PREDLOG

ZAKON

O POTVRDIVANJU DODATNOG PROTOKOLA KONVENCIJE O LJUDSKIM
PRAVIMA | BIOMEDICINI, U ODNOSU NA GENETSKO TESTIRANJE U
ZDRAVSTVENE SVRHE (CETS BR. 203)

Clan 1

Potvrduje se Dodatni protokol Konvencije o ljudskim pravima i biomedicini,
u odnosu na genetsko testiranje u zdravstvene svrhe, sastavljen u Strazburu, 27.
novembra 2008.godine, u originalu na engleskom i francuskom jeziku.

Clan 2

Tekst Dodatnog protokola Konvencije o ljudskim pravima i biomedicini, u
odnosu na genetsko testiranje u zdravstvene svrhe na engleskom i prevodu na
crnogorski jezik glasi:

ADDITIONAL PROTOCOL TO THE CONVENTIONAL ON HUMAN RIGHTS AND
BIOMEDICINE, COCERNING GENETIC TESTING FOR HEALTH PURPOSES (CETS
No. 203)

Preamble

The member States of the Council of Europe, the other States and the European
Community, signatories to this Additional Protocol to the Convention for the
Protection of Human Rights and Dignity of the Human Being with regard to the
Application of Biology and Medicine (hereinafter referred to as “the Convention
on Human Rights and Biomedicine”, ETS No. 164),

Considering that the aim of the Council of Europe is the achievement of greater
unity between its members and that one of the methods by which this aim is
pursued is the maintenance and further realisation of human rights and
fundamental freedoms;

Considering that the aim of the Convention on Human Rights and Biomedicine,
as defined in Article 1, is to protect the dignity and identity of all human beings
and guarantee everyone, without discrimination, respect for their integrity and
other rights and fundamental freedoms with regard to the application of biology
and medicine;



Bearing in mind the Convention for the Protection of Individuals with regard to
Automatic Processing of Personal Data (ETS No. 108) of 28 January 1981;

Bearing in mind the work carried out by other intergovernmental organisations, in
particular the Universal Declaration on the Human Genome and Human Rights,
endorsed by the General Assembly of the United Nations on 9 December 1998;

Recalling that the human genome is shared by all human beings, thereby forming
a mutual bond between them while slight variations contribute to the individuality
of each human being;

Stressing the particular bond that exists between members of the same family;

Considering that progress in medical science can contribute to saving lives and
improving their quality;

Acknowledging the benefit of genetics, in particular genetic testing, in the field of
health;

Considering that genetic services in the field of health form an integral part of the
health services offered to the population and recalling the importance of taking
appropriate measures, taking into account health needs and available resources,
with a view to providing equitable access to genetic services of appropriate
quality;

Aware also of the concerns that exist regarding possible improper use of genetic
testing, in particular of the information generated thereby;

Reaffirming the fundamental principle of respect for human dignity and the
prohibition of all forms of discrimination, in particular those based on genetic
characteristics;

Taking into account national and international professional standards in the field
of genetic services and the previous work of the Committee of Ministers and the
Parliamentary Assembly of the Council of Europe in this field;

Resolving to take such measures as are necessary to safeguard human dignity
and the fundamental rights and freedoms of the individual with regard to genetic
testing for health purposes,

Have agreed as follows:

Chapter | — Object and scope

Article 1 — Object and purpose



Parties to this Protocol shall protect the dignity and identity of all human beings
and guarantee everyone, without discrimination, respect for their integrity and
other rights and fundamental freedoms with regard to the tests to which this
Protocol applies in accordance with Article 2.

Article 2 — Scope

1. This Protocol applies to tests, which are carried out for health purposes,
involving analysis of biological samples of human origin and aiming specifically to
identify the genetic characteristics of a person which are inherited or acquired
during early prenatal development (hereinafter referred to as “genetic tests”).

2. This Protocol does not apply:

a. to genetic tests carried out on the human embryo or foetus;
b. to genetic tests carried out for research purposes.

3. For the purposes of paragraph 1:
a. “analysis” refers to:

i. chromosomal analysis,

ii . DNA or RNA analysis,

iii. analysis of any other element enabling information to be obtained which
Snzq;ii}/glent to that obtained with the methods referred to in sub-paragraphs a.i.

b. “biological samples” refers to:

i. biological materials removed for the purpose of the test concerned,
ii. biological materials previously removed for another purpose.

Chapter Il — General provisions
Article 3 — Primacy of the human being

The interests and welfare of the human being concerned by genetic tests
covered by this Protocol shall prevail over the sole interest of society or science.

Article 4 — Non-discrimination and non-stigmatisation

1. Any form of discrimination against a person, either as an individual or as a
member of a group on grounds of his or her genetic heritage is prohibited.



2. Appropriate measures shall be taken in order to prevent stigmatisation of
persons or groups in relation to genetic characteristics.

Chapter lll — Genetic services
Article 5 — Quality of genetic services

Parties shall take the necessary measures to ensure that genetic services are of
appropriate quality. In particular, they shall see to it that:

a. genetic tests meet generally accepted criteria of scientific validity and clinical
validity;

b. a quality assurance programme is implemented in each laboratory and that
laboratories are subject to regular monitoring;

c. persons providing genetic services have appropriate qualifications to enable
them to perform their role in accordance with professional obligations and
standards.

Article 6 — Clinical utility

Clinical utility of a genetic test shall be an essential criterion for deciding to offer
this test to a person or a group of persons.

Article 7 — Individualised supervision

1. A genetic test for health purposes may only be performed under
individualised medical supervision.

2 . Exceptions to the general rule referred to in paragraph 1 may be allowed by a
Party, subject to appropriate measures being provided, taking into account the
way the test will be carried out, to give effect to the other provisions of this
Protocol.

However, such an exception may not be made with regard to genetic tests with
important implications for the health of the persons concerned or members of
their family or with important implications concerning procreation choices.
Chapter IV — Information, genetic counselling and consent
Article 8 — Information and genetic counselling

1. When a genetic test is envisaged, the person concerned shall be

provided with prior appropriate information in particular on the purpose
and the nature of the test, as well as the implications of its results.



2. For predictive genetic tests as referred to in Article 12 of the Convention on
Human Rights and Biomedicine, appropriate genetic counselling shall also be
available for the person concerned.

The tests concerned are:

— tests predictive of a monogenic disease,

— tests serving to detect a genetic predisposition or genetic
susceptibility to a disease,

— tests serving to identify the subject as a healthy carrier of a gene
responsible for a disease.

The form and extent of this genetic counselling shall be defined according to the
implications of the results of the test and their significance for the person or the
members of his or her family, including possible implications concerning
procreation choices.

Genetic counselling shall be given in a non-directive manner.

Article 9 — Consent

1. A genetic test may only be carried out after the person concerned has given
free and informed consent to it.

Consent to tests referred to in Article 8, paragraph 2, shall be documented.
2 . The person concerned may freely withdraw consent at any time.
Chapter V — Persons not able to consent

Article 10 — Protection of persons not able to consent

Subject to Article 13 of this Protocol, a genetic test on a person who does not
have the capacity to consent may only be carried out for his or her direct benefit.

Where, according to law, a minor does not have the capacity to consent, a
genetic test on this person shall be deferred until attainment of such capacity
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 of a person not able to consent,
the person, authority or body whose authorisation is required shall be provided
with prior appropriate information in particular with regard to the purpose and the
nature of the test, as well as the implications of its results.



Appropriate prior information shall also be provided to the person not able to
consent in respect of whom the test is envisaged, to the extent of his or her
capacity to understand.

A gqualified person shall be available to answer possible questions by the person,
authority or body whose authorisation is required, and, if appropriate, the person
in respect of whom the test is envisaged.

2. The provisions of Article 8, paragraph 2, shall apply in the case of persons
not able to consent to the extent of their capacity to understand.

Where relevant, appropriate support shall be available for the person whose
authorisation is required.

Article 12 — Authorisation
1. Where, according to law, a minor does not have the capacity to consent to a
genetic test, that test may only be carried out with the authorisation 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 consideration as an increasingly
determining factor in proportion to his or her age and degree of maturity.

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

Wishes relating to a genetic test expressed previously by an adult at a time
where he or she had capacity to consent shall be taken into account.

The individual concerned shall, to the extent of his or her capacity to understand,
take part in the authorisation procedure.

3. Authorisation to tests referred to in Article 8, paragraph 2, shall be
documented.

4. The authorisation referred to in paragraphs 1 and 2 above may be withdrawn
at any time in the best interests of the person concerned.

Chapter VI — Tests for the benefit of family members
Article 13 — Tests on persons not able to consent

Exceptionally, and by derogation from the provisions of Article 6, paragraph 1, of
the Convention on Human Rights and Biomedicine and of Article 10 of this



Protocol, the law may allow a genetic test to be carried out, for the benefit of
family members, on a person who does not have the capacity to consent, if the
following conditions are met:

a. the purpose of the test is to allow the family member(s) concerned to obtain a
preventive, diagnostic or therapeutic benefit that has been independently
evaluated as important for their health, or to allow them to make an informed
choice with respect to procreation;

b. the benefit envisaged cannot be obtained without carrying out this test;

c. the risk and burden of the intervention are minimal for the person who is
undergoing the test;

d. the expected benefit has been independently evaluated as substantially
outweighing the risk for private life that may arise from the collection, processing
or communication of the results of the test;

e. the authorisation of the representative of the person not able to consent, or
an authority or a person or body provided for by law has been given;

f. the person not able to consent shall, in proportion to his or her capacity to
understand and degree of maturity, take part in the authorisation procedure. The
test shall not be carried out if this person objects to it.

Article 14 — Tests on biological materials when it is not possible to contact
the person concerned

When it is not possible, with reasonable efforts, to contact a person for a genetic
test for the benefit of his or her family member(s) on his or her biological material
previously removed for another purpose, the law may allow the test to be carried
out in accordance with the principle of proportionality, where the expected benefit
cannot be otherwise obtained and where the test cannot be deferred.

Provisions shall be made, in accordance with Article 22 of the Convention on
Human Rights and Biomedicine, for the case where the person concerned has
expressly opposed such test.

Article 15 — Tests on deceased persons

A genetic test for the benefit of other family members may be carried out on
biological samples:

— removed from the body of a deceased person, or
— removed, when he or she was alive, from a person now deceased,



only if the consent or authorisation required by law has been obtained.
Chapter VII - Private life and right to information
Article 16 — Respect for private life and right to information

1. Everyone has the right to respect for his or her private life, in particular to
protection of his or her personal data derived from a genetic test.

2. Everyone undergoing a genetic test is entitled to know any information
collected about his or her health derived from this test.

The conclusions drawn from the test shall be accessible to the person concerned
in a comprehensible form.

3. The wish of a person not to be informed shall be respected.

4. In exceptional cases, restrictions may be placed by law on the exercise of the
rights contained in paragraphs 2 and 3 above in the interests of the person
concerned.

Article 17 — Biological samples

Biological samples referred to in Article 2 shall only be used and stored in such
conditions as to ensure their security and the confidentiality of the information
which can be obtained therefrom.

Article 18 — Information relevant to family members

Where the results of a genetic test undertaken on a person can be relevant to the
health of other family members, the person tested shall be informed.

Chapter VIII — Genetic screening programmes for health purposes

Article 19 — Genetic screening programmes for health purposes

A health screening programme involving the use of genetic tests may only be
implemented if it has been approved by the competent body. This approval may
only be given after independent evaluation of its ethical acceptability and

fulfilment of the following specific conditions:

a. the programme is recognised for its health relevance for the whole population
or section of population concerned,;

b. the scientific validity and effectiveness of the programme have been
established;



C. appropriate preventive or treatment measures in respect of the disease or
disorder which is the subject of the screening, are available to the persons
concerned,

d. appropriate measures are provided to ensure equitable access to the
programme;

e. the programme provides measures to adequately inform the population or
section of population concerned of the existence, purposes and means of
accessing the screening programme as well as the voluntary nature of
participation in it.

Chapter IX = Public information
Article 20 — Public information
Parties shall take appropriate measures to facilitate access for the public to
objective general information on genetic tests, including their nature and the

potential implications of their results.

Chapter X — Relation between this Protocol and other provisions and re-
examination of the Protocol

Article 21 — Relation between this Protocol and the Convention

As between the Parties, the provisions of Articles 1 to 20 of this Protocol shall be
regarded as additional articles to the Convention on Human Rights and
Biomedicine, and all the provisions of the Convention shall apply accordingly.
Article 22 — Wider protection

None of the provisions of this Protocol shall be interpreted as limiting or
otherwise affecting the possibility for a Party to grant persons concerned by
genetic testing for health purposes a wider measure of protection than is
stipulated in this Protocol.

Article 23 — Re-examination of the Protocol

In order to monitor scientific developments, the present Protocol shall be
examined within the Committee referred to in Article 32 of the Convention on
Human Rights and Biomedicine no later than five years from the entry into 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 Signatories to the Convention on
Human Rights and Biomedicine. It is subject to ratification, acceptance or
approval. A Signatory may not ratify, accept or approve this Protocol unless it
has previously or simultaneously ratified, accepted or approved the Convention.
Instruments of ratification, acceptance or approval shall be deposited with the
Secretary General of the Council of Europe.

Article 25 — Entry into force

1. This Protocol shall enter into force on the first day of the month following the
expiration of a period of three months after the date on which five States,
including at least four member States of the Council of Europe, have expressed
their consent to be bound by the Protocol in accordance with the provisions of
Article 24.

2. In respect of any Signatory which subsequently expresses its consent to be
bound by it, the Protocol shall enter into force on the first day of the month
following the expiration of a period of three months after the date of the deposit of
the instrument of ratification, acceptance or approval.

Article 26 — Accession

1. After the entry into force of this Protocol, any State which has acceded to the
Convention on Human Rights and Biomedicine may also accede to this Protocol.

2. Accession shall be effected by the deposit with the Secretary General of the
Council of Europe of an instrument of accession which shall take effect on the
first day of the month following the expiration of a period of three months after the
date of its deposit.

Article 27 — Denunciation

1. Any Party may at any time denounce this Protocol by means of a notification
addressed to the Secretary General of the Council of Europe.

2. Such denunciation shall become effective on the first day of the month
following the expiration of a period of three months after the date of receipt of
such notification by the Secretary General.

Article 28 — Notification
The Secretary General of the Council of Europe shall notify the member States of
the Council of Europe, the European Community, any Signatory, any Party and

any other State which has been invited to accede to the Convention on Human
Rights and Biomedicine of:
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a. any signature;

b. the deposit of any instrument of ratification, acceptance, approval or
accession;

c . any date of entry into force of this Protocol in accordance with Articles 25 and
26;

d. any other act, notification or communication relating to this Protocol.

In withess whereof the undersigned, being duly authorised thereto, have signed
this Protocol.

Done at Strasbourg, this 27" day of November 2008, in English and in French,
both texts being equally authentic, in a single copy which shall be deposited in
the archives of the Council of Europe. The Secretary General of the Council of
Europe shall transmit certified copies to each member State of the Council of
Europe, to the non-member States which have participated in the elaboration of
this Protocol, to any State invited to accede to the Convention on Human Rights
and Biomedicine and to the European Community.

DODATNI PROTOKOL KONVENCIJE O LJUDSKIM PRAVIMA | BIOMEDICINI, U
ODNOSU NA GENETSKO TESTIRANJE U ZDRAVSTVENE SVRHE (CETS BR. 203)

PREAMBULA

Drzave Cclanice Savjeta Evrope, druge Drzave Evropske zajednice,
potpisnice ovog Dodatnog protokola Konvencije o za$titi ljudskih prava i
dostojanstva ljudskog bi¢a u pogledu primjene biologije i medicine (u daljem
tekstu ,Konvencija o ljudskim pravima i biomedicini“, ETS Br. 164),

Uzimajuci u obzir da je cilj Savjeta Evrope dostignuée veceg jedinstva
njegovih Clanica i da je jedna od metoda kojom se cilj Zeli posti¢i odrzavanje i
dalje ostvarivanje ljudskih prava i osnovnih sloboda;

Uzimaju¢i u obzir da je cili ove Konvencije o ljudskim pravima i
biomedicini, kako je propisano ¢lanom 1, da zastiti dostojanstvo i identitet svih
ljudskih bi¢a i garancija svima, bez diskriminacije, poStovanje njihovog integriteta
i drugih prava i osnovnih sloboda u smislu primjene biologije i medicine;

Imajuc¢i na umu Konvenciju o zastiti pojedinaca u odnosu na automatsku
obradu li¢nih podataka (ETS Br. 108) od 28. januara 1981. godine;

Imaju¢i na umu rad sproveden od strane |IGO-a (medunarodnih vladinih
organizacija), posebno OpStu deklaraciju o ljudskom genomu i ljudskim pravima,
koja je odobrena od strane Generalne skupstine Ujedinjenih Nacija 9. decembra
1998. godine.

Podsjecajuc¢i da ljudski genom dijele sva ljudska bica, koji tako Cini

zajedniCku vezu medu njima dok samo neznatne razlike doprinose osobenosti
svakog ljudskog bica;

11



NaglaSavajuci posebnu vezu koja postoji medu Clanovima iste porodice;

Obzirom da napredak u medicinskoj nauci moze doprinijeti spasavanju
Zivota i poboljSanju kvaliteta Zivota;

Priznaju¢i dobrobit genetike, posebno genetskog testiranja, na polju
zdravlja;

Uzimajuci u obzir da genetske sluzbe na polju zdravlja €ine sastavni dio
sluzbe zdravlja koja se nudi stanovniStvu i prisje€ajuci se vaznosti preduzimanja
prikladnih mjera, uzimajuci u obzir zdravstvene potrebe i dostupna sredstva, u
pogledu obezbjedivanja pravicnog pristupa genetskim sluzbama odgovarajuceg
kvaliteta;

Svjesni brige koja postoji u pogledu mogucée nepravilne upotrebe
genetskog testiranja, posebno informacija koje se njim mogu dobiti;

Ponovo potvrduju¢i  fundamentalni  princip  poStovanja  ljudskog
dostojanstva i zabranu bilo kog vida diskriminacije, posebno onog baziranog na
genetskim karakteristikama;

Uzimajuci u obzir nacionalne i medunarodne profesionalne standarde na
polju genetskih usluga i prethodni rad Komiteta Ministara i parlamentarne
skupstine Savjeta Evrope u odnosu na ovu oblast;

OdluCuju¢i da preduzmemo takve mjere koje su potrebne za oc&uvanje
ljudskog dostojanstva i osnovnih prava i sloboda pojedinca u pogledu genetskog
testiranja u zdravstvene svrhe,

Saglasile su se kako slijedi:

| . PREDMET | OPSEG

Predmet i svrha

Clan 1

Potpisnice ovog Protokola stitice dostojanstvo i identitet svih ljudskih bi¢a i
garantovati svima, bez diskriminacije, postovanje njihovog integriteta i drugih
prava i osnovnih sloboda u pogledu svakog testiranja na koje se ovaj Protokol
odnosi u skladu sa ¢lanom 2.

Opseg

Clan 2

1) Ovaj Protokol se odnosi na testove koji se sprovode u zdravstvene svrhe,
uklju€ujuéi analize bioloSkih uzoraka ljudskih organa i posebno su
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namijenjeni za identifikaciju genetskih karakteristika osoba koje su
naslijedene ili steCene tokom ranog prenatalnog razvoja (u daljem tekstu
~.genetski testovi®).

2) Ovaj Protokol ne odnosi se:

a) na genetske testove sprovedene na ljudskom embrionu ili fetusu;
b) na genetske testove sprovedene u svrhe ispitivanja.

3) Za svrhe iz stava 1.

a) ,analiza“ se odnosi na:

I. analizu hromozoma,

il. analizu DNK i RNK,

iii. analizu svakog drugog elementa koji omogucava da se dobiju
informacije a koji je ekvivalent onima dobijenim putem metoda
datim u podstavovima a.i. i a.ii.;

b) ,bioloski uzorci“ odnose se na:

i. bioloSke materijale uklonjene za svrhe predmetnog testa,
ii. bioloski materijali prethodno uklonjeni u druge svrhe.

Il. OPSTE ODREDBE
Primat ljudskog bi¢a

Clan 3

Interesi i dobrobit ljudskog bica koje je predmet genetskog testiranja
prema ovom Protokolu dominirac¢e nad iskljucivim interesom drustva ili nauke.

Odsustvo diskriminacije i odsustvo stigmatizacije
Clan 4
1) Svaki oblik diskriminacije neke osobe, bilo kao pojedinca ili €lana grupe po
osnovu njegovog ili njenog genetskog nasljeda je zabranjeno.

2) Odgovaraju¢e mjere ¢e se preduzeti kako bi se sprijeCila stigmatizacija
osoba ili grupa u vezi sa genetskim karakteristikama.

13



lll. GENETSKE SLUZBE

Kvalitet genetickih sluzbi

Clan 5

Strane ¢e preduzeti potrebne mjere kako bi obezbijedile genetske sluzbe
odgovarajuceg kvaliteta. Posebno, postarace se da:

a) genetski testovi zadovolje opste prihvaéene kriterijume naucne
vrijednosti i kliniCke vrijednosti;

b) je program o obezbjedivanju kvaliteta realizovan u svakoj
laboratoriji i da su laboratorije podredene redovnom nadzoru;

c) lica koje pruzaju genetske usluge imaju odgovarajuce kvalifikacije
koje im omogucavaju da djeluju u svojoj ulozi u skladu sa
profesionanim obavezama i standardima.

Klinicka korist

Clan 6

KliniCka korist genetskog testa bice klju€ni kriterijum pri odlu€ivanju da se
ponudi test osobi ili grupi lica.

Individualizovani nadzor

Clan7

1) Genetski test u zdravstvene svrhe moze se sprovesti samo pod
individualizovanim medicinskim nadzorom.

2) lzuzeci od opsteg pravila navedeni u stavu 1 mogu biti dozvoljeni od
strane Potpisnice, pod uslovom da su obezbijedene odgovarajuée mijere,
uzimajuci u obzir nacin na koji ¢e se test sprovesti, da daju pravosnaznost
odredbama ovog Protokola.

Madutim, takav izuzetak ne moze se uciniti u odnosu na genetske testove
koji imaju znacajne posljedice na zdravlje predmetnih lica ili ¢lanova njihovih
porodica ili koji imaju znacCajne posljedice u pogledu odlucivanja o radanju.
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IV. INFORMIACIJE, GENETSKO SAVJETOVANJE | SAGLASNOST
Informacije i genetsko savjetovanje
Clan 8

1) Kada se predvida genetski test, predmetnoj osobi bi¢e prethodno
obezbijedene odgovarajuée informacije, posebno o svrsi i prirodi testa, kao i
posljedicama njegovih rezultata.

2) Za predvidljive genetske testove kako je navedeno u ¢lanu 12 Konvencije o
ljudskim pravima i biomedicini, odgovarajue genetsko savjetovanje bice
omogucéeno predmetnim osobama.

Predmetni testovi su:

- testovi koji predvidaju monogenetsko oboljenje,

- testovi koji sluze za detektovanje genetske predispozicije ili
genetske podloznosti nekom oboljenju.

- testovi koji sluze za identifikaciju subjekta kao zdravog nosioca
gena odgovornog za oboljenje.

Oblik i mjera ovog genetskog konsultovanja bi¢e definisano skladno
posljedicama rezultata testiranja i njihovoj vaznosti za to lice ili clanove njegove
ili njene porodice, ukljuéujuéi moguce posljedice u odnosu na odlucivanje o
radanju.

Genetsko savjetovanje bi¢e pruzeno na neobavezan nacin.
Saglasnost
Clan 9

1) Genetski test moZe se sprovesti samo nakon $to predmetna osoba da
slobodnu saglasnost nakon $to je informisana.

Saglasnost sa testovima kako je dato u ¢lanu 8 stav 2, bice
dokumentovana.

3) Predmetna osoba moze bilo kada slobodno povuci saglasnost.

V. LICA KOJA NIJESU U MOGUCNOSTI DA DAJU SVOJU SAGLASNOST
Zastita lica koja nijesu u moguénosti da daju svoju saglasnost
Clan 10

Shodno ¢lanu 13 ovog Protokola, genetski test na licu koje nema
kapacitet da da saglasnost moze se sprovesti samo za direktnu njegovu ili njenu
dobrobit.
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Kada, prema zakonu, maloljetno lice nema kapacitet da da saglasnost,
genetski test na tom licu bi¢e obustavlen do dobijanja tog kapaciteta, osim
ukoliko bi to odlaganje bilo Stetno po njegovo ili njeno zdravlje i dobrobit.

Informisanje prije ovlas¢enja, genetsko savjetovanje i podrska
Clan 11

1) Kada se genetski test predvida u odnosu na osobu koja nije u
mogucnosti da da saglasnost, lice, vlast ili tijelo Cije ovlas¢enje se zahtijeva bice
obezbijedeno uz prethodnu adekvatnu informisanost u pogledu svrhe i prirode
testa, kao i posljedica rezultata.

Adekvatno prethodno informisanje bi¢e takode obezbijedeno i za lice koje
nije sposobno da da saglasnost a za koje se test predvida, do one mjere do koje
on ili ona imaju kapacitet da razumiju.

Kvalifikovano lice ¢e biti dostupno da pruzi odgovore na moguca pitanja
od strane lica, vlasti ili tijela Cije se ovlascenje zahtijeva, i, ako je prikladno,
osobe u odnosu na koju je predviden test.

2) Odredbe ¢lana 8 stav 2, primjenjivace se u slu€aju da osobe nijesu u
mogucnosti da daju saglasnost u onoj mjeri u kojoj imaju kapacitet da razumiju.
Kada je relevantno, adekvatna podrska pruzi¢e se osobama Cije se ovlascenje
zahtijeva.

Ovlascenje

Clan 12

1) Kada, shodno zakonu, maloljetno lice nema kapacitet da da saglasnost za
genetski test, taj test se mozZe sprovesti samo uz ovlascenje njegovog ili njnog
zastupnika ili vlasti ili lica ili tijela koje propisuje zakon.

Misljenje maloljetnog lica ¢e se uzeti u obzir kao znac€ajno odlucujuci
faktor u odnosu na njegovu ili njenu starosnu dob i nivo zrelosti.

2) Kada, shodno zakonu, odrasla osoba nema kapacitet da da saglasnost za
genetski test usljed mentalne nesposobnosti, bolesti ili slicnih razloga, taj
test se moze sprovesti samo uz ovlas¢enje njegovog ili njenog zastupnika
ili vlasti ili lica ili tijela koje propisuje zakon.

Zelje u vezi sa genetskim testom koje su prethodno izrazene od strane
odrasle osobe, u vrileme kad je on ili ona imao kapacitet da da saglasnost,
uzece se u obzir.

Predmetni pojedinac ¢e, u mjeri u kojoj postoji njegova ili njena
sposobnost da razumije, u€estvovati u proceduri davanja ovlasc¢enja.
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3) Ovlaséenje za testove na koje se odnosi Clan 8 stav 2, bice
dokumentovano.

4) Ovlascenje na koje se odnose gore navedeni st. 1 i 2 mogu se povuci bilo
kada u najboljem interesu predmetne osobe.

VI. TESTOVI ZA DOBROBIT CLANOVA PORODICE

Testovi na osobama koje nijesu u mogucénosti da daju saglasnost

Clan 13

U izuzetnim sluCajevima i pri odstupanju od odredbi €lana 6 stav 1
Konvencije o ljudskim pravima i biomedicini i ¢lana 10 ovog Protokola, zakonom
se moze dozvoliti da se genetski test sprovede, za dobrobit ¢lanova porodice, na
osobi koja nema kapacitet da da saglasnost, ako su zadovoljeni sljedeci uslovi:

a) svrha testa je da se dozvoli predmetnom ¢lanu (¢lanovima) porodice
da dobiju preventivnhu, dijagnosti¢ku ili terapeutsku korist koja je
nezavisno procijenjena kao vazna za zdravlje, ili da im dozvole da
naprave izbor u odnosu na radanje nakon $to budu informisani;

b) predvidena korist ne moze se dobiti bez sprovodenja testa;

c)

d)

f)

rizik i teret intervencije su minimialni za osobu nad kojom se
sprovodi test;

za ocCekivanu korist nezavisno je procijenjeno da znacajno
nadmasuje rizik za privatni Zivot koji mozZe nastati usljed
prikupljanja, obrade ili saopStavanja rezultata testa;

dato ovlasc¢enje zastupnika osobe koja nije u moguénosti da da
svoju saglasnost, ili vlasti ili lica ili tijela koje propisuje zakon;

osoba koja nije u moguénosti da da saglasnost ¢e, u mjeri u kojoj
on ili ona ima kapacitet da razumije i u odnosu na nivo zrelosti,
uCestvovati u proceduri davanja ovlas¢enja. Test se nece sprovesti
ako se ta osoba njemu protivi.

Testovi na bioloSkim materijalima kada nije
moguce kontaktirati predmetnu osobu

Clan 14

Kada nije moguce, uz razumne napore, kontaktirati osobu za genetsko
testiranje u korist ¢lana (Clanova) njegove ili njene porodice na bioloSkom
materijalu koji je prethodno uklonjen sa njega ili nje za druge svrhe, zakonom se
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moZze dozvoliti da se test sprovede u skladu sa principom proporcionalnosti, kada
se oCekivana korist ne moze dobiti na drugi nacin i kada se test ne moze odloziti.

Bi¢e sacCinjene odredbe, u skladu sa ¢lanom 22 Konvencije o ljudskim
pravima i biomedicini, za sluCaj da se predmetna osoba jasno protivi takvom
testu.

Testovi na preminulim osobama

Clan 15

Genetski test za korist ¢lanova drugih porodica mozZe se sprovesti na
bioloSkim uzorcima:

a) uklonjenim iz tijela preminule osobe, ili

b) uklonjenim, dok su on ili ona bili Zivi, iz sada premunile osobe.

Samo ako se dobije saglasnost ili ovlaséenje propisano zakonom.

VII. PRIVATNI ZIVOT | PRAVO NA INFORMISANOST

Postovanje privatnog zivota i pravo na informisanost
Clan 16

1) Svi imaju pravo na postovanje njihovih privatnih Zivota, posebno na zastitu
licnih podataka koji poti€u iz genetskih testova.

2) Svi koji su podrvgnuti genetskom testu imaju pravo da znaju informacije
dobijene o njihovom zdravlju koje su proistekle iz tog testa.

4) Zelja osobe da ne bude informisana mora se postovati.

5) U posebnim slu€ajevima, mogu se nametnuti ograniCenja Zakonom o
primjeni prava sadrzanih u gore navedenim st. 2 i 3 u interesu predmetne
osobe.

Bioloski uzorci

Clan 17

BioloSki uzorci navedeni u Clanu 2 KkoristiCe se i Cuvati samo u onim
uslovima potrebnim za oCuvanje sigurnosti povijerljivosti informacija koje se mogu
od njih dobiti.
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Informacije vazne za €lanove porodice

Clan 18

Kada rezultati genetskog testa sprovedenog na nekoj osobi mogu biti
relevantni za zdravlje ¢lanova porodice, testirana osoba ¢e biti informisana.

VIIl. PROGRAMI GENETSKOG SKRININGA U ZDRAVSTVENE SVRHE

Programi genetskog skrininga u zdravstvene svrhe

Clan 19

Program genetskog skrininga koji podrazumijeva i upotrebu genetskih testova
moze se implementirati ukoliko je to odobreno od strane nadleznog organa. To
odobrenje moze se dati samo nakon nezavisne procjene njegove etiCke
prihvatljivosti i zadovoljavanja sljedec¢ih posebnih uslova:

a) program je priznat zbog svoje vaznosti za zdravlje Citave populacije ili
dijela predmetne populacije;

b) naucéna valjanost i efikasnost programa su ustanovljeni;

c) odgovaraju¢e preventivne i mjere lije€enja u odnosu na oboljenje ili
poremecaj koji su predmet skrininga, dostupne su predmetnim licima;

d) odgovaraju¢e mjere obezbijedene su u cilju osiguravanja nepristrasnog
pristupa programu;

e) program obezbjeduje mjere za adekvatno informisanje populacije ili dijela
predmetne populacije o postojanju, svrsi i sredstvima pristupa programu
skrininga kao i dobrovoljne prirode u¢eSc¢a u njemu.

IX. INFORMISANJE JAVNOSTI
Clan 20
Strane ¢e preduzeti adekvatne mjere da olakSaju pristup javnosti

objektivnim opstim informacijama o genetskom testiranju, uklju€ujuéi njihovu
prirodu i potencijalne posljedice njihovih rezultata.

19



X. ODNOS IZMEDU PROTOKOLA | DRUGIH ODREDBI | PONOVNOG
ISPITIVANJA PROTOKOLA

Odnos izmedu Protokola i Konvencije

Clan 21

Medu Potpisnicima, odredbe €¢l. od 1 do 20 Protokola smatrace se
dodatnim clanovima Konvencije o ljudskim pravima i biomedicini, i sve odredbe
Konvencije primjenjivace se u skladu sa tim.

Veéa zastita

Clan 22

Nijedna od odredbi Protokola nece se tumaciti kao ograni¢avajuéa niti bilo
kako drugaCije a da time utie na mogucénosti Potpisnice da predmetnim
osobama genetskim testiranjem pruzi u zdravstvene svrhe vecéu mjeru zastite
nego Sto je propisano Protokolom.

Ponovno ispitivanje Protokola

Clan 23

Kako bi se nadzirao naucni napredak, sadasnji Protokol Ce se ispitati u
okviru Komiteta na koji se odnosi ¢lan 32 Konvencije o ljudskim pravima i
biomedicini ne kasnije od pet godina nakon stupanja na snagu ovog Protokola i
nakon toga po periodima koje utvrdi Komitet.

XI. KONACNE KLAUZULE
Potpis i ratifikacija

Clan 24

Ovaj Protokol otvoren je za potpise potpisnika Konvencije o ljudskim
pravima i biomedicini. Podreden je ratifikaciji, prihvatanju ili odobrenju. Potpisnik
moze da ne ratifikuje, prihvati ili odobri ovaj Protokol osim ukoliko nije prethodno
ili istovremeno ratifikovao, prihvatio ili odobrio Konvneciju. Instrumenti ratifikacije,
prihvatanja ili odobravanja bi¢e deponovani kod Generalnog sekretara Savjeta
Evrope.

Stupanje na snagu
Clan 25

1) Ovaj Protokol stupa na snagu prvog dana mjeseca koji slijedi po isteku
perioda od tri mjeseca nakon datuma na koji DrZzave, ukljuCujuéi najmanje
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Cetiri Drzave Clanice Savjeta Evrope, daju svoju saglasnost kojom se
obavezuju Protokolom u skladu sa odredbama ¢lana 24.

2) U pogledu svake Drzave koja naknadno d& svoju saglasnost da se njim
obavezuje, Protokol stupa na snagu prvog dana mjeseca koji slijedi po
isteku perioda od tri mjeseca nakon datuma deponovanja instrumenta
ratifikacije, prihvatanja ili odobrenja.

Pristup
Clan 26

1) Nakon stupanja na snagu ovog Protokola, svaka DrZzava koja je prihvatila
Konvenciju o ljudskim pravima i biomedicini takode moZzZe pristupiti i
Protokolu.

2) Pristup ¢e stupiti na snagu pri deponovanju kod Generalnog sekretara
Savjeta Evrope instrumenta pristupa koji ¢e biti vazeci prvog dana
mjeseca koji slijedi po isteku perioda od tri mjeseca nakon datuma
deponovanja.

Otkazivanje
Clan 27

1) Svaka Strana moze bilo kada otkazati ovaj Protokol putem obavjestenja
upucenog Generalnom sekretaru Savjeta Evrope.

2) Takvo otkazivanje stupi¢e na snagu prvog dana mjeseca koji slijedi po
isteku perioda od tri mjeseca nakon datuma prijema tog obavjestenja od
strane Generalnog sekretara.

Obavjestenja
Clan 28
Generalni sekretar Savjeta Evrope obavijestice Drzavu Clanicu Savjeta

Evrope, Evropsku Zajednicu, svakog potpisnika, svaku Stranu i svaku drugu
Drzavu koja je pozvana da pristupi Protokolu o:

a) svakom potpisivanju;

b) deponovanju instrumenta ratifikacije, prihvatanja, odobrenja ili

pristupa;

c) svakom datumu stupanja na snagu ovog Protokola u skaldu sa Cl.
251 26;

d) bilo kojem drugom aktu, notifikaciji ili komunikaciji u vezi sa
Protokolom.
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U potvrdu ¢emu doljepotpisani, buduci da su propisno ovlas¢eni za to,
potpisuju ovaj Protokol.

Sprovedeno u Strazburu na dan ovog 27. novembra 2008. godine, na
engleskom i francuskom jeziku, pri ¢emu su oba teksta jednako vjerodostojna, u
jednom primjerku koji ¢e biti deponovan u evidenciju Savjeta Evrope. Generalni
sekretar Savjeta Evrope proslijedice ovjerene kopije svakoj Drzavi €lanici Savjeta
Evrope, Drzavama koje nijesu Clanice Savjeta Evrope a koje su ucestvovale u
izradi Protokola, kao i svakoj Drzavi koja je pozvana da pristupi Konvenciji o
ljudskim pravima i biomedicini i Evropskoj zajednici.

Clan 3

Ovaj zakon stupa na snagu osmog dana od dana objavljivanja u
»oluzbenom listu Crne Gore- Medunarodni ugovori*.
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