors, in
particular by informing the public about the need ariteria for selection of blood donors;

3. guarantee that blood establishments provideppaise donors with clear and
appropriate information, including at least thddaling:

! Austria, Belgium, Bosnia and Herzegovina, Bulgaf@ioatia, Cyprus, Czech Republic, Denmark, Esfonia
Finland, France, Germany, Greece, Hungary, Iceldradand, Italy, Latvia, Lithuania, Luxembourg, Nl
Montenegro, Netherlands, Norway, Poland, Portugaiania, Serbia, Slovak Republic, Slovenia, Sgaweden,
Switzerland, “the former Yugoslav Republic of Maoei@”, Turkey and United Kingdom.
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3.1.

3.2.

3.3.

3.4.

3.5.

3.6.

3.7.

3.8.

4.

the essential nature of blood, blood donagtimtedure, testing of collected blood,
components derived from collected blood;

possible risks to the health of the donor @ased with blood donation;

possible risks for the recipient of blood todal components of a given donor;

the donor’s duty to provide the blood estdinfient with all relevant information to
the best of his/her knowledge, in particular oridesand activities which may
increase risks for the recipient;

the right to withdraw from donation at anyeinhuring the procedure for any reason,
including doubts as to his/her suitability as aatomithout any need to explain this
decision;

the importance for the donor to give the blesthblishment post-donation
information if the donor has doubts about his/hgtadility or in the event of change

in health status after donation;

the consequences of failure to provide thermétion as specified above during the
donor assessment procedure;

the confidentiality of all personal informatigiven by donors to the blood
establishment, notably those related to healthoei@viour;

ensure that blood establishments are ultimagsiyonsible for the quality and safety

of the blood and blood components collected; inigalar, blood establishments should:

4.1.

4.2.

be responsible for the final acceptance cerdalf of donors on the grounds of a risk
assessment based on regularly updated epidemialatgita, and bearing in mind the
right of blood recipients to the protection of thieealth, and the resulting obligation to
minimise the risk of transmission of infectiousadises. These rights and obligations
override any other considerations, including indials’ willingness to donate blood,;

set up arrangements for fair compensationigmy for cases where harm is caused to
the recipient and/or the donor of blood and bloochgonents.
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COUNCIL OF EUROPE

COMMITTEE OF MINISTERS

RESOLUTION CM/RES(2008)6
of the Committee of Ministers to member States

on transplantation of kidneys from living donors wahare not genetically related to the
recipient

(Adopted by the Committee of Ministers on 26 M&@b8
at the 1022 meeting of the Ministers’ Deputies)

The Committee of Ministers, in its composition reséd to the representatives of the States
Parties to the Convention on the Elaboration ofibgean Pharmacopogia,

Considering that the aim of the Council of Européoi achieve greater unity between its
members and that this aim may be pursuedr alia, by the adoption of common action in
the health field,;

Taking into account its Resolution (78) 29 on thenmonisation of legislation of member
states relating to removal, grafting and transplthon of human substances and the final text
of the 3rd Conference of European Health Minis(Beris, 16-17 November 1987);

Having regard to the Convention for the Protectbhluman Rights and Dignity of the
Human Being with regard to the Application of Bigjoand Medicine (Convention on Human
Rights and Biomedicine — ETS No. 164), and in paltér to Article 19 (General rule) and
Article 20 (Protection of persons not able to conge organ removal) thereof;

Having regard also to the Additional Protocol te onvention on Human Rights and
Biomedicine concerning the Transplantation of Osgand Tissues of Human Origin (ETS
No. 186);

Recalling its Recommendation Rec(2001)5 to the negratates on management of organ
transplant waiting lists and waiting times;

Recalling its Recommendation Rec(2004)7 to the negratates on organ trafficking;

! States concerned: Austria, Belgium, Bosnia andzétmvina, Bulgaria, Croatia, Cyprus, Czech Republic
Denmark, Estonia, Finland, France, Germany, Greétegary, Iceland, Ireland, ltaly, Latvia, Lithuani
Luxembourg, Malta, Montenegro, Netherlands, NorwRgland, Portugal, Romania, Republic of Serbiayaio
Republic, Slovenia, Spain, Sweden, Switzerland; fthmer Yugoslav Republic of Macedonia”, Turkey &mited
Kingdom.
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Recognising that, in facilitating the transplardatof organs in the interests of patients in
Europe, there is a need to protect individual 8girid freedoms and to prevent the
commercialisation of parts of the human body inediin organ procurement, exchange and
allocation activities;

Recalling the principle that organ removal can beéartaken on a living donor only in the
case where a suitable organ from a deceased donot available and only when no
alternative therapeutic method of comparable dffentss is available;

Considering that there is a shortage of kidneysréorsplantation to patients having reached
the end stage of renal failure;

Taking note that the increasing number of trangptaoms of organs from living donors is one
way of reducing the increasing gap between the mi@wumber of patients waiting for
kidney transplantation and the limited number gfams procured from deceased donors;

Stressing that transplantation of a kidney fronviad) donor to a genetically related recipient
is a well-established practice in most of the St&tarties to the Convention and that in some
countries living donor kidney transplantations agtdor a large proportion of the transplants
performed each year,

Knowing that there is very good evidence that livdonor kidney transplants, even if the
donor is not genetically related to the recipiéesid to similar or better clinical outcomes than
with kidneys transplanted from deceased donors;

Stressing that living donor kidney transplants\alfor the optimum treatment of receiving a
transplant before going on to dialysis (pre-emptraasplant);

Taking into consideration that the removal of anleg from a carefully selected, healthy
individual carries a low risk of complications amals not been shown to have long-term
effects on the health of such a donor;

Recalling that no organ removal may be carriedooua person who does not have the
capacity to consent,

Recommends to the governments of States Parttes 8onvention to take note of the
general principles and measures listed in thefathappendix when they draw up the
regulations and procedures relating to the donatiankidney in view of transplantation by a
living donor non genetically linked to the receiver

Appendix to Resolution CM/Res(2008)6

1. States Parties to the Convention may permitrtiresplantation of kidneys from non-
genetically related living donors on condition that

- the living donor and the recipient have a relahip as required and defined by law; the
donor has been given appropriate information dsé¢gurpose and nature of the
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removal as well as on its consequences and riBks.donor has also been informed of
the rights and the safeguards prescribed by lawifoor her protection, in particular of
the right to have access to independent advicetanoh risks by a health professional
having appropriate experience and who is not ireIv the organ removal or
subsequent transplantation procedures;

- the living donor has given free, informed andcsfieconsent, either in written form or

before an official body; the donor may freely withw consent at any time;

- no pressure is exerted on the living donor irgoation;

- the organ does not, as such, give rise to firrdugeiin or comparable advantage;

- the living donor has been properly screenedeatifly any physical or psychological

contraindications; the removal may not be caraetlif there is a serious risk to the life or

health of the donor;

- long-term medical follow-up is provided to livirdpnors. This includes the monitoring
of short-and
long-term effects of organ removal on the healtthefliving donor notably by the
establishment of officially recognised registries.

2. States Parties to the Convention may requitepngons waiting for such transplants
be placed on a national waiting list during theigubiof approval of the potential donor for
donation.

3. Any States Parties to the Convention allowingimn-genetically related living kidney
donation should establish a register for such piamés which includes a donor register and
donor follow-up procedures in line with those exigtfor transplantations of kidneys
removed from genetically related living donors.

4. States Parties to the Convention may pernptahibit by law non-directed living
kidney donations - i.e. “good Samaritan” donomglytaltruist donors or donors involved in a
“paired exchange” donation for the purpose of tpéarstation from a person with no
established close personal relationship with tiegrent. (This type of donation is in contrast
to donation where the donor and the recipientraddse personal relation called “directed
donation”). In the States Parties to the Convengiathorising donations from non-related
living donors, national regulations and appropriaenagement must be put in place in view
of prohibiting and preventing organ trafficking,mely by clearly defined rules for non-
residents.

5. States Parties to the Convention should estabh independent mechanism for
approving non-genetically related living kidney dotransplants in compliance with Article
10 of the Additional Protocol to the Conventiontdaman Rights and Biomedicine
concerning the Transplantation of Organs and Tssfietluman Origin. It is also
recommended that States Parties to the Convendtablesh such a mechanism for all cases
of non-directed donation. Particular attentionudtide given to cases where the donor is not
a resident of the member state concerned. Willdréquirements of data protection
legislation, registered activities should be repddn a regular basis to the national health
authority.
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PART B

CONVENTION ON HUMAN RIGHTS AND
BIOMEDICINE
(ETS NO. 164)
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COUNCIL  CONSEIL
OF EUROPE  DE L'EUROPE

European Treaty Series - No. 164

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

Oviedo, 4.1V.1997

NB: The explanatory report to the Convention isilaibée as a separate document (reference:
DIR/JUR (97) 5)

-18¢-



Preamble

The member States of the Council of Europe, therdbtates and the European Community, signatories
hereto,

Bearing in mind the Universal Declaration of Hunfights proclaimed by the General Assembly of the
United Nations on 10 December 1948;

Bearing in mind the Convention for the ProtectmfnHuman Rights and Fundamental Freedoms of
4 November 1950;

Bearing in mind the European Social Charter oDt&ber 1961;

Bearing in mind the International Covenant on IGivid Political Rights and the International Covéna
on Economic, Social and Cultural Rights of 16 Deloeni966;

Bearing in mind the Convention for the Protectidtndividuals with regard to Automatic Processirig
Personal Data of 28 January 1981;

Bearing also in mind the Convention on the Rigffthe Child of 20 November 1989;

Considering that the aim of the Council of Eurépéhe achievement of a greater unity between its
members and that one of the methods by which thatsato be pursued is the maintenance and further
realisation of human rights and fundamental freesjom

Conscious of the accelerating developments irogiyohnd medicine;

Convinced of the need to respect the human beitigds an individual and as a member of the human
species and recognising the importance of ensthigdignity of the human being;

Conscious that the misuse of biology and medigiag lead to acts endangering human dignity;

Affirming that progress in biology and medicineoshl be used for the benefit of present and future
generations;

Stressing the need for international co-operasimmhat all humanity may enjoy the benefits of dujyl
and medicine;

Recognising the importance of promoting a pubébate on the questions posed by the application of
biology and medicine and the responses to be ghareto;

Wishing to remind all members of society of th&ghts and responsibilities;

Taking account of the work of the Parliamentary séably in this field, including
Recommendation 1160 (1991) on the preparatiorcof&ention on bioethics;

Resolving to take such measures as are necesssafeguard human dignity and the fundamentalgight
and freedoms of the individual with regard to tppleation of biology and medicine,
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Have agreed as follows:
Chapter | —  General provisions
Article 1 — Purpose and object
Parties to this Convention shall protect the ifjgand identity of all human beings and
guarantee everyone, without discrimination, resgecttheir integrity and other rights and

fundamental freedoms with regard to the applicadiopiology and medicine.

Each Party shall take in its internal law theassary measures to give effect to the provisions
of this Convention.

Article 2 — Primacy of the human being

The interests and welfare of the human beind gheail over the sole interest of society or
science.

Article 3 —Equitable access to health care

Parties, taking into account health needs andlabl@ resources, shall take appropriate
measures with a view to providing, within theirigaliction, equitable access to health care of
appropriate quality.

Article 4 — Professional standards

Any intervention in the health field, includingsearch, must be carried out in accordance with
relevant professional obligations and standards.

Chapter Il - Consent
Article 5 — General rule

An intervention in the health field may only barmed out after the person concerned has
given free and informed consent to it.

This person shall beforehand be given appropiiéemation as to the purpose and nature of
the intervention as well as on its consequencesigksl

The person concerned may freely withdraw coraeany time.
Article 6 — Protection of persons not able to consent

1 Subject to Articles 17 and 20 below, an intetic@nmay only be carried out on a person who
does not have the capacity to consent, for higodhect benefit.

2  Where, according to law, a minor does not hbeecapacity to consent to an intervention, the
intervention may only be carried out with the auitbetion of his or her representative or an
authority or a person or body provided for by law.

The opinion of the minor shall be taken into ¢desation as an increasingly determining
factor in proportion to his or her age and degfeaaiurity.
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3 Where, according to law, an adult does not hheecapacity to consent to an intervention
because of a mental disability, a disease or foilai reasons, the intervention may only be
carried out with the authorisation of his or hegoresentative or an authority or a person or
body provided for by law.

The individual concerned shall as far as poss#Me part in the authorisation procedure.

4  The representative, the authority, the persotherbody mentioned in paragraphs 2 and 3
above shall be given, under the same conditiorsnformation referred to in Article 5.

5 The authorisation referred to in paragraphsd23above may be withdrawn at any time in the
best interests of the person concerned.

Article 7 — Protection of persons who have a meaitdisorder

Subject to protective conditions prescribed by, lencluding supervisory, control and appeal
procedures, a person who has a mental disordesefi@us nature may be subjected, without
his or her consent, to an intervention aimed atitng his or her mental disorder only where,
without such treatment, serious harm is likelyasutt to his or her health.

Article 8 — Emergency situation

When because of an emergency situation the apat®ronsent cannot be obtained, any
medically necessary intervention may be carriedimutediately for the benefit of the health

of the individual concerned.

Article 9 — Previously expressed wishes

The previously expressed wishes relating to aicakthtervention by a patient who is not, at
the time of the intervention, in a state to exphesor her wishes shall be taken into account.

Chapter Ill — Private life and right to information
Article 10 — Private life and right to information

1 Everyone has the right to respect for prive il relation to information about his or her
health.

2 Everyone is entitled to know any informationlecied about his or her health. However, the
wishes of individuals not to be so informed shalldbserved.

3 In exceptional cases, restrictions may be plageldw on the exercise of the rights contained
in paragraph 2 in the interests of the patient.

Chapter IV — Human genome
Article 11 — Non-discrimination

Any form of discrimination against a person owugrds of his or her genetic heritage is
prohibited.
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Article 12 — Predictive genetic tests
Tests which are predictive of genetic diseaseghich serve either to identify the subject as a
carrier of a gene responsible for a disease oetiectia genetic predisposition or susceptibility
to a disease may be performed only for health mapmr for scientific research linked to
health purposes, and subject to appropriate gecmtiaselling.
Article 13 — Interventions on the human genome
An intervention seeking to modify the human geaamay only be undertaken for preventive,
diagnostic or therapeutic purposes and only ifits is not to introduce any modification in
the genome of any descendants.
Article 14 — Non-selection of sex
The use of techniques of medically assisted padimn shall not be allowed for the purpose of
choosing a future child's sex, except where serfmreditary sex-related disease is to be
avoided.

Chapter V — Scientific research
Article 15 — General rule
Scientific research in the field of biology aneédlitine shall be carried out freely, subject to
the provisions of this Convention and the othealggovisions ensuring the protection of the
human being.
Article 16 — Protection of persons undergoing resarch
Research on a person may only be undertakelrtiifeafollowing conditions are met:

i there is no alternative of comparable effectass to research on humans;

i the risks which may be incurred by that persoa not disproportionate to the potential
benefits of the research;

i the research project has been approved by dbmpetent body after independent
examination of its scientific merit, including assment of the importance of the aim of
the research, and multidisciplinary review of ifsieal acceptability,

iv  the persons undergoing research have beemietb of their rights and the safeguards
prescribed by law for their protection;

v the necessary consent as provided for undeicldB has been given expressly,
specifically and is documented. Such consent mdgeledy withdrawn at any time.

Article 17 — Protection of persons not able to e¢ment to research

1 Research on a person without the capacity t®esdnas stipulated in Article 5 may be
undertaken only if all the following conditions aret:

i the conditions laid down in Article 16, sub-pgraphs i to iv, are fulfilled;
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i the results of the research have the potertigiroduce real and direct benefit to his or

her health;

i research of comparable effectiveness canmotcérried out on individuals capable of
giving consent;

iv the necessary authorisation provided for unléicle 6 has been given specifically and
in writing; and

v the person concerned does not object.

2  Exceptionally and under the protective cond&ipnescribed by law, where the research has
not the potential to produce results of direct fiet@the health of the person concerned, such
research may be authorised subject to the conditaad down in paragraph 1, sub-paragraphs
i, iii, iv and v above, and to the following additial conditions:

i the research has the aim of contributing, thhosignificant improvement in the scientific
understanding of the individual's condition, digeasdisorder, to the ultimate attainment
of results capable of conferring benefit to thesparconcerned or to other persons in the
same age category or afflicted with the same diseasdisorder or having the same
condition;

i the research entails only minimal risk and imial burden for the individual concerned.

Article 18 — Research on embryom vitro

1 Where the law allows research on embiyiogtro, it shall ensure adequate protection of the
embryo.

2  The creation of human embryos for research @ prohibited.
Chapter VI — Organ and tissue removal from living cbnors for transplantation purposes
Article 19 — General rule
1 Removal of organs or tissue from a living perBortransplantation purposes may be carried
out solely for the therapeutic benefit of the reaip and where there is no suitable organ or
tissue available from a deceased person and ng attexnative therapeutic method of

comparable effectiveness.

2 The necessary consent as provided for undecléd&i must have been given expressly and
specifically either in written form or before arficial body.

Article 20 — Protection of persons not able to consent to orgaemoval

1 No organ or tissue removal may be carried out person who does not have the capacity to
consent under Article 5.

2 Exceptionally and under the protective condgioprescribed by law, the removal of
regenerative tissue from a person who does notthaveapacity to consent may be authorised
provided the following conditions are met:

i there is no compatible donor available whothascapacity to consent;

i the recipient is a brother or sister of thedig
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iii  the donation must have the potential to ediaving for the recipient;

iv the authorisation provided for under paragsaghand 3 of Article 6 has been given
specifically and in writing, in accordance with tlev and with the approval of the
competent body;

v the potential donor concerned does not object.

Chapter VII — Prohibition of financial gain and disposal of a part of the human body

Article 21 — Prohibition of financial gain

The human body and its parts shall not, as glied rise to financial gain.

Article 22 — Disposal of a removed part of the human body

When in the course of an intervention any par buman body is removed, it may be stored

and used for a purpose other than that for whicais removed, only if this is done in

conformity with appropriate information and conspracedures.
Chapter VIII — Infringements of the provisions of the Convention

Article 23 — Infringement of the rights or principles

The Parties shall provide appropriate judiciadt@ction to prevent or to put a stop to an
unlawful infringement of the rights and principkest forth in this Convention at short notice.

Article 24 — Compensation for undue damage

The person who has suffered undue damage resf@iiim an intervention is entitled to fair
compensation according to the conditions and proesdorescribed by law.

Article 25 — Sanctions

Parties shall provide for appropriate sanctionse applied in the event of infringement of the
provisions contained in this Convention.

Chapter IX — Relation between this Convention and ther provisions
Article 26 — Restrictions on the exercise of the rights
1 No restrictions shall be placed on the exerighe rights and protective provisions contained
in this Convention other than such as are prestiiydaw and are necessary in a democratic
society in the interest of public safety, for threyention of crime, for the protection of public

health or for the protection of the rights and d@®s of others.

2  The restrictions contemplated in the precedamggraph may not be placed on Articles 11, 13,
14,16, 17, 19, 20 and 21.
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Article 27— Wider protection

None of the provisions of this Convention shadl interpreted as limiting or otherwise

affecting the possibility for a Party to grant adei measure of protection with regard to the

application of biology and medicine than is stipedhin this Convention.
Chapter X — Public debate

Article 28 — Public debate

Parties to this Convention shall see to it the fundamental questions raised by the

developments of biology and medicine are the stilgjeappropriate public discussion in the

light, in particular, of relevant medical, sociatonomic, ethical and legal implications, and
that their possible application is made the sulgéeppropriate consultation.
Chapter XI — Interpretation and follow-up of the Convention

Article 29 — Interpretation of the Convention

The European Court of Human Rights may give, auithdirect reference to any specific

proceedings pending in a court, advisory opinioms legal questions concerning the

interpretation of the present Convention at theesgof:

—  the Government of a Party, after having infairtiree other Parties;

—  the Committee set up by Article 32, with menshér restricted to the Representatives of
the Parties to this Convention, by a decision astbjply a two-thirds majority of votes
cast.

Article 30 — Reports on the application of the Convention

On receipt of a request from the Secretary Géwéridne Council of Europe any Party shall

furnish an explanation of the manner in which itdetinal law ensures the effective

implementation of any of the provisions of the Gemtion.
Chapter XII —Protocols

Article 31 — Protocols

Protocols may be concluded in pursuance of A&d, with a view to developing, in specific
fields, the principles contained in this Convention

The Protocols shall be open for signature by &mies of the Convention. They shall be
subject to ratification, acceptance or approvabignatory may not ratify, accept or approve
Protocols without previously or simultaneously fyatig accepting or approving the

Convention.
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Chapter XIll = Amendments to the Convention

Chapter

Article 32 — Amendments to the Convention

The tasks assigned to "the Committee” in thegurearticle and in Article 29 shall be carried
out by the Steering Committee on Bioethics (CDBI)by any other committee designated to
do so by the Committee of Ministers.

Without prejudice to the specific provisionsAaficle 29, each member State of the Council of
Europe, as well as each Party to the present Céomemhich is not a member of the Council

of Europe, may be represented and have one vatieeitCommittee when the Committee

carries out the tasks assigned to it by the pré&Sentvention.

Any State referred to in Article 33 or inviteml dccede to the Convention in accordance with
the provisions of Article 34 which is not Partyttoss Convention may be represented on the
Committee by an observer. If the European Commusitot a Party it may be represented on
the Committee by an observer.

In order to monitor scientific developments, nesent Convention shall be examined within
the Committee no later than five years from its\eintto force and thereafter at such intervals
as the Committee may determine.

Any proposal for an amendment to this Conventiod any proposal for a Protocol or for an
amendment to a Protocol, presented by a Party;themittee or the Committee of Ministers
shall be communicated to the Secretary Generdieofouncil of Europe and forwarded by
him to the member States of the Council of Eurdpethe European Community, to any
Signatory, to any Party, to any State invited gnghis Convention in accordance with the
provisions of Article 33 and to any State inviteml dccede to it in accordance with the
provisions of Article 34.

The Committee shall examine the proposal ndieeahan two months after it has been
forwarded by the Secretary General in accordantle paragraph 5. The Committee shall
submit the text adopted by a two-thirds majoritytbé votes cast to the Committee of
Ministers for approvalAfter its approval, this text shall be forwarded tte Parties for
ratification, acceptance or approval.

Any amendment shall enter into force, in respéthose Parties which have accepted it, on
the first day of the month following the expiratioha period of one month after the date on
which five Parties, including at least four memi&tates of the Council of Europe, have
informed the Secretary General that they have éedep

In respect of any Party which subsequently asdgpthe amendment shall enter into force on
the first day of the month following the expiratioha period of one month after the date on
which that Party has informed the Secretary Germéiigd acceptance.

XIV - Final clauses

Article 33 — Signature, ratification and entry into force

This Convention shall be open for signatureh®yrmnember States of the Council of Europe,
the non-member States which have participated snelaboration and by the European

Community.

This Convention is subject to ratification, ade@ge or approval. Instruments of ratification,
acceptance or approval shall be deposited witls#ueetary General of the Council of Europe.
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This Convention shall enter into force on thstfday of the month following the expiration of
a period of three months after the date on whied 8tates, including at least four member
States of the Council of Europe, have expressdddbesent to be bound by the Convention
in accordance with the provisions of paragraph thefpresent article.

In respect of any Signatory which subsequentfyresses its consent to be bound by it, the
Convention shall enter into force on the first adiythe month following the expiration of a
period of three months after the date of the depdsis instrument of ratification, acceptance
or approval.

Article 34 — Non-member States

After the entry into force of this ConventiohetCommittee of Ministers of the Council of
Europe may, after consultation of the Parties,téngny non-member State of the Council of
Europe to accede to this Convention by a decisitert by the majority provided for in
Article 20, paragraph d, of the Statute of the @idwf Europe, and by the unanimous vote of
the representatives of the Contracting Statedeshtid sit on the Committee of Ministers.

In respect of any acceding State, the Converstiall enter into force on the first day of the
month following the expiration of a period of threenths after the date of deposit of the
instrument of accession with the Secretary Germédie Council of Europe.

Article 35— Territories

Any Signatory may, at the time of signature diew depositing its instrument of ratification,
acceptance or approval, specify the territory oitégies to which this Convention shall apply.
Any other State may formulate the same declaratibien depositing its instrument of
accession.

Any Party may, at any later date, by a declamatiddressed to the Secretary General of the
Council of Europe, extend the application of then@ntion to any other territory specified in
the declaration and for whose international refetii is responsible or on whose behalf it is
authorised to give undertakings. In respect of dectitory the Convention shall enter into
force on the first day of the month following thep@ation of a period of three months after
the date of receipt of such declaration by the &ary General.

Any declaration made under the two precedinggraphs may, in respect of any territory
specified in such declaration, be withdrawn by dification addressed to the Secretary
General. The withdrawal shall become effective hum first day of the month following the

expiration of a period of three months after théedaf receipt of such notification by the

Secretary General.

Article 36 — Reservations

Any State and the European Community may, whigning this Convention or when
depositing the instrument of ratification, acceptgrapproval or accession, make a reservation
in respect of any particular provision of the Cantien to the extent that any law then in force
in its territory is not in conformity with the prision. Reservations of a general character shall
not be permitted under this article.

Any reservation made under this article shaltaiora brief statement of the relevant law.
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Any Party which extends the application of this @mmtion to a territory mentioned in the
declaration referred to in Article 35, paragrapmy, in respect of the territory concerned,
make a reservation in accordance with the provisadrihe preceding paragraphs.

Any Party which has made the reservation meatian this article may withdraw it by means
of a declaration addressed to the Secretary Geoktlaé Council of Europe. The withdrawal
shall become effective on the first day of the rhdotlowing the expiration of a period of one
month after the date of its receipt by the Secydatameral.

Article 37 — Denunciation

Any Party may at any time denounce this Congenty means of a notification addressed to
the Secretary General of the Council of Europe.

Such denunciation shall become effective on fitet day of the month following the
expiration of a period of three months after théedaf receipt of the notification by the
Secretary General.

Article 38 — Notifications

The Secretary General of the Council of Eurodl stotify the member States of the Council,
the European Community, any Signatory, any Partysany other State which has been invited
to accede to this Convention of:

a any signature;

b  the deposit of any instrument of ratificatianceptance, approval or accession;

¢ any date of entry into force of this Conventiomccordance with Articles 33 or 34;

d any amendment or Protocol adopted in accordaitbeArticle 32, and the date on which
such an amendment or Protocol enters into force;

e any declaration made under the provisions 6lar35;

f any reservation and withdrawal of reservatioadm in pursuance of the provisions of
Article 36;

g any other act, notification or communicatiolatiag to this Convention.

In witness whereof the undersigned, being dulyhaised thereto, have signed this
Convention.

Done at Oviedo (Asturias), this 4th day of A@®9I97, in English and French, both texts being
equally authentic, in a single copy which shalldeposited in the archives of the Council of
Europe. The Secretary General of the Council obpeishall transmit certified copies to each
member State of the Council of Europe, to the EemopCommunity, to the non-member
States which have participated in the elaboratfahis Convention, and to any State invited to
accede to this Convention.
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COUNCIL  CONSEIL
OF EUROPE  DE L'EUROPE

European Treaty Series - No. 168

Additional Protocol to the Convention on
Human Rights and Biomedicine

on the Prohibition of Cloning Human Beings
(ETS no. 168)



The member States of the Council of Europe, therditates and the European Community
Signatories to this Additional Protocol to the Cention for the Protection of Human Rights
and Dignity of the Human Being with regard to thgphcation of Biology and Medicine,

Noting scientific developments in the field of mmaal cloning, particularly through embryo
splitting and nuclear transfer;

Mindful of the progress that some cloning techems themselves may bring to scientific
knowledge and its medical application;

Considering that the cloning of human beings begome a technical possibility;

Having noted that embryo splitting may occur gty and sometimes result in the birth of
genetically identical twins;

Considering however that the instrumentalisatbbrhuman beings through the deliberate
creation of genetically identical human beings @nteary to human dignity and thus
constitutes a misuse of biology and medicine;

Considering also the serious difficulties of adinal, psychological and social nature that such
a deliberate biomedical practice might imply fdrthé individuals involved;

Considering the purpose of the Convention on HuRights and Biomedicine, in particular
the principle mentioned in Article 1 aiming to prot the dignity and identity of all human
beings,

Have agreed as follows:

Article 1

Any intervention seeking to create a human begjegetically identical to another human
being, whether living or dead, is prohibited.

For the purpose of this article, the term huineing “genetically identical” to another human
being means a human being sharing with anothesathie nuclear gene set.

Article 2

No derogation from the provisions of this Proloshall be made under Article 26,
paragraph 1, of the Convention.

Article 3
As between the Parties, the provisions of Arideand 2 of this Protocol shall be regarded as

additional articles to the Convention and all thevsions of the Convention shall apply
accordingly.
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Article 4

This Protocol shall be open for signature by &igries to the Convention. It is subject to
ratification, acceptance or approval. A Signatorgymot ratify, accept or approve this
Protocol unless it has previously or simultaneousified, accepted or approved the
Convention. Instruments of ratification, acceptanceapproval shall be deposited with the
Secretary General of the Council of Europe.

Article 5

This Protocol shall enter into force on thetfitay of the month following the expiration of a
period of three months after the date on which tates, including at least four member
States of the Council of Europe, have expresseddbasent to be bound by the Protocol in
accordance with the provisions of Atrticle 4.

In respect of any Signatory which subsequentfyresses its consent to be bound by it, the
Protocol shall enter into force on the first dayha month following the expiration of a period
of three months after the date of the deposit efitistrument of ratification, acceptance or
approval.

Article 6

After the entry into force of this Protocol, a88tate which has acceded to the Convention may
also accede to this Protocol.

Accession shall be effected by the deposit thighSecretary General of the Council of Europe
of an instrument of accession which shall takectfém the first day of the month following
the expiration of a period of three months afterdhate of its deposit.

Article 7

Any Party may at any time denounce this Protbgaheans of a notification addressed to the
Secretary General of the Council of Europe.

Such denunciation shall become effective on fitet day of the month following the
expiration of a period of three months after théedaf receipt of such notification by the
Secretary General.

Article 8

The Secretary General of the Council of Eurog@dl stotify the member States of the Council
of Europe, the European Community, any Signatary,Rarty and any other State which has
been invited to accede to the Convention of:

a any signature;

b  the deposit of any instrument of ratificatianceptance, approval or accession;

¢ any date of entry into force of this Protoeobtcordance with Articles 5 and 6;

d any other act, notification or communicatiolatiag to this Protocol.

In witness whereof the undersigned, being duthi@ised thereto, have signed this Protocol.
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Done at Paris, this twelfth day of January 1998Eimglish and in French, both texts being
equally authentic, in a single copy which shalldeposited in the archives of the Council of
Europe. The Secretary General of the Council obpgishall transmit certified copies to each
member State of the Council of Europe, to the nember States which have participated in
the elaboration of this Protocol, to any Statetawito accede to the Convention and to the

European Community.
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Explanatory report to the Additional Protocol
to the Convention on Human Rights and Biomedicine
on the Prohibition of Cloning Human Beings

1. This Protocol builds on certain provisions af bonvention on Human Rights and Biomedicine, in
particular the following: Article 1 provides thaaiies to this Convention shall protect the digmibd
identity of all human beings and guarantee everyafithout discrimination, respect for their integri
and other rights and fundamental freedoms with rce¢a the application of biology and medicine;
Article 13, which provides that an intervention ldeg to modify the human genome may only be
undertaken for preventive, diagnostic or therapautirposes and only if its aim is not to introdacgy
modification in the genome of any descendantschkrtl 8.1, which ensures the protection of the embry
in vitro in the framework of research and Article 18.2 Wwhjrohibits the creation of embryos for
research purposes.

2. Cloning of cells and tissue is considered woidgwto be an ethically acceptable valuable
biomedical technique. However, there are differdbtvs about the ethical acceptability of cloning
undifferentiated cells of embryonic origin. Whateegtitudes towards such cloning techniques etkist,
standards set forth in the Convention on Humant®Righd Biomedicine as mentioned above form clear
barriers against the misuse of human embryos, eis ddequate protection is guaranteed and their
creation for research purposes is prohibited byckrtl8 of the Convention. Therefore, one has to
distinguish between three situations: cloning dfscas a technique, use of embryonic cells in clgni
techniques, and cloning of human beings, for exarbplutilising the techniques of embryo splitting o
nuclear transfer. Whereas the first situation Iy facceptable ethically, the second should be é@xadn

in the protocol on embryo protection. The consegesrof the third situation, that is the prohibitiain
cloning human beings, are within the scope ofEnigocol.

3. Deliberately cloning humans is a threat to hundmtity, as it would give up the indispensable
protection against the predetermination of the hugemetic constitution by a third party. Furthdriel
reasoning for a prohibition to clone human beisgsased first and foremost on human dignity whéch i
endangered by instrumentalisation through artificiaman cloning. Even if in the future, in theoay,
situation could be conceived, which might seemxiugle the instrumentalisation of artificially cleoh
human offspring, this is not considered a sufficethical justification for the cloning of humanifgs.
As naturally occurring genetic recombination i€likto create more freedom for the human being ¢han
predetermined genetic make up, it is in the inteykall persons to keep the essentially randorareaif
the composition of their own genes.

4. This Protocol does not take a specific standhenadmissibility of cloning cells and tissue for
research purposes resulting in medical applicatidogvever, it can be said that cloning as a biooadi
technique is an important tool for the developrnantnedicine, especially for the development of new
therapies. The provisions in this Protocol shatl lm® understood as prohibiting cloning techniqures i
cell biology.

5. However, the Protocol does enshrine clear bar@égainst any attempt artificially to produce
genetically identical human beings. The Protocahas concerned with hormone stimulation to treat
infertility in women and which might result in thérth of twins. It explicitly restricts genetic idgty to
sharing the same nuclear gene set, meaning thaht@nyention by embryo splitting or nuclear trasrsf
techniques seeking to create a human being gelhetdentical to another human being, whether liyin
or dead, is prohibited.
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6. In conformity with the approach followed in theeparation of the Convention on Human Rights
and Biomedicine, it was decided to leave it to detindaw to define the scope of the expression ‘drum
being" for the purposes of the application of thespnt Protocol.

7. The term "nuclear" means that only genes ofniheleus- not the mitochondrial genesare
looked at with respect to identity, which is why throhibition of cloning human beings also covdirs a
nuclear transfer methods seeking to create idéticaan beings. The term "the same nuclear gehe set
takes into account the fact that during developnsente genes may undergo somatic mutation. Thus
monozygotic twins developed from a single fertdissgg will share the same nuclear gene set, but may
not be 100% identical with respect to all their genlt is important to note that the Protocol doets
intend to discriminate in any fashion against retommonozygotic twins.

8. This Protocol is an important step in drawingclgar ethical and legal provisions in the area of
reproductive medicine. Together with the provisionérticles 1, 13, 14 and 18 of the Convention, it
enshrines important ethical principles which shdolun the basis for further developments of biology
and medicine in this field not only today but alsthe future.
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Preamble

The member States of the Council of Europe, thercStates and the European Community
signatories to this Additional Protocol to the Ceniron for the Protection of Human Rights
and Dignity of the Human Being with regard to thppfication of Biology and Medicine
(hereinafter referred to as “Convention on Humagh®& and Biomedicine”),

Considering that the aim of the Council of Eurdapethe achievement of greater unity
between its members and that one of the methodwhigh this aim is pursued is the
maintenance and further realisation of human rights fundamental freedoms;

Considering that the aim of the Convention on ldorRights and Biomedicine, as defined
in Article 1, is to protect the dignity and idegtibf all human beings and guarantee
everyone, without discrimination, respect for theirtegrity and other rights and
fundamental freedoms with regard to the applicatibbiology and medicine;

Considering that progress in medical scienceairticular in the field of organ and tissue
transplantation, contributes to saving lives oagseimproving their quality;

Considering that transplantation of organs asdugs is an established part of the health
services offered to the population;

Considering that, in view of the shortage of aiggand tissues, appropriate action should be
taken to increase organ and tissue donation, iticpdar by informing the public of the
importance of organ and tissue transplantationtangdromoting European co-operation in
this field;

Considering moreover the ethical, psychological socio-cultural problems inherent in the
transplantation of organs and tissues;

Considering that the misuse of organ and tissaresplantation may lead to acts endangering
human life, well being or dignity;

Considering that organ and tissue transplantatbauld take place under conditions
protecting the rights and freedoms of donors, gakdonors and recipients of organs and
tissues and that institutions must be instrumentahsuring such conditions;

Recognising that, in facilitating the transpldiuta of organs and tissues in the interest of
patients in Europe, there is a need to protecviddal rights and freedoms and to prevent
the commercialisation of parts of the human bodyglwved in organ and tissue procurement,
exchange and allocation activities;

Taking into account previous work of the Comnatiaf Ministers and the Parliamentary
Assembly of the Council of Europe in this field;

Resolving to take such measures as are necdasssajeguard human dignity and the rights
and fundamental freedoms of the individual witharebto organ and tissue transplantation,

Have agreed as follows:
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Chapter | — Object and scope
Article 1 — Object
Parties to this Protocol shall protect the digrand identity of everyone and guarantee,
without discrimination, respect for his or her gri¢y and other rights and fundamental
freedoms with regard to transplantation of orgamtesssues of human origin.

Article 2 — Scope and definitions

1  This Protocol applies to the transplantatiorofans and tissues of human origin carried
out for therapeutic purposes.

2 The provisions of this Protocol applicable tssties shall apply also to cells, including
haematopoietic stem cells.

3 The Protocol does not apply:
a toreproductive organs and tissue;
b to embryonic or foetal organs and tissues;
c toblood and blood derivatives.
4  For the purposes of this Protocol:
— the term “transplantation” covers the compfaigcess of removal of an organ or tissue
from one person and implantation of that orgarissue into another person, including

all procedures for preparation, preservation aothge;

— subject to the provisions of Article 20, theme“removal” refers to removal for the
purposes of implantation.

Chapter Il — General provisions
Article 3 — Transplantation system

Parties shall guarantee that a system existsadide equitable access to transplantation
services for patients.

Subject to the provisions of Chapter lll, orgaargl, where appropriate, tissues shall be
allocated only among patients on an official watiiist, in conformity with transparent,
objective and duly justified rules according to meadl criteria. The persons or bodies
responsible for the allocation decision shall bgigleated within this framework.

In case of international organ exchange arrang&nehe procedures must also ensure
justified, effective distribution across the pagating countries in a manner that takes into
account the solidarity principle within each coyntr

The transplantation system shall ensure the ca@le and recording of the information
required to ensure traceability of organs and &ssu

Article 4 — Professional standards

Any intervention in the field of organ or tissi&nsplantation must be carried out in
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accordance with relevant professional obligatiamd standards.

Article 5 — Information for the recipient

The recipient and, where appropriate, the pemohody providing authorisation for the
implantation shall beforehand be given appropiiiaft@rmation as to the purpose and nature
of the implantation, its consequences and riskswal as on the alternatives to the
intervention.

Article 6 — Health and safety

All professionals involved in organ or tissuensplantation shall take all reasonable
measures to minimise the risks of transmissionngf@isease to the recipieand to avoid
any action which might affect the suitability of argan or tissue for implantation.

Article 7 — Medical follow-up

Appropriate medical follow-up shall be offered liwing donors and recipients after
transplantation.

Article 8 — Information for health professionals ard the public

Parties shall provide information for health msdionals and for the public in general on
the need for organs and tissues. They shall alswige information on the conditions
relating to removal and implantation of organs &isdues, including matters relating to
consent or authorisation, in particular with regerdemoval from deceased persons.

Il — Organ and tissue removal from living persons

Article 9 — General rule

Removal of organs or tissue from a living persony be carried out solely for the
therapeutic benefit of the recipient and wheredhsrno suitable organ or tissue available
from a deceased person and no other alternativeapgbetic method of comparable
effectiveness.

Article 10 — Potential organ donors

Organ removal from a living donor may be carrgad for the benefit of a recipient with
whom the donor has a close personal relationshigefined by law, or, in the absence of
such relationship, only under the conditions defify law and with the approval of an
appropriate independent body.

Article 11 — Evaluation of risks for the donor

Before organ or tissue removal, appropriate nadiovestigations and interventions shall
be carried out to evaluate and reduce physicalpsgdhological risks to the health of the
donor.

The removal may not be carried out if there isedous riskio the life or health of the
donor.

Article 12 — Information for the donor

The donor and, where appropriate, the persorody providing authorisation according to
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Article 14, paragraph 2, of this Protocol, shalidrehand be given appropriate information
as to the purpose and nature of the removal asasealh its consequences and risks.

They shall also be informed of the rights and shéeguards prescribed by law for the
protection of the donor. In particular, they shadl informed of the right to have access to
independent advice about such risks by a healtfegsmnal having appropriate experience
and who is not involved in the organ or tissue remhar subsequent transplantation
procedures.

Article 13 — Consent of the living donor

Subject to Articles 14 and 15 of this Protocal,agan or tissue may be removed from a
living donor only after the person concerned hagmifree, informed and specific consent
to it either in written form or before an officibabdy.

The person concerned may freely withdraw conaeaty time.

Article 14 — Protection of persons not able to emsent to organ or tissue removal

No organ or tissue removal may be carried oud @erson who does not have the capacity
to consent under Article 13 of this Protocol.

Exceptionally, and under the protective condsgigorescribed by law, the removal of
regenerative tissue from a person who does not llaecapacity to consent may be
authorised provided the following conditions aret:me

i there is no compatible donor available who ti@scapacity to consent;

i the recipient is a brother or sister of thendn

iii  the donation has the potential to be lifeisgvfor the recipient;

iv the authorisation of his or her representativean authority or a person or body
provided for by law has been given specifically @amevriting and with the approval of
the competent body;

v the potential donor concerned does not object.

Article 15 — Cell removal from a living donor

The law may provide that the provisions of Aeidl4, paragraph 2, indents ii and iii, shall

not apply to cells insofar as it is established thair removal only implies minimal risk and

minimal burden for the donor.

IV — Organ and tissue removal from deceasepersons

Article 16 — Certification of death

Organs or tissues shall not be removed from thdy lof a deceased person unless that
person has been certified dead in accordance hetiatv.

The doctors certifying the death of a personlaiatl be the same doctors who participate
directly in removal of organs or tissues from thecehsed person, or subsequent
transplantation procedures, or having responsdslitor the care of potential organ or tissue
recipients.
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Article 17 — Consent and authorisation

Organs or tissues shall not be removed from tialy lof a deceased person unless consent or
authorisation required by law has been obtained.

The removal shall not be carried out if the deedgperson had objected to it.
Article 18 — Respect for the human body

During removal the human body must be treateti vaspect and all reasonable measures
shall be taken to restore the appearance of tipseor

Article 19 — Promotion of donation
Parties shall take all appropriate measuresdmgte the donation of organs and tissues.

V — Implantation of an organ or tissue remwoed for a purpose other than donation for
implantation

Article 20 — Implantation of an organ or tissue emoved for a purpose other than
donation for implantation

When an organ or tissue is removed from a pefso@a purpose other than donation for

implantation, it may only be implanted if the cogsences and possible risks have been
explained to that person and his or her informatkeat, or appropriate authorisation in the
case of a person not able to consent, has beeimethta

All the provisions of this Protocol apply to thiuations referred to in paragraph 1, except
for those in Chapter Ill and IV.

VI — Prohibition of financial gain
Article 21 — Prohibition of financial gain

The human body and its parts shall not, as sgigh, rise to financial gain or comparable
advantage.

The aforementioned provision shall not prevenynments which do not constitute a
financial gain or a comparable advantage, in palgic

— compensation of living donors for loss of eagsi and any other justifiable expenses
caused by the removal or by the related medicah@ations;

— payment of a justifiable fee for legitimate riwadl or related technical services rendered
in connection with transplantation;

— compensation in case of undue damage restfong the removal of organs or tissues
from living persons.

Advertising the need for, or availability of,gans or tissues, with a view to offering or
seeking financial gain or comparable advantagd| sbgrohibited.



- 209 -

Article 22 — Prohibition of organ and tissue trafficking

Organ and tissue trafficking shall be prohibited.

Chapter VII — Confidentiality

Article 23 — Confidentiality

All personal data relating to the person fronomiorgans or tissues have been removed and
those relating to the recipient shall be consideocle confidential. Such data may only be
collected, processed and communicated accordinthéorules relating to professional
confidentiality and personal data protection.

The provisions of paragraph 1 shall be integatetvithout prejudice to the provisions

making possible, subject to appropriate safeguatle, collection, processing and

communication of the necessary information aboetgérson from whom organs or tissues
have been removed or the recipient(s) of organstiaades in so far as this is required for
medical purposes, including traceability, as predidor in Article 3 of this Protocol.

Chapter VIII — Infringements of the provisions of the Protocol

Chapter

Chapter

Article 24 — Infringements of rights or principles

Parties shall provide appropriate judicial prtitet to prevent or to put a stop to an
unlawful infringement of the rights and principkest forth in this Protocol at short notice.

Article 25 — Compensation for undue damage

The person who has suffered undue damage ragditim transplantation procedures is
entitled to fair compensation according to the ¢towls and procedures prescribed by law.

Article 26 — Sanctions

Parties shall provide for appropriate sanctianbe applied in the event of infringement of
the provisions contained in this Protocol.

IX — Co-operation between Parties
Article 27 — Co-operation between Parties

Parties shall take appropriate measures to etisar¢here is efficient co-operation between
them on organ and tissue transplantatiotgr alia through information exchange.

In particular, they shall undertake appropriateasures to facilitate the rapid and safe
transportation of organs and tissues to and frain thrritory.

X — Relation between this Protocol and the&Convention, and re-examination of the
Protocol

Article 28 — Relation between this Protocol andhe Convention
As between the Parties, the provisions of Ariideto 27 of this Protocol shall be regarded

as additional articles to the Convention on Humaght® and Biomedicine, and all the
provisions of that Convention shall apply accortiing
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Article 29 — Re-examination of the Protocol

In order to monitor scientific developments, tiresent Protocol shall be examined within
the Committee referred to in Article 32 of the Cention on Human Rights and

Biomedicine no later than five years from the eiitp force of this Protocol and thereafter
at such intervals as the Committee may determine.

Chapter XI — Final clauses
Article 30 — Signature and ratification

This Protocol shall be open for signature by Sigries to the Convention. It is subject to
ratification, acceptance or approval. A Signatorgymnmot ratify, accept or approve this
Protocol unless it has previously or simultaneousliified, accepted or approved the
Convention. Instruments of ratification, acceptancepproval shall be deposited with the
Secretary General of the Council of Europe.

Article 31 — Entry into force

1  This Protocol shall enter into force on thetfatay of the month following the expiration of
a period of three months after the date on whiel 8tates, including at least four member
States of the Council of Europe, have expressadd¢basent to be bound by the Protocol in
accordance with the provisions of Article 30.

2 Inrespect of any Signatory which subsequentpresses its consent to be bound by it, the
Protocol shall enter into force on the first daytloé month following the expiration of a
period of three months after the date of the depokithe instrument of ratification,
acceptance or approval.

Article 32 — Accession

1  After the entry into force of this Protocol, aByate which has acceded to the Convention
may also accede to this Protocol.

2  Accession shall be effected by the deposit whih Secretary General of the Council of
Europe of an instrument of accession which shak wffect on the first day of the month
following the expiration of a period of three mostifter the date of its deposit.

Article 33 — Denunciation

1 Any Party may at any time denounce this Protbgoineans of a notification addressed to
the Secretary General of the Council of Europe.

2  Such denunciation shall become effective on firet day of the month following the
expiration of a period of three months after théedaf receipt of such notification by the
Secretary General.

Article 34 — Notification
The Secretary General of the Council of Europallshotify the member States of the
Council of Europe, the European Community, any &igry, any Party and any other State

which has been invited to accede to the Convemtion

a any signature;
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b the deposit of any instrument of ratificatiaeceptance, approval or accession;
¢ any date of entry into force of this Protocohiccordance with Articles 31 and 32;

d any other act, notification or communicatiolat@g to this Protocol.

In witness whereof the undersigned, being dulyh@ised thereto, have signed this
Protocol.

Done at Strasbourg, this 24th day of January 200Znglish and in French, both texts
being equally authentic, in a single copy whichllsha deposited in the archives of the
Council of Europe. The Secretary General of thencdwf Europe shall transmit certified
copies to each member State of the Council of Eyrép the non-member States which
have participated in the elaboration of this Protpto any State invited to accede to the
Convention and to the European Community.
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Preamble

The member States of the Council of Europe, theroBtates and the European Community
signatories to this Additional Protocol to the Cention for the Protection of Human Rights and
Dignity of the Human Being with regard to the Amgaliion of Biology and Medicine (hereinafter
referred to as “the Convention”),

Considering that the aim of the Council of Européhie achievement of greater unity between
its members and that one of the methods by whiishaiim is pursued is the maintenance and further
realisation of human rights and fundamental freegsjom

Considering that the aim of the Convention, asraefiin Article 1, is to protect the dignity
and identity of all human beings and guaranteeyewer, without discrimination, respect for their
integrity and other rights and fundamental freedamth regard to the application of biology and
medicine;

Considering that progress in medical and biologscénces, in particular advances obtained
through biomedical research, contributes to safieg and improving quality of life;

Conscious of the fact that the advancement of bilicaé science and practice is dependent
on knowledge and discovery which necessitates rels@m human beings;

Stressing that such research is often transdiseigliand international;
Taking into account national and international pssional standards in the field of
biomedical research and the previous work of then@iitee of Ministers and the Parliamentary

Assembly of the Council of Europe in this field;

Convinced that biomedical research that is contiafyuman dignity and human rights should
never be carried out;

Stressing the paramount concern to be the proteatfothe human being participating in
research;

Affirming that particular protection shall be givémhuman beings who may be vulnerable in
the context of research;

Recognising that every person has a right to acoeptfuse to undergo biomedical research
and that no one should be forced to undergo swsgareh;

Resolving to take such measures as are necessasgféguard human dignity and the
fundamental rights and freedoms of the individughwegard to biomedical research,

Have agreed as follows:
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CHAPTER |
Object and scope

Article 1 — Object and purpose

Parties to this Protocol shall protect the digréiiyd identity of all human beings and
guarantee everyone, without discrimination, respfmt their integrity and other rights and
fundamental freedoms with regard to any researehliing interventions on human beings in the
field of biomedicine.

Article 2 — Scope

1. This Protocol covers the full range of reseaadtivities in the health field involving
interventions on human beings.

2. This Protocol does not apply to research on godin vitro. It does apply to research on
foetuses and embryas vivo.

3. For the purposes of this Protocol, the termefiméntion” includes:
i. a physical intervention, and
ii. any other intervention in so far as it involvagisk to the psychological health of the person
concerned.
CHAPTER I
General provisions

Article 3 — Primacy of the human being

The interests and welfare of the human being @petiing in research shall prevail over the
sole interest of society or science.

Article 4 — General rule

Research shall be carried out freely, subjechéprovisions of this Protocol and the other
legal provisions ensuring the protection of the harbeing.

Article 5 — Absence of alternatives

Research on human beings may only be undertdkéere is no alternative of comparable
effectiveness.

Article 6 — Risks and benefits

1. Research shall not involwésks and burdens to the human being disproportionatésto
potential benefits.

2. In addition, where the research does not hawgdhential to produce results of direct benefit
to the health of the research participant, suckareh may only be undertaken if the research entail
no more than acceptable risk and acceptable bdodehe research participant. This shall be withou

prejudice to the provision contained in Article f&ragraph 2, sub-paragraph ii for the protection of
persons not able to consent to research.
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Article 7 — Approval

Research may only be undertaken if the researgbqtrbas been approved by the competent
body after independent examination of its sciemtifierit, including assessment of the importance of
the aim of research, and multidisciplinary revieit® ethical acceptability.

Article 8 — Scientific quality
Any research must be scientifically justified, megenerally accepted criteria of scientific

quality and be carried out in accordance with ratevprofessional obligations and standards under
the supervision of an appropriately qualified resker.

CHAPTER 1lI
Ethics committee

Article 9 — Independent examination by an ethics comittee
1. Every research project shall be submitted fadlependent examination of its ethical
acceptability to an ethics committee. Such prgjatiall be submitted to independent examination in
each State in which any research activity is te fallace.
2. The purpose of the multidisciplinary examinatafrthe ethical acceptability of the research
project shall be to protect the dignity, rightsfeta and well-being of research participants. The
assessment of the ethical acceptability stalv on an appropriate range of expertise and exper
adequately reflecting professional and lay views.
3. The ethics committee shall produce an opiniartaining reasons for its conclusion.

Article 10 — Independence of the ethics committee

1. Parties to this Protocol shall take measuresagsure the independence of the ethics
committee. That body shall not be subject to urehternal influences.

2. Members of the ethics committelall declare all circumstances that might lead tmnflict
of interest. Should such conflicts arise, thoselwed shall not participate that review.

Article 11 — Information for the ethics committee

1. All information which is necessary for the elliassessment of the research project shall be
given in written form to the ethics committee.

2. In particular, information on items contained timee appendix to this Protocol shall be
provided, in so far as it is relevant for the resbgroject. The appendix may be amended by the
Committee set up by Article 32 of the Conventionadyvo-thirds majority of the votes cast.

Article 12 —Undue influence
The ethics committemust be satisfied that no undue influence, inclgdhrat of a financial

nature, will be exerted on persons to participateesearch. In this respepfrticular attention must
be given to vulnerable or dependent persons.
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CHAPTER IV
Information and consent
Article 13 — Information for research participants

1. The persons being asked to participate in aarebeproject shall be given adequate
information in a comprehensible form. This infotroa shall be documented.

2. The information shall cover the purpose, theralvglan and the possible risks and benefits
of the research projecand include the opinion of the ethics committeeefoBe being asked to
consent to participate in a research project, #esgns concerned shall be specifically informed,
according to the nature and purpose of the research

i of the nature, extent and duration of the proced involved, in particular, details of any
burden imposed by the research project;

ii. of available preventive, diagnostic and thergeprocedures;

iii. of the arrangements for responding to advensents or the concerns of resegpeliticipants;

iv. of arrangements to ensure respect for prividf¢éeand ensure the confidentiality of personal
data;
V. of arrangements for access to information reiet@ the participant arising from the research

and to its overall results;
Vi. of the arrangements for fair compensation mmd¢hse of damage;

Vii. of any foreseen potential further uses, inghgdcommercial uses, of the research results, data
or biological materials;

viii.  of the source of funding of the research puatj

3. In addition, the persons being asked to padieipn a research project shall be informed of
the rights and safeguards prescribed by law foir tetection, and specifically of their right to
refuse consent or to withdraw consent at any timéhout being subject to any form of
discrimination, in particular regarding the rigbtrhedical care.

Article 14 — Consent

1. No research on a person may be carried outesuty the provisions of both Chapter V and
Article 19, without the informed, free, expressedafic and documented consent of the person. Such
consent may be freely withdrawn by the person giduase of the research.

2. Refusal to give consent or the withdrawal ofsgon to participation in research shall not lead
to any form of discrimination against the persomcmned, in particular regarding the right to
medical care.

3. Where the capacity of the person to give infaroensent is in doubt, arrangements shall be
in place to verify whether or not the person hashstapacity.



-218 -

CHAPTER V
Protection of persons not able to consent to resedr

Article 15 — Protection of persons not able to consent to resezr

1. Research on a person without the capacity tsertnto research may be undertaken only if
all the following specific conditions are met:

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

ii. research of comparable effectiveness cannatavged out on individuals capable of giving
consent;

iii. the person undergoing research has been irddrof his or her rights and the safeguards
prescribed by law for his or her protection, unlgss person is not in a state to receive the
information;

iv. the necessary authorisation has been givenifggadly and in writing by the legal
representative or an authority, person or body igesi/for by law and aftethaving received
the information required by Article 16, taking iragcount the personjzreviously expressed
wishes or objections. An adult not able to consdall as far as possible take part in the
authorisation procedureThe opinion of a minor shall be taken into constien as an
increasingly determining factor in proportion teand degree of maturity;

V. the person concerned does not object.

2. Exceptionally and under the protective condgipmescribed by law, where the research has
not the potential to produce results of direct lfierte the health of the person concerned, such

iv, and v above, and to the following additionahdiions:

i. the research has the aim of contributing, thhosgnificant improvement in the scientific
understanding of the individual's condition, diseas disorder, to the ultimate attainment of
results capable of conferring benefit to the persomcerned or to other persons in the same
age category or afflicted with the same diseagismrder or having the same condition;

ii. the research entails only minimal risk and mial burden for the individual concerned; and
any consideration of additional potential benefitdhe research shall not be used to justify
an increased level of risk or burden.

3. Objection to participation, refusal to give aaribation or the withdrawal of authorisation to
participate in research shall not lead to any fofndiscrimination against the person concerned, in
particular regarding the right to medical care.

Article 16 — Information prior to authorisation

1. Those being asked to authorise participation pérson in a research project shall be given
adequate information in a comprehensible fofirhis information shall bdocumented.

2. The information shall cover the purpose, the oVveaan and the possible risks and benefits
of the research project, and include the opinionthaf ethics committee. They shall further be
informed of the rights and safeguards prescribekhwyfor the protection of those not able to comsen
to research and specificalyy the right to refuse or to withdraw authorisatetrany time, without the
person concerned being subject to any form of gigcation, in particular regarding the right to
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medical care They shall be specifically informed according te tiature and purpose of the research

of the items of information listed in Article 13.

3. The information shall also be provided to théividual concerned, unless this person is not
in a state to receive the information.

Article 17 — Research with minimal risk and minimal burden

1. For the purposes of this Protocol it is deenmad the research bears a minimal risk if, having
regard to the nature and scale of the interventias,to be expected that it will result, at thest in

a very slight and temporary negative impact ontath of the person concerned.

2. It is deemed that it bears a minimal burden i ito be expected that the discomfort will be,
at the most, temporary and very slight for the personcerned. In assessing the burden for an

individual, a person enjoying the special confident the person concerned shall assess the burden
where appropriate.

CHAPTER VI
Specific situations

Article 18 - Research during pregnancy or breastfeging

1. Research on a pregnant woman which does notthaveotential to produce results of direct

benefit to her health, or to that of her embry@tdis or child after birth, may only be undertaketié

following additional conditions are met:

i. the research has the aim of contributing to ditémate attainment of results capable of
conferring benefit to other women in relation tpnaduction or to other embryos, foetuses or
children;

ii. research of comparable effectiveness cannatlbeed out on women who are not pregnant;

iii. the research entails only minimal risk and immial burden.

2. Where research is undertaken obreastfeeding woman, particular care shall be taken
avoid any adverse impact on the health of the child

Article 19 — Research on persons in emergency claal situations

1. The law shall determine whether, and under whiahective additional conditions, research
in emergency situations may take place when:

i. a person is not in a state to give consent, and

ii. because of the urgency of the situation, itingpossible to obtain in a sufficiently timely
manner, authorisation from his or her represergativan authority or a person or body which
would in the absence of an emergency situatioralectupon to give authorisation.

2. The law shall include the following specific clitions:

i. research of comparable effectiveness cannotdsged out on persons in non-emergency
situations;

il the research project may only be undertakent ihas been approved specifically for
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emergency situations by the competent body;

iii. any relevant previously expressed objectiohshe person known to the researcher shall be
respected;

iv. where the research has not the potential tdysre results of direct benefit to the health of the
person concerned, it has the aim of contributilgpugh significant improvement in the
scientific understanding of the individual's coiatit disease or disorder, to the ultimate
attainment of results capable of conferring bertefthe person concerned or to other persons
in the same category or afflicted with the samesake or disorder or having the same
condition, and entails only minimal risk and minirbarden.

3. Persons participating in the emergency resganaject or, if applicable, their representatives
shall be provided with all the relevant informatiooncerning their participation in the research
project as soon as possible. Consent or authiomstdr continued participation shall be requesied
soon as reasonably possible.
Article 20 — Research on persons deprived of libeyt

Where the law allows research on persons deprif/8desty, such persons may participate in a
research project in which the results do not haeepiotential to produce direct benefit to theirltiea
only if the following additional conditions are met

i. research of comparable effectiveness cannoglred out without the participation of persons
deprived of liberty;

il. the research has the aim of contributing to thémate attainment of results capable of
conferring benefit to persons deprived of liberty;

iii. the research entails only minimal risk and imial burden.
CHAPTER VII
Safety and supervision
Article 21 — Minimisation of risk and burden

1. All reasonable measures shall be taken to ersafety and to minimise risk and burden for
the research participants.

2. Research may only be carried out under the sigi@n of a clinical professional who
possesses the necessary qualifications and experien

Article 22 — Assessment of health status

1. The researcher shall take all necessary stepsdess the state of health of human beings
prior to their inclusion in research, to ensure thase at increased risk in relation to partiggoain

a specific project be excluded.

2. Where research is undertaken on persortee reproductive stage of their lives, particula
consideration shall be given to the possible adverpact on a current or future pregnancy and the

health of arembryo, foetusr child.

Article 23 — Non-interference with necessary clinial interventions
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1. Researchshall not delay nor deprive participants of medicahecessary preventive,
diagnostic or therapeutic procedures.

2. In research associated with prevention, diagnmsireatment, participants assigned to control
groups shall be assured of proven methods of ptewvemliagnosis or treatment.

3. The use of placebo is permissible where theeenar methods of proven effectiveness, or
where withdrawal or withholding of such methodssloet present an unacceptable risk or burden.

Article 24 — New developments

1. Parties to this Protocol shall take measuremnsure that the research project is re-examined
if this is justified in the light of scientific delopments or events arising in the course of theareh.

2. The purpose of the re-examination is to establisether:

i. the research needs to be discontinued or if gbsuo the research project are necessary for
the research to continue;

ii. research participants, or if applicable the@presentatives, need to be informed of the
developments or events;

iii. additional consent or authorisation for paigition is required.

3. Any new information relevant to their participatishall be conveyed to the research
participants, or, if applicable, to their represéives, in a timely manner.

4, The competent body shall be informed of the arador any premature termination of a
research project.
CHAPTER VIII
Confidentiality and right to information

Article 25 — Confidentiality

1. Any information of a personal nature collectedrimg biomedical research shall be
considered as confidential and treated accordinigeaules relating to the protection of privafe.li

2. The law shall protect against inappropriate Idmare of any otheinformation related to a
research project that has been submitbesh ethics committee in compliance with this Beot.

Article 26 — Right to information

1. Research participants shall &etitled to know any information collected on thbaalth in
conformity with the provisions of Article 10 of tl&nvention.

2. Other personal information collected for a resegproject will be accessible to them in
conformity with the law on the protection of indivals with regard to processing of personal data.

Article 27 — Duty of care
If research gives rise to information of relevamezehe current or future health or quality of

life of research participants, this information iinbe offered to them. That shall be done within a
framework of health care or counselling. In comimation of such information, due care must be
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taken in order to protect confidentiality and tspect any wish of a participant not to receive such
information.

Article 28 — Availability of results

1. On completion of the research, a report or summary shall be diganito the ethics
committee or the competent body.

2. The conclusionef the research shall be made available to pasitipin reasonable time, on
request.
3. The researcher shall take appropriate measoresake public the results of research in

reasonable time.
CHAPTER IX
Research in States not parties to this Protocol
Article 29 — Research in States not parties to thiBrotocol
Sponsors or researchers within the jurisdictionaoParty to this Protocol that plan to
undertake or direct a research project in a Statgarty to this Protocol shall ensure that, withou
prejudice to the provisions applicable in that &talhe research project complies with the prinsiple

on which the provisions of this Protocol are basditiere necessary, the Party shall take appropriate
measures to that end.

CHAPTER X
Infringement of the provisions of the Protocol
Article 30 — Infringement of the rights or principl es

The Parties shall provide appropriate judicialtpetion to prevent or to put a stop to an
unlawful infringement of the rights or principlestdorth in this Protocol at short notice.

Article 31 — Compensation for damage

The person who has suffered damage as a resuétrti€ipation in research shall be entitled
to fair compensation according to the conditiond procedures prescribed by law.

Article 32 — Sanctions
Parties shall provide for appropriate sanctionbdcapplied in the event of infringement of
the provisions contained in this Protocol.
CHAPTER Xl
Relation between this Protocol and other provisionand re-examination of the Protocol

Article 33 — Relation between this Protocol and th€onvention

As between the Parties, the provisions of Artidldés 32 of this Protocol shall be regarded as
additional articles to the Conventiand all the provisions of the Convention shall ggdcordingly.

Article 34 — Wider protection
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None of the provisions of this Protocol shall beefpreted as limiting or otherwise affecting
the possibility for a Party to grant research pgstintsa wider measure of protection than is
stipulated in this Protocol.

Article 35 — Re-examination of the Protocol

In order to monitor scientific developments, thegant Protocol shall be examined within the
Committee referred to in Article 32 of the Conventino later than five years from the entry into
force of this Protocol and thereafter at such i@k as the Committee may determine.

CHAPTER XII
Final clauses

Article 36 — Signature and ratification

This Protocol shall be open for signature by Signes to the Convention. It is subject to
ratification, acceptance or approval. A Signatorgtymrmot ratify, accept or approve this Protocol
unless it has previously or simultaneously ratifiedcepted or approved the Convention. Instruments
of ratification, acceptance or approval shall bpadited with the Secretary General of the Courfcil o
Europe.

Article 37 — Entry into force

1. This Protocol shall enter into force on thetfitay of the month following the expiration of a
period of three months after the date on which 8tates, including at least four member Statehef t
Council of Europe, have expressed their consebetbound by the Protocol in accordance with the
provisions of Article 36.

2 In respect of any State which subsequently espeedts consent to be bound by it, the
Protocol shall enter into force on the first daytleé month following the expiration of a period of
three months after the date of the deposit ofrierument of ratification, acceptance or approval.

Article 38 — Accession

1. After the entry into force of this Protocol, aByate which has acceded to the Convention
may also accede to this Protocol.

2. Accession shall be effected by the deposit Ml Secretary General of the Council of
Europe of an instrument of accession which shak &ffect on the first day of the month following
the expiration of a period of three months afterdate of its deposit.

Article 39 — Denunciation

1. Any Party may at any time denounce this Protbgaheans of a notification addressed to the
Secretary General of the Council of Europe.

2. Such denunciation shall become effective on fire day of the month following the
expiration of a period of three months after theed# receipt of such notification by the Secretary
General.

Article 40 — Notifications

The Secretary General of the Council of Europd! stmify the member States of the Council
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of Europe, the European Community, any Signatony, Rarty and any other State which has been
invited to accede to the Protocol of:

any signature;

the deposit of any instrument of ratificatiaeceptance, approval or accession;
any date of entry into force of this Protogohiccordance with Articles 37 and 38;
any other act, notification or communicatiolatieg to this Protocol.

oo ow

In witness whereof the undersigned, being duly aigkd thereto, have signed this Protocol.

Done at Strasbourg (France), this 25 January 28@nglish and in French, both texts being
equally authentic, in a single copy which shalldegposited in the archives of the Council of Europe.
The Secretary General of the Council of Europel shetsmit certified copies to each member State
of the Council of Europe, to the non-member Statieieh have participated in the elaboration of this
Protocol, to any State invited to accede to thev@ntion and to the European Community.
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Appendix to the Additional Protocol on Biomedical Research

Information to be given to the ethics committee

Information on the following items shall be proviti® the ethics committee, in so far as it is

relevant for the research project:

Description of the project

the name of the principal researcher, qualiftced and experience of researchers and, where
appropriate, the clinically responsible person, fumdling arrangements;

the aim and justification for the research lzhea the latest state of scientific knowledge;
methods and procedures envisaged, includiatistical and other analytical techniques;
a comprehensive summary of the research projdaly language;

a statement gfrevious and concurrent submissions of the resganajlect for assessment or
approval and the outcome of those submissions;

Participants, consent and information

Vi.

Vii.

viil.

Xi.

Xii.

Xiii.

Xiv.

XV.

justification for involving human beings in tihesearch project;

the criteria for inclusion or exclusion of tteategories of persons for participation in the
research projecnd how those persons are to be selected andteztrui

reasons for the use or the absence of cogrmalips;

a description of the nature and degree of feable risks that may be incurred through
participating in research;

the nature, extent and duration of the intenosist to be carried out on the research
participants, and details of any burden imposethbyesearch project;

arrangements to monitor, evaluate and reacbidingencies that may have consequences for
the present or future health of research parti¢gpan

the timing and details of information for tre@persons who would participate in the research
project and the means proposed for provision &fitiformation;

documentation intended to be used to seeksenhor, in the case of personst able to
consent, authorisation for participation in thesagsh project;

arrangements to ensure respect for the prilifgef those persons who would participate in
research and ensure the confidentiality of persdat;

arrangements foreseen for information which naygenerated and be relevant to the present
or future health of those persons who would parét in research and their family members;
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Other information
xvi.  details of all payments and rewards to be nmiadbe context of the research project;

xvii.  details of all circumstances that might letm conflicts of interest that may affect the
independent judgement of the researchers;

xviii. details of any foreseen potential furtheress including commercial uses, of the research
results, data or biological materials;

xix.  detailsof all other ethical issues, perceived by the researcher;

XX. detailsof any insurance or indemnity to cover damage ragign the context of the research
project.

The ethics committee may request additional infdrom necessary for evaluation of the
research project.
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The member States of the Council of Europe, therditates and the European Community,
signatories to this Additional Protocol to the Cention for the Protection of Human Rights
and Dignity of the Human Being with regard to thephcation of Biology and Medicine
(hereinafter referred to as “the Convention on HuRgghts and Biomedicine”, ETS No.
164),

Considering that the aim of the Council of Eurapethe achievement of greater unity
between its members and that one of the methodahigh this aim is pursued is the
maintenance and further realisation of human rightsfundamental freedoms;

Considering that the aim of the Convention on ldorRights and Biomedicine, as defined
in Article 1, is to protect the dignity and idegtibf all human beings and guarantee
everyone, without discrimination, respect for theirtegrity and other rights and
fundamental freedoms with regard to the applicatibbiology and medicine;

Bearing in mind the Convention for the Protectadrindividuals with regard to Automatic
Processing of Personal Data (ETS No. 108) of 28algn1 981,

Bearing in mind the work carried out by otheengovernmental organisations, in particular
the Universal Declaration on the Human Genome andah Rights, endorsed by the
General Assembly of the United Nations on 9 Decerb88;

Recalling that the human genome is shared blguatian beings, thereby forming a mutual
bond between them while slight variations contrébta the individuality of each human
being;

Stressing the particular bond that exists betweembers of the same family;

Considering that progress in medical scienceamartribute to saving lives and improving
their quality;

Acknowledging the benefit of genetics, in paf@igenetic testing, in the field of health;

Considering that genetic services in the fielche&lth form an integral part of the health
services offered to the population and recalling tmportance of taking appropriate
measures, taking into account health needs anthbleresources, with a view to providing
equitable access to genetic services of appropyiséty;

Aware also of the concerns that exist regardiogsile improper use of genetic testing, in
particular of the information generated thereby;

Reaffirming the fundamental principle of respimt human dignity and the prohibition of
all forms of discrimination, in particular thosesea on genetic characteristics;

Taking into account national and internationafessional standards in the field of genetic
services and the previous work of the CommitteeMafiisters and the Parliamentary
Assembly of the Council of Europe in this field;

Resolving to take such measures as are necessagfeguard human dignity and the
fundamental rights and freedoms of the individughwegard to genetic testing for health
purposes,

Have agreed as follows:
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| — Object and scope

Article 1 — Object and purpose

Parties to this Protocol shall protect the digrand identity of all human beings and
guarantee everyone, without discrimination, respectheir integrity and other rights and
fundamental freedoms with regard to the tests twhvthis Protocol applies in accordance
with Article 2.

Article 2 — Scope

This Protocol applies to tests, which are cdroat for health purposes, involving analysis
of biological samples of human origin and aimingedfically to identify the genetic
characteristics of a person which are inherited amquired during early prenatal
development (hereinafter referred to as “genetitstg

This Protocol does not apply:

a to genetic tests carried out on the human emntaryoetus;
b  to genetic tests carried out for research Bepo

For the purposes of paragraph 1:
a “analysis” refers to:
i chromosomal analysis,
ii  DNA or RNA analysis,
i analysis of any other element enabling infation to be obtained which is
equivalent to that obtained with the methods reféto in sub-paragraphs a.i. and
a.ii.;
b  “biological samples” refers to:

i biological materials removed for the purpo$éhe test concerned,
i biological materials previously removed faragher purpose.

Il — General provisions
Article 3 — Primacy of the human being

The interests and welfare of the human being eowed by genetic tests covered by this
Protocol shall prevail over the sole interest dfisty or science.

Article 4 — Non-discrimination and non-stigmatisdion

Any form of discrimination against a personheitas an individual or as a member of a
group on grounds of his or her genetic heritageadibited.

Appropriate measures shall be taken in ordg@régent stigmatisation of persons or groups
in relation to genetic characteristics.

Il — Genetic services

Article 5 — Quality of genetic services



-230 -
Parties shall take the necessary measures toeetist genetic services are of appropriate
quality. In particular, they shall see to it that:
a genetic tests meet generally accepted cridésaientific validity and clinical validity;

b a quality assurance programme is implementezham laboratory and that laboratories
are subject to regular monitoring;

c persons providing genetic services have ap@@pgualifications to enable them to
perform their role in accordance with professiastaligations and standards.

Article 6 — Clinical utility

Clinical utility of a genetic test shall be arsestial criterion for deciding to offer this test t
a person or a group of persons.

Article 7 — Individualised supervision

1 A genetic test for health purposes may only bdgomed under individualised medical
supervision.

2  Exceptions to the general rule referred to irageaph 1 may be allowed by a Party, subject
to appropriate measures being provided, taking actmunt the way the test will be carried
out, to give effect to the other provisions of tRi®tocol.

However, such an exception may not be made wegand to genetic tests with important
implications for the health of the persons conceroe members of their family or with
important implications concerning procreation clesic

Chapter IV — Information, genetic counselling and onsent
Article 8 — Information and genetic counselling

1 When a genetic test is envisaged, the persorcecoed shall be provided with prior
appropriate information in particular on the pumpasid the nature of the test, as well as the
implications of its results.

2  For predictive genetic tests as referred toiiticke 12 of the Convention on Human Rights
and Biomedicine, appropriate genetic counsellinglisalso be available for the person
concerned.

The tests concerned are:
— tests predictive of a monogenic disease,

— tests serving to detect a genetic predisposgiogenetic susceptibility to a disease,

— tests serving to identify the subject as athgatarrier of a gene responsible for a
disease.

The form and extent of this genetic counselliftplls be defined according to the
implications of the results of the test and thangicance for the person or the members of
his or her family, including possible implicatioegncerning procreation choices.

Genetic counselling shall be given in a non-divecmanner.
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Article 9 — Consent

1 A genetic test may only be carried out after gegson concerned has given free and
informed consent to it.

Consent to tests referred to in Article 8, paapfr2, shall be documented.
2 The person concerned may freely withdraw conatahy time.
Chapter V — Persons not able to consent
Article 10 — Protection of persons not able to esent

Subject to Article 13 of this Protocol, a gendgst on a person who does not have the
capacity to consent may only be carried out foroniker direct benefit.

Where, according to law, a minor does not hagecdpacity to consent, a genetic test on
this person shall be deferred until attainmentwfhscapacity unless that delay would be
detrimental to his or her health or well-being.

Article 11 — Information prior to authorisation, genetic counselling and support

1 When a genetic test is envisaged in respect péraon not able to consent, the person,
authority or body whose authorisation is requirkéllsbe provided with prior appropriate
information in particular with regard to the purpaand the nature of the test, as well as the
implications of its results.

Appropriate prior information shall also be pmed to the person not able to consent in
respect of whom the test is envisaged, to the exfemis or her capacity to understand.

A qualified person shall be available to answesgible questions by the person, authority
or body whose authorisation is required, and, grapriate, the person in respect of whom
the test is envisaged.

2 The provisions of Article 8, paragraph 2, shegdply in the case of persons not able to
consent to the extent of their capacity to understa

Where relevant, appropriate support shall belalviai for the person whose authorisation is
required.

Article 12 — Authorisation

1 Where, according to law, a minor does not hheectpacity to consent to a genetic test, that
test may only be carried out with the authorisatadnhis or her representative or an
authority or a person or body provided for by law.

The opinion of the minor shall be taken into ddemtion as an increasingly determining
factor in proportion to his or her age and degrematurity.

2 Where, according to law, an adult does not ttheecapacity to consent to a genetic test
because of a mental disability, a disease or failai reasons, that test may only be carried
out with the authorisation of his or her represewtaor an authority or a person or body
provided for by law.

Wishes relating to a genetic test expressed usiy by an adult at a time where he or she
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had capacity to consent shall be taken into account

The individual concerned shall, to the extenhisf or her capacity to understand, take part
in the authorisation procedure.

3 Authorisation to tests referred to in Articlepgragraph 2, shall be documented.

4  The authorisation referred to in paragraphsd.zaabove may be withdrawn at any time in
the best interests of the person concerned.

Chapter VI — Tests for the benefit of family membes
Article 13 — Tests on persons not able to consent

Exceptionally, and by derogation from the pramis of Article 6, paragraph 1, of the
Convention on Human Rights and Biomedicine and dicke 10 of this Protocol, the law

may allow a genetic test to be carried out, for ltbeefit of family members, on a person
who does not have the capacity to consent, ifdleviing conditions are met:

a the purpose of the test is to allow the famitgmber(s) concerned to obtain a
preventive, diagnostic or therapeutic benefit thet been independently evaluated as
important for their health, or to allow them to reakn informed choice with respect to
procreation;

b  the benefit envisaged cannot be obtained witbatrying out this test;

¢ the risk and burden of the intervention areimat for the person who is undergoing
the test;

d the expected benefit has been independentlyatea as substantially outweighing the
risk for private life that may arise from the cali®n, processing or communication of
the results of the test;

e the authorisation of the representative ofpleson not able to consent, or an authority
or a person or body provided for by law has begargi

f  the person not able to consent shall, in prigorto his or her capacity to understand
and degree of maturity, take part in the authdosaprocedure. The test shall not be
carried out if this person objects to it.

Article 14 — Tests on biological materials whent is not possible to contact the person
concerned

When it is not possible, with reasonable effaxds;ontact a person for a genetic test for the
benefit of his or her family member(s) on his or hlogical material previously removed
for another purpose, the law may allow the tesbeocarried out in accordance with the
principle of proportionality, where the expectechéfit cannot be otherwise obtained and
where the test cannot be deferred.

Provisions shall be made, in accordance withchgt22 of the Convention on Human Rights
and Biomedicine, for the case where the personeroed has expressly opposed such test.

Article 15 — Tests on deceased persons

A genetic test for the benefit of other family migers may be carried out on biological
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samples:

— removed from the body of a deceased person, or
— removed, when he or she was alive, from a pemsav deceased,

only if the consent or authorisation requireddy has been obtained.
Chapter VII — Private life and right to information
Article 16 — Respect for private life and right b information

1 Everyone has the right to respect for his orpgramate life, in particular to protection of his
or her personal data derived from a genetic test.

2 Everyone undergoing a genetic test is entittelnow any information collected about his
or her health derived from this test.

The conclusions drawn from the test shall be ssibke to the person concerned in a
comprehensible form.

3 The wish of a person not to be informed shalidspected.

4 In exceptional cases, restrictions may be pldogdaw on the exercise of the rights
contained in paragraphs 2 and 3 above in the site# the person concerned.

Article 17 — Biological samples

Biological samples referred to in Article 2 shatily be used and stored in such conditions
as to ensure their security and the confidentiaftyhe information which can be obtained
there from.

Article 18 — Information relevant to family members

Where the results of a genetic test undertakea parson can be relevant to the health of
other family members, the person tested shall foermed.

Chapter VIII — Genetic screening programmes for helih purposes
Article 19 — Genetic screening programmes for héth purposes
A health screening programme involving the usgefetic tests may only be implemented
if it has been approved by the competent body. Hpigroval may only be given after
independent evaluation of its ethical acceptabdityl fulfilment of the following specific

conditions:

a the programme is recognised for its healthveglee for the whole population or
section of population concerned;

b the scientific validity and effectiveness oé forogramme have been established;

C appropriate preventive or treatment measuresspect of the disease or disorder
which is the subject of the screening, are avaslablthe persons concerned;

d appropriate measures are provided to ensuitabtpiaccess to the programme;
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e the programme provides measures to adequatiey the population or section of
population concerned of the existence, purposesvaahs of accessing the screening
programme as well as the voluntary nature of pagton in it.

Chapter IX — Public information
Article 20 — Public information

Parties shall take appropriate measures to fagilaccess for the public to objective general
information on genetic tests, including their nat@nd the potential implications of their
results.

Chapter X — Relation between this Protocol and otheprovisions and re-examination of the
Protocol

Article 21 — Relation between this Protocol andhte Convention

As between the Parties, the provisions of Aricleto 20 of this Protocol shall be regarded
as additional articles to the Convention on Humagh® and Biomedicine, and all the
provisions of the Convention shall apply accordingl

Article 22 — Wider protection

None of the provisions of this Protocol shalliterpreted as limiting or otherwise affecting
the possibility for a Party to grant persons conedrby genetic testing for health purposes a
wider measure of protection than is stipulatechia Protocol.

Article 23 — Re-examination of the Protocol

In order to monitor scientific developments, firesent Protocol shall be examined within
the Committee referred to in Article 32 of the Cention on Human Rights and

Biomedicine no later than five years from the entitp force of this Protocol and thereafter
at such intervals as the Committee may determine.

Chapter XI — Final clauses
Article 24 — Signature and ratification

This Protocol shall be open for signature by 8igries to the Convention on Human Rights
and Biomedicine. It is subject to ratification, eptance or approval. A Signatory may not
ratify, accept or approve this Protocol unlessas Ipreviously or simultaneously ratified,
accepted or approved the Convention. Instrumentstification, acceptance or approval
shall be deposited with the Secretary General®flbuncil of Europe.

Article 25 — Entry into force

1 This Protocol shall enter into force on thetfidtay of the month following the expiration of
a period of three months after the date on whied 8tates, including at least four member
States of the Council of Europe, have expressaddbasent to be bound by the Protocol in
accordance with the provisions of Article 24.

2 Inrespect of any Signatory which subsequentpyresses its consent to be bound by it, the
Protocol shall enter into force on the first daytleé month following the expiration of a
period of three months after the date of the depokithe instrument of ratification,
acceptance or approval.
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Article 26 — Accession

After the entry into force of this Protocol, astate which has acceded to the Convention on
Human Rights and Biomedicine may also accede $oRtotocol.

Accession shall be effected by the deposit whilh Secretary General of the Council of
Europe of an instrument of accession which shak &ffect on the first day of the month
following the expiration of a period of three mosithifter the date of its deposit.

Article 27 — Denunciation

Any Party may at any time denounce this Protbgoineans of a notification addressed to
the Secretary General of the Council of Europe.

Such denunciation shall become effective on fitet day of the month following the
expiration of a period of three months after théeda receipt of such notification by the
Secretary General.

Article 28 — Notification

The Secretary General of the Council of Europallshotify the member States of the
Council of Europe, the European Community, any &igry, any Party and any other State
which has been invited to accede to the ConvemtivHuman Rights and Biomedicine of:

a any signature;

b  the deposit of any instrument of ratificatiaoceptance, approval or accession;

c any date of entry into force of this Protoecobccordance with Articles 25 and 26;

d any other act, notification or communicatiolatieg to this Protocol.

In witness whereof the undersigned, being dulyhenised thereto, have signed this
Protocol.

Done at Strasbourg, this 27th day of Novembei8200 English and in French, both texts
being equally authentic, in a single copy whichlisha deposited in the archives of the
Council of Europe. The Secretary General of then€owf Europe shall transmit certified
copies to each member State of the Council of Ejrtipthe non-member States which have
participated in the elaboration of this Protoca, @any State invited to accede to the
Convention on Human Rights and Biomedicine andhéoEuropean Community.



