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SDELENI

Ministerstva zahraniénich véci

Ministerstvo zahrani¢nich véci sdéluje, Ze dne 25. ledna 2005 byl ve Strasburku otevien k podpisu Dodatkovy
protokol k Umluvé o lidskych pravech a biomediciné souvisejici s biomedicinskym vyzkumem®).

Jménem Ceské republiky byl Dodatkovy protokol podepsin ve Strasburku dne 11. kvétna 2018.

S Dodatkovym protokolem vyslovil souhlas Parlament Ceské republiky a prezident republiky jej ratifikoval.
Ratfikaéni listina Ceské republiky byla uloZena u generdlniho tajemnika Rady Evropy, depozitife Dodatkového
protokolu, dne 12. kvétna 2020.

Dodatkovy protokol vstoupil v platnost na zikladé svého &linku 37 odst. 1 dne 1. zaf{ 2007. Pro Ceskou
republiku vstupuje v platnost podle odstavee 2 téhoz ¢lanku dne 1. z4f{ 2020.

Anglické znéni Dodatkového protokolu a jeho preklad do Eeského jazyka se vyhlasuji soucasné.

') Umluva na ochranu lidskych prév a déstojnosti lidské bytosti v souvislosti s aplikaci biologie a mediciny: Umluva o lidskych
pravech a biomedicing, oteviend k podpisu v Oviedu dne 4. dubna 1997, byla vyhldSena pod & 96/2001 Sb. m. s.
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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 Bjology and
Medicine (hereinafter referred to as “the Convention”),

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, 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;

Considering that progress in medical and biological sciences, in particular advances
obtained through biomedical research, contributes to saving lives and improving quality of
life;

Conscious of the fact that the advancement of biomedical science and practice is dependent
on knowledge and discovery which necessitates research on human beings;

Stressing that such research is often transdisciplinary and international;
Taking into account national and international professional standards in the field of
biomedical research and the previous work of the Committee of Ministers and the

Parliamentary Assembly of the Council of Europe in this field;

Convinced that biomedical research that is contrary to human dignity and human rights
should never be carried out;

Stressing the paramount concern to be the protection of the human being participating in
research;

Affirming that particular protection shall be given to human beings who may be vulnerable
in the context of research;

Recognising that every person has a right to accept or refuse to undergo biomedical
research and that no one should be forced to undergo such research;

Resolving to take such measures as are necessary to safeguard human dignity and the
fundamental rights and freedoms of the individual with regard to biomedical research,

Have agreed as follows:
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CHAPTER I - 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 any research involving interventions on human
beings in the field of biomedicine.

Article 2 - Scope

1 This Protocol covers the full range of research activities in the health field involving
interventions on human beings.

2 This Protocol does not apply to research on embryos in vitro. It does apply to research on
foetuses and embryos in vivo.

3 For the purposes of this Protocol, the term “intervention” includes:
i a physical intervention, and

ii ~ any other intervention in so far as it involves a risk to the psychological health of the
person concerned.

CHAPTER II -~ General provisions
Article 3 - Primacy of the human being

The interests and welfare of the human being participating in research shall prevail over the
sole interest of society or science.

Article 4 - General rule

Research shall be carried out freely, subject to the provisions of this Protocol and the other
legal provisions ensuring the protection of the human being.

Article 5 - Absence of alternatives

Research on human beings may only be undertaken if there is no alternative of comparable
effectiveness.

Article 6 - Risks and benefits

1 Research shall not involve risks and burdens to the human being disproportionate to its
potential benefits.

2 In addition, where the research does not have the potential to produce results of direct
benefit to the health of the research participant, such research may only be undertaken if the
research entails no more than acceptable risk and acceptable burden for the research
participant. This shall be without prejudice to the provision contained in Article 15
paragraph 2, sub-paragraph ii for the protection of persons not able to consent to research.

Article 7 - Approval
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Research may only be undertaken if the research project has been approved by the
competent body after independent examination of its scientific merit, including assessment
of the importance of the aim of research, and multidisciplinary review of its ethical
acceptability.

Article 8 - Scientific quality
Any research must be scientifically justified, meet generally accepted criteria of scientific

quality and be carried out in accordance with relevant professional obligations and
standards under the supervision of an appropriately qualified researcher.

CHAPTER III - Ethics committee
Article 9 - Independent examination by an ethics committee

1 Every research project shall be submitted for independent examination of its ethical
acceptability to an ethics committee. Such projects shall be submitted to independent
examination in each State in which any research activity is to take place.

2 The purpose of the multidisciplinary examination of the ethical acceptability of the research
project shall be to protect the dignity, rights, safety and well-being of research participants.
The assessment of the ethical acceptability shall draw on an appropriate range of expertise
and experience adequately reflecting professional and lay views.

3 The ethics committee shall produce an opinion containing reasons for its conclusion.
Article 10 - Independence of the ethics committee

1 Parties to this Protocol shall take measures to assure the independence of the ethics
committee. That body shall not be subject to undue external influences.

2 Members of the ethics committee shall declare all circumstances that might lead to a conflict
of interest. Should such conflicts arise, those involved shall not participate in that review.

Article 11 - Information for the ethics committee

1 All information which is necessary for the ethical assessment of the research project shall be
given in written form to the ethics committee.

2 In particular, information on items contained in the appendix to this Protocol shall be
provided, in so far as it is relevant for the research project. The appendix may be amended
by the Committee set up by Article 32 of the Convention by a two-thirds majority of the
votes cast.
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Article 12 - Undue influence

The ethics committee must be satisfied that no undue influence, including that of a financial
nature, will be exerted on persons to participate in research. In this respect, particular
attention must be given to vulnerable or dependent persons.

CHAPTER IV - Information and consent
Article 13 - Information for research participants

1 The persons being asked to participate in a research project shall be given adequate
information in a comprehensible form. This information shall be documented.

2 The information shall cover the purpose, the overall plan and the possible risks and benefits
of the research project, and include the opinion of the ethics committee. Before being asked
to consent to participate in a research project, the persons concerned shall be specifically
informed, according to the nature and purpose of the research:

i of the nature, extent and duration of the procedures involved, in particular, details of
any burden imposed by the research project;

ii  of available preventive, diagnostic and therapeutic procedures;

iii ~ of the arrangements for responding to adverse events or the concerns of research
participants;

iv. of arrangements to ensure respect for private life and ensure the confidentiality of
personal data;

v of arrangements for access to information relevant to the participant arising from the
research and to its overall results;

vi  of the arrangements for fair compensation in the case of damage;

vii  of any foreseen potential further uses, including commercial uses, of the research
results, data or biological materials;

vii  of the source of funding of the research project.

3 In addition, the persons being asked to participate in a research project shall be informed of
the rights and safeguards prescribed by law for their protection, and specifically of their
right to refuse consent or to withdraw consent at any time without being subject to any form
of discrimination, in particular regarding the right to medical care.
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Article 14 - Consent
1 No research on a person may be carried out, subject to the provisions of both Chapter V and
Article 19, without the informed, free, express, specific and documented consent of the

person. Such consent may be freely withdrawn by the person at any phase of the research.

2 Refusal to give consent or the withdrawal of consent to participation in research shall not
lead to any form of discrimination against the person concerned, in particular regarding the
right to medical care.

2 Where the capacity of the person to give informed consent is in doubt, arrangements shall
be in place to verify whether or not the person has such capacity.

CHAPTER V - Protection of persons not able to consent to research
Article 15 - Protection of persons not able to consent to research

1 Research on a person without the capacity to consent to research may be undertaken only if
all the following specific conditions are met:

i the results of the research have the potential to produce real and direct benefit to his or
her health;
ii  research of comparable effectiveness cannot be carried out on individuals capable of

giving consent;

i the person undergoing research has been informed of his or her rights and the
safeguards prescribed by law for his or her protection, unless this person is not in a
state to receive the information;

iv the necessary authorisation has been given specifically and in writing by the legal
representative or an authority, person or body provided for by law, and after having
received the information required by Article 16, taking into account the person’s
previously expressed wishes or objections. An adult not able to consent shall as far as
possible take part in the authorisation procedure. The opinion of a minor shall be taken
into consideration as an increasingly determining factor in proportion to age and
degree of maturity;

v the person concerned does not object.

2 Exceptionally and under the protective conditions prescribed by law, where the research
has not the potential to produce results of direct benefit to the health of the person
concerned, such research may be authorised subject to the conditions laid down in
paragraph 1, sub-paragraphs ii, iii, iv, and v above, and to the following additional
conditions:

i the research has the aim of contributing, through significant improvement in the
scientific understanding of the individual's condition, disease or disorder, to the
ultimate attainment of results capable of conferring benefit to the person concerned or
to other persons in the same age category or afflicted with the same disease or disorder
or having the same condition;
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ii  the research entails only minimal risk and minimal burden for the individual
concerned; and any consideration of additional potential benefits of the research shall
not be used to justify an increased level of risk or burden.

3 Objection to participation, refusal to give authorisation or the withdrawal of authorisation
to participate in research shall not lead to any form of discrimination against the person
concerned, in particular regarding the right to medical care.

Article 16 - Information prior to authorisation

] Those being asked to authorise participation of a person in a research project shall be given
adequate information in a comprehensible form. This information shall be documented.

2 The information shall cover the purpose, the overall plan and the possible risks and benefits
of the research project, and include the opinion of the ethics committee. They shall further
be informed of the rights and safeguards prescribed by law for the protection of those not
able to consent to research and specifically of the right to refuse or to withdraw
authorisation at any time, without the person concerned being subject to any form of
discrimination, in particular regarding the right to medical care. They shall be specifically
informed according to the nature and purpose of the research of the items of information
listed in Article 13.

3 The information shall also be provided to the individual 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 deemed that the research bears a minimal risk if,
having regard to the nature and scale of the intervention, it is to be expected that it will
result, at the most, in a very slight and temporary negative impact on the health of the
person concerned.

2 It is deemed that it bears a minimal burden if it is to be expected that the discomfort will be,
at the most, temporary and very slight for the person concerned. In assessing the burden for
an individual, a person enjoying the special confidence of the person concerned shall assess
the burden where appropriate.

CHAPTER VI - Specific situations
Article 18 - Research during pregnancy or breastfeeding

1 Research on a pregnant woman which does not have the potential to produce results of
direct benefit to her health, or to that of her embryo, foetus or child after birth, may only be
undertaken if the following additional conditions are met:

i the research has the aim of contributing to the ultimate attainment of results capable of
conferring benefit to other women in relation to reproduction or to other embryos,
foetuses or children;
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ii research of comparable effectiveness cannot be carried out on women who are not
pregnant;

i the research entails only minimal risk and minimal burden.

Where research is undertaken on a breastfeeding woman, particular care shall be taken to
avoid any adverse impact on the health of the child.

Article 19 - Research on persons in emergency clinical situations

The law shall determine whether, and under which protective 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, it is impossible to obtain in a sufficiently timely
manner, authorisation from his or her representative or an authority or a person or
body which would in the absence of an emergency situation be called upon to give
authorisation.

The law shall include the following specific conditions:

i research of comparable effectiveness cannot be carried out on persons in non-
emergency situations;

ii  the research project may only be undertaken if it has been approved specifically for
emergency situations by the competent body;

iii ~ any relevant previously expressed objections of the person known to the researcher
shall be respected;

iv. where the research has not the potential to produce results of direct benefit to the
health of the person concerned, it has the aim of contributing, through significant
improvement in the scientific understanding of the individual's condition, disease or
disorder, to the ultimate attainment of results capable of conferring benefit to the
person concerned or to other persons in the same category or afflicted with the same
disease or disorder or having the same condition, and entails only minimal risk and
minimal burden.

Persons participating in the emergency research project or, if applicable, their
representatives shall be provided with all the relevant information concerning their
participation in the research project as soon as possible. Consent or authorisation for
continued participation shall be requested as soon as reasonably possible.

Article 20 - Research on persons deprived of liberty
Where the law allows research on persons deprived of liberty, such persons may participate
in a research project in which the results do not have the potential to produce direct benefit

to their health only if the following additional conditions are met:

i research of comparable effectiveness cannot be carried out without the participation of
persons deprived of liberty;
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i the research has the aim of contributing to the ultimate attainment of results capable of
conferring benefit to persons deprived of liberty;

iii  the research entails only minimal risk and minimal burden.

CHAPTER VII - Safety and supervision
Article 21 - Minimisation of risk and burden

1 All reasonable measures shall be taken to ensure safety and to minimise risk and burden for
the research participants.

2 Research may only be carried out under the supervision of a clinical professional who
possesses the necessary qualifications and experience.

Article 22 - Assessment of health status

1 The researcher shall take all necessary steps to assess the state of health of human beings
prior to their inclusion in research, to ensure that those at increased risk in relation to

participation in a specific project be excluded.

2 Where research is undertaken on persons in the reproductive stage of their lives, particular
consideration shall be given to the possible adverse impact on a current or future pregnancy
and the health of an embryo, foetus or child.

Article 23 - Non-interference with necessary clinical interventions

1 Research shall not delay nor deprive participants of medically necessary preventive,
diagnostic or therapeutic procedures.

2 In research associated with prevention, diagnosis or treatment, participants assigned to
control groups shall be assured of proven methods of prevention, diagnosis or treatment.

3 The use of placebo is permissible where there are no methods of proven effectiveness, or
where withdrawal or withholding of such methods does not present an unacceptable risk or

burden.
Article 24 - New developments

1 Parties to this Protocol shall take measures to ensure that the research project is re-examined
if this is justified in the light of scientific developments or events arising in the course of the

research.
2 The purpose of the re-examination is to establish whether:

i the research needs to be discontinued or if changes to the research project are
necessary for the research to continue;

ii ~ research participants, or if applicable their representatives, need to be informed of the
developments or events;
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i additional consent or authorisation for participation is required.

3 Any new information relevant to their participation shall be conveyed to the research
participants, or, if applicable, to their representatives, in a timely manner.

4 The competent body shall be informed of the reasons for any premature termination of a
research project.

CHAPTER VIII - Confidentiality and right to information
Article 25 - Confidentiality

1 Any information of a personal nature collected during biomedical research shall be
considered as confidential and treated according to the rules relating to the protection of
private life.

2 The law shall protect against inappropriate disclosure of any other information related to a
research project that has been submitted to an ethics committee in compliance with this

Protocol.
Article 26 - Right to information

1 Research participants shall be entitled to know any information collected on their health in
conformity with the provisions of Article 10 of the Convention.

2 Other personal information collected for a research project will be accessible to them in
conformity with the law on the protection of individuals with regard to processing of
personal data.

Article 27 - Duty of care

If research gives rise to information of relevance to the current or future health or quality of
life of research participants, this information must be offered to them. That shall be done
within a framework of health care or counselling. In communication of such information,
due care must be taken in order to protect confidentiality and to respect 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 submitted to the ethics
committee or the competent body.

2 The conclusions of the research shall be made available to participants in reasonable time,
on request.

3 The researcher shall take appropriate measures to make public the results of research in
reasonable time.
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CHAPTER IX - Research in States not parties to this Protocol
Article 29 - Research in States not parties to this Protocol

Sponsors or researchers within the jurisdiction of a Party to this Protocol that plan to
undertake or direct a research project in a State not party to this Protocol shall ensure that,
without prejudice to the provisions applicable in that State, the research project complies
with the principles on which the provisions of this Protocol are based. Where 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 principles

The Parties shall provide appropriate judicial protection to prevent or to put a stop to an
unlawful infringement of the rights or principles set forth in this Protocol at short notice.

Article 31 - Compensation for damage

The person who has suffered damage as a result of participation in research shall be entitled
to fair compensation according to the conditions and procedures prescribed by law.

Article 32 - Sanctions

Parties shall provide for appropriate sanctions to be applied in the event of infringement of
the provisions contained in this Protocol.

CHAPTER XI - Relation between this Protocol and other provisions and re-examination of the
Protocol

Article 33 - Relation between this Protocol and the Convention

As between the Parties, the provisions of Articles 1 to 32 of this Protocol shall be regarded as
additional articles to the Convention, and all the provisions of the Convention shall apply
accordingly.

Article 34 - Wider protection

None of the provisions of this Protocol shall be interpreted as limiting or otherwise affecting
the possibility for a Party to grant research participants a wider measure of protection than
is stipulated in this Protocol.

Atrticle 35 ~ 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 no later than five years from the
entry into force of this Protocol and thereafter at such intervals as the Committee may

determine.
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CHAPTER XI1 - Final clauses
Article 36 - Signature and ratification

This Protocol shall be open for signature by Signatories to the Convention. 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 37 - 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 36.

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 38 - Accession

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

2 Accession shall be effected by the deposit with the Secretary General of the Council of
FEurope 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 39 - 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 40 - Notifications

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 Protocol of:

a any signature;
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b the deposit of any instrument of ratification, acceptance, approval or accession;
¢ any date of entry into force of this Protocol in accordance with Articles 37 and 38;

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

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

Done at Strasbourg, this 25th day of January 2005, 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 and to the European Community.
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Appendix to the Additional Protocol on Biomedical Research

i

iii

iv

vi

vii

viii

ix

xi

xii

xiii

Xiv

Information to be given to the ethics committee

Information on the following items shall be provided to the ethics committee, in so far as it
is relevant for the research project:

Description of the project

the name of the principal researcher, qualifications and experience of researchers and,
where appropriate, the clinically responsible person, and funding arrangements;

the aim and justification for the research based on the latest state of scientific knowledge;
methods and procedures envisaged, including statistical and other analytical techniques;
a comprehensive summary of the research project in lay language;

a statement of previous and concurrent submissions of the research project for assessment
or approval and the outcome of those submissions;

Participants, consent and information
justification for involving human beings in the research project;

the criteria for inclusion or exclusion of the categories of persons for participation in the
research project and how those persons are to be selected and recruited;

reasons for the use or the absence of control groups;

a description of the nature and degree of foreseeable risks that may be incurred through
participating in research;

the nature, extent and duration of the interventions to be carried out on the research
participants, and details of any burden imposed by the research project;

arrangements to monitor, evaluate and react to contingencies that may have consequences
for the present or future health of research participants;

the timing and details of information for those persons who would participate in the
research project and the means proposed for provision of this information;

documentation intended to be used to seek consent or, in the case of persons not able to
consent, authorisation for participation in the research project;

arrangements to ensure respect for the private life of those persons who would participate
in research and ensure the confidentiality of personal data;
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xv  arrangements foreseen for information which may be generated and be relevant to the
present or future health of those persons who would participate in research and their family

members;
Other information
xvi details of all payments and rewards to be made in the context of the research project;

xvii details of all circumstances that might lead to conflicts of interest that may affect the
independent judgement of the researchers;

xviii details of any foreseen potential further uses, including commercial uses, of the research
results, data or biological materials;

xix details of all other ethical issues, as perceived by the researcher;

xx  details of any insurance or indemnity to cover damage arising in the context of the research
project.

The ethics committee may request additional information necessary for evaluation of the
research project.
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Umluva Rady Evropy ¢. 195

DODATKOVY PROTOKOL
K UMLUVE O LIDSKYCH PRAVECH A BIOMEDICINE
SOUVISEJICI S BIOMEDICINSKYM VYZKUMEM

Strasburk, 25. ledna 2005
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Preambule

Clenské staty Rady Evropy. dalsi staty a Evropské spoledenstvi. signataii tohoto Dodatkového
protokolu k Umluvé na ochranu lidskych prav a distojnosti lidské bytosti v souvislosti s aplikaci

biologie a mediciny (nize uvadéna jako ..Umluva™).

majice na zreteli. ze cilem Rady Evropy je dosazeni vétsi jednoty mezi jejimi ¢leny a ze jednou
z metod, jak lze tohoto cile dosdhnout. je zachovani a dali uplatnovani hidskvch prav a zakladnich

svobod:

majice na zieteli. ze cil Umluvy, jak je vvmezen v ¢lanku 1, je chranit distojnost a svébytnost viech
lidskvch bytosti a kazdému bez diskriminace zaruéit uctu k integrité jeho bvtosti a ostatni prava a

zakladni svobody pfi aplikaci biologie a mediciny:

majice na zreteli, ze pokrok v lékafskych a biologickych védach, zvlasté pokrok dosazeny

prostiednictvim biomedicinského vyzkumu, pfispiva k zachrané Zivott a ke zlepSovani kvality zZivota:
védomy si skutednosti, Ze rozvoj biomediciny a jeji uplatnéni v praxi zavisi na znalostech a objevech,
které vyzaduji vyzkum lidskych bytosti;

zdiraziujice, ze takovyto vyzkum je Casto viceoborovy a mezinarodni;

berouce v Gvahu narodni a mezinarodni profesni normy v oblasti biomedicinského vyzkumu a

predchozi praci Vyboru ministri a Parlamentniho shromazdéni Rady Evropy v této oblasti;
pfesvédleny, Ze biomedicinsky vyzkum, ktery je v rozporu s lidskou distojnosti a lidskymi pravy,
nesmi byt nikdy provadén;

zdiraziujice prvorady zajem o ochranu lidské bytosti i€astnici se vyzkumu;

potvrzujice, ze zvladtni ochrana by méla byt poskytnuta lidskym bytbstem, které mohou byt v kontextu

vyzkumu zranitelné;

uznavajice, ze kazdd osoba ma pravo piijmout nebo odmitnout podstoupeni biomedicinského

vyzkumu a Ze nikdo nesmi byt nucen takovyto vvzkum podstoupit;

rozhodnuty pfijmout takova opatfeni, ktera jsou nezbytna pro zajisténi lidské distojnosti a zékladnich

prav a svobod kazdého jednotlivee v ramei biomedicinského vyzkumu;

se dohodly na nasledujicim:
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KAPITOLA L.

PFedmét a rozsah

Clanek 1

Predmeét a nicel

Stranv Protokolu budou chranit dustojnost a svébytnost vsech lidskych bytosti a kazdému bez

diskriminace zaru¢i Getu k integrité jeho bytosti a ostatni prava a zakladni svobody pti jakémkoli

vyzkumu vyZzadujicim zakrok na lidskych bytostech v oblasti biomediciny.
Clinek 2
Rozsah

1. Tento Protokol o3etiuje celé spektrum vyzkumnych aktivit v oblasti zdravi vyzadujicich zékroky na

lidskych bytostech.

2. Tento Protokol se nevztahuje na vyzkum embryi in vitro. Vztahuje se na vyzkum plodii a embryi in

vivo.

3. Pro ucely tohoto Protokolu vyraz ,,zakrok* zahrnuje

1. télesny zdkrok a
ii.  jakykoli dalsi zakrok, pokud predstavuje ohrozeni dusevniho zdravi doty¢né osoby.
KAPITOLA 11.
Obecna ustanoveni
Clének 3
Nadrazenost lidské bytosti
ZAjmy a blaho lidské bytosti Gi¢astnici se vyzkumu jsou nadfazeny zajmim spolecnosti nebo védy.
Clanek 4
Obecné pravidlo

Vyzkum je provadén svobodné, v souladu s ustanovenimi tohoto Protokolu a dalsich pravnich pfedpisi

na ochranu lidské bytosti.
Clanek 5
Neexistence alternativ

Vyzkum na lidskych bytostech lze provadét pouze tehdy, kdyz neexistuje jina alternativa, ktera by

dosahovala srovnatelné Gi¢innosti.
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Clanek 6
Rizika a pFinosy
1. Vyzkum nesmi lidskou bytost ohrozovat ¢i zatézovat do miry. ktera neodpovida moznym piinosim.

2. Dale lze provadét vyzkum, ktery nepiinasi piimy prospéch pro zdravi €astnika vyzkumu, pouze
tehdy. pokud pro 0castnika vyzkumu neznamena vyssi nez prijatelné riziko a pfijatelnou zatéz. Toto
ustanoveni nema vliv na ustanoveni obsazené v ¢lanku 15, odstavec 2, pododstavec ii na ochranu osob

neschopnych vyslovit souhlas s vvzkumem.
Clanek 7
Schvalent

Vyzkum lze provadét pouze, pokud byl vyzkumny projekt schvalen kompetentnim organem poté, co byl
nezdvisle prezkouman jeho védecky pfinos, véetné zhodnoceni dilezitosti cile vyzkumu. a po

multidisciplinarnim posouzeni jeho etické piijatelnosti.
Clének 8
Védecka kvalita

Jakykoli vyzkum musi byt védecky odiivodnény, spliiovat obecné pfijimana kritéria védecké kvality a byt
provadén vsouladu s pfislusnymi profesnimi povinnostmi a standardy pod dohledem naleZité

kvalifikovaného vyzkumnika.
KAPITOLA I1I.

Eticka komise

Clanek 9

Nezavislé pirezkoumani Etickou komisi

1. Kazdy vyzkumny projekt musi byt predlozen Etické komisi pro nezavislé piezkoumaéni jeho etické
prijatelnosti. Tyto projekty musi byt predlozeny k nezavislému prezkoumani v kazdém staté, ve kterém

bude vyzkumna innost probihat.

2. Utelem viceoborového posouzeni etické pijatelnosti vyzkumného projektu je ochrana diistojnosti,
prav, bezpenosti a blaha ucastnikid vyzkumu. Zhodnoceni etické ptijatelnosti musi vychéazet zfady

nalezitych odbornych posudki a zkusenosti, které dostatecné odrazeji odborné a pravni pohledy.
3. Etické komise predklada vyjadfeni, které obsahuje odivodnéni jejiho rozhodnuti.
Clének 10

Nezavislost Etické komise
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1. Strany Protokolu pfijmou takova opatieni, které zajisti nezavislost Etické komise. Tento organ nesmi

byt vystavovan nedovolenému vnéjsimu ovliviiovani.

2. Clenové Etické komise musi oznamovat viechny skute¢nosti, které by mohly vést ke stietu zajma.

Pokud takovéto konflikty vyvstanou. nebudou se tito ¢lenové ucastnit prezkumu.

Clanek 11
Informace, poskytované Etické komisi

1. Vsechny informace nezbytné pro etické zhodnoceni vyzkumného projektu musi byt pisemné

poskytnuty Etické komisi.

2. Zejména musi byt poskytuty informace o skutenostech obsazenych v pfiloze tohoto Protokolu, pokud
jsou pro posuzovany vyzkumny projekt relevantni. Pfilohu l1ze ménit Vyborem ustavenym v souladu se

¢lankem 32 Umluvy dvoutfetinovou hlasovaci vétSinou.
Clanek 12
Nedovolené ovliviiovani

Etickd komise musi byt piesvéddena, Ze u osob zapojenych do vyzkumu nedojde k Zadnému
nedovolenému ovliviiovani, véetné ovliviiovani finanéni povahy. V tomto ohledu musi byt zvlastni

pozornost vénovana ohroZzenym nebo zavislym osobam.
KAPITOLA IV.

Informace a souhlas

Clanek 13

Informace poskytované icastnikim vyzkumu

1. Osobam vyzvanym Wcastnit se vyzkumného projektu musi byt ve srozumitelné podobé poskytnuty

odpovidajici informace. Tyto informace musi byt zdokumentovany.

2. Informace musi zahrnovat G¢el, celkovy plan, mozna rizika a pfinosy vyzkumného projektu, vcetné
vyjadieni Etické komise. Pfed vyzvanim k souhlasu s t¢asti na vyzkumném projektu musi byt doty¢na

osoba v souladu s povahou a uéelem vyzkumu podrobn¢ informovana o:

i.  povaze, rozsahu a délce trvani pouzitych postupl, zvIasté o podrobnostech tykajicich se

zatéze zpuisobené vyzkumnych projektem;
ii.  dostupnych preventivnich, diagnostickych a lé¢ebnych postupech;
iii.  jakym zplisobem bude reagovano na nezadouci pithody nebo obavy u¢astnikli vyzkumu;

iv.  jakym zpiisobem bude zajisténo respektovani osobniho Zivota a utajeni osobnich dat;
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v.  jakvm zplisobem bude zajistén piistup k informacim o 0&astnicich. ziskanych na zékladé

vvzkumu. a k celkovym vysledkim vvzkumu:
vi.  opatrenich pro odpovidajici kompenzaci v ptipadé poskozeni:
vii.  jakémkoli predvidatelném mozném budoucim vvuziti vyvsledki vvzkumu. dat nebo
biologického materialu. véetné komeréniho vyuziti:
viii.  zdrojich financovani vyzkumného projektu.
3. Osoby. které byly vyzvany k G¢asti na vyzkumném projektu. musi byt dale informovany o pravech a
zarukach stanovenvch zédkonem na jejich ochranu, zvlasté o pravu kdyvkoliv odmitnout nebo odvolat
souhlas. aniz by byly vystaveny jakékoli diskriminaci. zviasté pokud jde o pravo na Iékafskou péci.
Clanek 14
Souhlas

1. Zadny vyzkum na ¢lovéku nelze provadét bez informovaného, svobodného, vyslovného, konkrétniho a
zdokumentovaného souhlasu jedince, v souladu s ustanovenimi jak kapitoly V, tak ¢lanku 19. Dotéena

osoba mé pravo tento souhlas svobodné odvolat, a to v jakékoli fazi vyzkumu.

2. Odmitnuti vyslovit souhlas nebo odvolani souhlasu s ucasti na vyzkumu nesmi vést k zadné formé

diskriminace vi¢i doty¢né osobg, zvlasté pokud jde o pravo na lékarskou pééi.

3. Tam, kde existuje pochybnost o schopnostech osoby vyslovit informovany souhlas, musi byt u¢inéna

opatfeni, ktera takovouto schopnost oveéfi.
KAPITOLA V.
Ochrana osob neschopnych vyslovit souhlas s vyzkumem

Clanek 15
Ochrana osob neschopnych vyslovit souhlas s vyzkumem

1. Vyzkum na ¢lovéku, ktery neni schopen vyslovit souhlas s vyzkumem, lze provadét pouze, pokud jsou
splnény viechny nasledujici specifické podminky:
i. vysledky vyzkumu mohou prinést skute¢ny a piimy prospéch pro zdravi dotyné osoby;
ii. nelze provadét vyzkum srovnatelného G¢inku na Zadnych jednotliveich schopnych vyslovit
souhlas;

iii. osoba podstupujici vyzkum byla informovana o pravech a zarukach stanovenych zdkonem na

ochranu osobnosti, s vyjimkou ptipadi, kdy je tato osoba ve stavu neschopnosti pfijimat informace;

iv. zdkonny zastupce nebo pfislusny organ, osoba nebo subjekt urCeny zakonem poskytl po

obdrZeni informaci pozadovanych v €lanku 16 zvlastni pisemny souhlas, a to s ohledem na dfive
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vyjadfena pfani a namitky dotcené osoby. Dospéld osoba, ktera neni schopna vyslovit souhlas, je
do schvalovaciho procesu do co nejvy$si mozné miry zahrnuta. Nazor nezletilé osoby musi byt

bran v ivahu a to do miry rostouci v poméru k véku a stupné vyspélosti dotéené osoby:
v. dot¢ena osoba nema namitek.

2. Vyjimecné a za ochrannych podminek stanovenvch zakonem lze tam, kdy vyzkum nepifinasi piimy
prospéch pro zdravi dotyéné osoby. tento vvzkum schvalit za podminek stanovenych v odstavci 1. ve vyse
uvedenych pododstavcich ii. iil, iv a v. a pokud jsou dale splnény nasledujici podminky:

i. cilem vyzkumu je pfispét prostiednictvim vyrazného zlepSeni védeckého chapani stavu jednotlivee.
onemocnéni nebo poruchy. k dosazeni nejnovéjsich vysledki umoziiujicich jednat ve prospech
doty¢né osoby nebo jinych osob stejné vékové kategorie nebo trpicich stejnym onemocnénim
nebo poruchou nebo osob ve stejném stavu;

ii. vyzkum piedstavuje jen minimalni riziko a minimalni zatéz pro doty¢ného jedince, jakykoli
dalsi mozny piinos vyzkumu nesmi byt pouzit k odivodnéni zvyseného rizika nebo zatéze.

3. Nesouhlas s ugasti, odmitnuti vysloveni zmocnéného souhlasu nebo odvolani zmocnéného souhlasu

s uCasti na vyzkumu nesmi vést k zadné formé diskriminace viici dotyéné osobg, zvlasté pokud jde o

pravo na lékaiskou péci.
Clanek 16
Informace pred zmocnénym souhlasem

1. Tém, ktefi byli vyzvani poskytnout zmocenény souhlas s ucasti osoby ve vyzkumném projektu, musi byt

ve srozumitelné podobé poskytnuty odpovidajici informace. Tyto informace musi byt zdokumentovany.

2. Informace musi zahrnovat ucel, celkovy plan, mozna rizika a pfinosy vyzkumného projektu, véetné
vyjadreni Etické komise. Dale musi byt podany informace o pravech a zarukach stanovenych zakonem na
ochranu t&ch, ktefi nejsou schopni vyslovit souhlas, zvlasté o pravu kdykoliv odmitnout nebo odvolat
souhlas, aniZ by tyto osoby byly vystaveny jakékoli diskriminaci, zvlaSt€ pokud jde o pravo na Iékaiskou
péCi. Zejména musi byt podany informace o skute¢nostech uvedenych v ¢lanku 13, v souladu s povahou a

ucelem projektu.

3. Informace musi byt poskytovany také dotyénému jedinci, s vyjimkou piipadt, kdy je tato osoba ve

stavu neschopnosti pfijimat informace.

Clanek 17

Vyzkum s minimalnimi riziky a minimalni zatézi

1. Pro ugely tohoto Protokolu se povazuje za vyzkum s minimalnim rizikem takovy vyzkum, u n€hoz se

s ohledem na povahu a miru zdkroku ogekava, ze povede nanejvy$ k velmi nepatrnému a doCasnému

dopadu na zdravi doty¢né osoby.
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2. Za vyzkum pfina$ejici minimélni zatéz je povazovan takovy vyzkum. béhem néhoz se ocekava. ze
piinese doty¢né osobé nanejvvs kratkodobé a velmi nepatrné nepohodli. Tam, kde je to vhodné. hodnoti

zatéz osoba majici zvlastni diiveéru dotyéné osoby.

KAPITOLA VL

Zvlastni situace

Clanek 18

Vyzkum béhem téhotenstvi a kojeni

1. Vyzkum na téhotné zené, ktery nemize piinést pfimy prospéch pro jeji zdravi nebo primy prospéch pro

zdravi embrya, plodu nebo novorozence, lze provadét pouze za téchto nasledujicich dalsich podminek:

i. cilem vyzkumu je dosazeni nejnovéjsich vysledki umoznujicich jednat ve prospéch jinych Zzen

v oblasti reprodukce nebo dalSich embryi, plodi nebo déti;

ii. vyzkum srovnatelného u¢inku nelze provadét na netéhotnych zenach;

iii. vyzkum pfedstavuje jen minimalni riziko a minimalni z4téz.
2. Pri vyzkumu provadéném na kojicich Zenach musi byt zvlaStni pozornost vénovana zabranéni
nepfiznivych dopadli na zdravi ditéte.
Clanek 19
Vyzkum na osobach v klinickych stavech nouze
1. Zakon stanovuje, zda a za jakych dalsich ochrannych podminek lze provadét vyzkum ve stavech nouze,
kdy:

i. osoba neni ve stavu vyslovit souhlas;

ii. naléhavost situace neumoziiuje ziskat véas souhlas zakonného zéstupce nebo piislusného
organu, osoby nebo instituce, jez by jinak byli vyzvani k udéleni souhlasu, pokud by nenastala

urgentni situace.
2. Zakon musi zahrnovat tyto nésledujici specifické podminky:
i. vyzkum srovnatelného (¢inku nelze provadét na osobach, které nejsou ve stavech nouze;

ii. vyzkumny projekt lze provadét pouze, pokud byl kompetentnim orgénem schvélen vyslovné

pro stavy nouze;

iii. musi byt respektovéany jakékoli nalezité diive vyjadfené namitky znamé vyzkumnikovi,
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iv. vyzkum, ktery nepfinasi piimy prospéch pro zdravi doty¢né osoby, musi pfispét
prostiednictvim vyrazného pokroku ve védeckém chapani stavu jednotlivce. onemocnéni nebo
poruchy k dosazeni nejnovéjsich vysledki umoziujicich jednat ve prospéch doty¢né osoby nebo
jinveh osob stejné kategorie nebo trpicich stejnym onemocnénim nebo poruchou nebo osob

stejného stavu a predstavovat minimaini riziko a minimalni zatez.

3. Osobam U¢astnicim se vyzkumného projektu nebo piipadné jejich zakonnym zastupcliim musi byt co
nejdrive poskytnuty vsechny odpovidajici informace tykajici se jejich ucasti na vyzkumném projektu.

Souhlas nebo zmocnény souhlas s pokratovanim v i¢asti musi byt pozadovan co mozna nejdfive.
Clanek 20
Vyzkum na osobach zbavenych svobody

Tam, kde zdkon povoluje vyzkum na osobach zbavenych svobody, mohou se tyto osoby uCastnit
vyzkumného projektu, jehoZ vysledky nepiindsi piimy prospéch pro jejich zdravi, pouze pokud jsou

sphnény tyto nasledujici dalsi podminky:
i. vyzkum srovnatelného u¢inku nelze provadét bez ucasti osob zbavenych svobody;

ii. cilem vyzkumu musi byt dosaZeni nejnovéjsich vysledki umoziiujicich jednat ve prospéch osob

zbavenych svobody;

iii. vyzkum pfedstavuje jen minimalni riziko a minimalni zatéz.
KAPITOLA VIL
Bezpecnost a dohled
Clanek 21
Minimalizace rizika a zatéze
1. Musi byt piijata veskerd dostupna opatieni k zajisténi bezpe€nosti a minimalizaci rizik a zatéZe pro
Gcastniky vyzkumu.
2. Vyzkum Ize provadét pouze za dohledu védeckého odbornika, ktery ma nezbytnou kvalifikaci a
zkusenosti.
Clanek 22
Zhodnoceni zdravotniho stavu

1. Vyzkumnik musi u¢init viechna nezbytna opatfeni ke zhodnoceni zdravotniho stavu lidské bytosti pred
jejim zahmutim do vyzkumu k zajisténi toho, aby byly z i¢asti na vyzkumu vylouceny osoby, pro které

by ucast v projektu znamenala zvySené riziko.
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2. Tam, kde je vyzkum provadén na osobach v reprodukéni fazi Zivota, musi byt vénovan zvlastni zfetel

moznym nepfiznivym dopadium na souc¢asnou nebo budouci plodnost, zdravi embrya, plodu nebo ditéte.

Clanek 23
Nezasahovani do nezbvtnych klinickych zakroku

1. Vyzkumnik nesmi odkladat nebo odpirat ucastnikam Iékai'sky nezbytné preventivni, diagnostické nebo
lé¢ebné postupy.

2. Ve vyzkumu spojeném s prevenci, diagnostikou nebo lécbou musi byt castnici v ramci kontrolni

skupiny ujisténi o ovéfenych metodach prevence, diagnostiky a lécby.

3. Uziti placeba je dovoleno tam. kde neexistuji metody s ovéfenou u€innosti nebo kde nepouZiti nebo

neposkytnuti téchto metod nepfedstavuje nepfijatelné riziko nebo zatez.
Clének 24
Nové vyvojové trendy

1. V odiivodnénych piipadech ugini strany Protokolu opatfeni k zajisténi pfezkumu vyzkumnych projekti

s ohledem na védecky vyvoj nebo vysledky vyplyvajici z vyzkumu.
2. Ugelem prezkoumani je stanovit, zda:
i. je tfeba prerusit vyzkum nebo u¢init zmény nutné pro pokrafovani vyzkumného projektu;
ii. O&astnici vyzkumu, pFipadné jejich zdkonni zastupci, potiebuji byt informovani o vyvoji nebo
vysledcich;
iii. je pozadovan doplitujici souhlas nebo zmocnény souhlas s Gcasti;

3. Utastnikiim vyzkumu, piipadné jejich zakonnym zastupciim, musi byt véas sdéleny jakékoli nové

informace souvisejici s jejich Gcasti.

4. Kompetentni organ musi byt informovan o diivodech pred¢asného ukonéeni vyzkumného projektu.
KAPITOLA VIII.

Miéenlivost a pravo na informace

Clanek 25
Micenlivost

1. Informace osobni povahy shromazd’ované béhem biomedicinského vyzkumu musi byt povazovany za

divérné a musi s nimi byt zachézeno v souladu s pfedpisy na ochranu soukromého Zivota.

2. Zakon bude chrénit jakékoli dali informace tykajici se vyzkumného projektu, které byly v souladu

s timto Protokolem pfedlozeny Etické komisi, pfed nevhodnym prozrazenim.
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Clanek 26
Pravo na informace

1. Ugastnici vyzkumu maji pravo na pfistup k informacim shromazd’ovanym o jejich zdravi v souladu

s ustanovenimi ¢lanku 10 Umluvy.

2. Jiné osobni informace shromazd’'ované pro vyzkumny projekt budou s ohledem na zpracovavani

osobnich dat pFistupné v souladu se zdkonem na ochranu osobnosti.
Clinek 27
Povinnost péce

Pokud z vyzkumu vyplynou zavazné informace k sou¢asnému nebo budoucimu zdravi nebo kvalité Zivota
Gcastnik vyzkumu, musi jim byt tyto informace poskytnuty v ramci zdravotni péce nebo poradenstvi. Pii
sdélovani téchto informaci musi byt vénovéana nalezitd pozornost tomu, aby byla zachovana diskrétnost a

respekt k pfani G¢astnika takovéto informace nedostavat.
Clanek 28

Dostupnost vysledki

1. Po dokonéeni vyzkumu musi byt Etické komisi nebo kompetentnimu organu predlozena zavéreéna

zprava nebo resumé.

2. Na zadost musi byt zavéry vyzkumu v pfiméfeném ase dostupné ucastnikiim.

3. Vyzkumnik musi uginit pfislu§na opatteni k uverejnéni vysledki vyzkumu, a to v pfiméieném Case.
KAPITOLA IX.

Vyzkum v zemich, které nejsou stranami Protokolu

Clének 29

Vyzkum v zemich, které nejsou stranami Protokolu

Sponzoii nebo vyzkumnici v ramci jurisdikce smluvni strany tohoto Protokolu zamyslejici provadét nebo
fidit vyzkumny projektem v zemi, kterd neni smluvni stranou tohoto Protokolu, musi zajistit, aby
vyzkumny projekt dodrzoval principy, na nichZ jsou zaloZena ustanoveni tohoto Protokolu, aniz by tim

byla dotéena ustanoveni aplikovatelna v této zemi. Tam, kde je to nezbytné, musi smluvni strany pfijmout

za timto uéelem pfislusna opatieni.
KAPITOLA X.
PorusSeni ustanoveni Protokolu

Clanek 30
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Poruseni prav nebo zasad

Smiluvni strany zajisti bez zbyte¢ného prodleni odpovidajici pravni ochranu tak, aby piedesly nebo

zamezily porusovani prav a zasad stanovenych timto Protokolem.
Clanek 31

Nahrada za ajmu

Osoba. ktera utrpéla Gjmu zpisobenou G¢asti ve vyzkumu. musi mit narok na spravedlivou nahradu

Skody za podminek a postupl stanovenych zakonem.

Clanek 32

Sankce

Smluvni strany zajisti odpovidajici pravni postih pro pfipad poruSeni ustanoveni tohoto Protokolu.
KAPITOLA XI.

Vztah tohoto Protokolu k jinym ustanovenim a prezkoumani Protokolu

Clanek 33

Vztah tohoto Protokolu k Umluvé

Pro smluvni strany plati, Ze ustanoveni ¢lanku 1 az 32 tohoto Protokolu budou povazovana za
dopliujici ¢lanky Umluvy, pficéemz viechna ustanoveni této Umluvy se pouziji v souladu s nimi.
Clanek 34

Sirsi ochrana

Z4dné z ustanoveni tohoto Protokolu nelze vykladat jako omezujici &i jinak ovlivilujici smluvni strany

pii moznosti poskytnout osobam ucastnicim se vyzkumu vétsi pravni ochranu, nez je stanoveno timto

Protokolem.
Clanek 35
Prezkoumani Protokolu

Za G&elem monitorovani védeckého vyvoje bude stavajici Protokol pfezkoumén ve Vyboru uvedeném
v &lanku 32 Umluvy do péti let od vstupu Protokolu v platnost a poté v intervalech stanovenych

Vyborem.
KAPITOLA XI1.
Zavéreéna ustanoveni

Clanek 36
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Podpis a ratifikace

Tento Protokol je otevien k podpisu signataiGm Umluvy. Podléhé ratifikaci, piijeti nebo schvaleni.
Signatai nemize ratifikovat, pfijmout nebo schvalit Protokol, aniz by jiz dfive nebo souc¢asné s nim
ratifikoval, ptijal nebo schvalil Umluvu. Ratifikaéni listiny. doklady o piijeti nebo o schvaleni budou

ulozeny u generalniho tajemnika Rady Evropy.
Clanek 37

Vstup v platnost

1. Tento Protokol vstoupi v plathost prvniho dne mésice nasledujiciho po uplynuti obdobi tif mésici
od data. ke kterému pét stata, z toho alespon ¢tyfi ¢lenské staty Rady Evropy, vyjadii sviij souhlas byt
vazany Protokolem v souladu s ustanovenimi ¢lanku 36.

2. Pro kazdého signataie, ktery nasledné vyjadii svij souhlas byt takto vazan, vstoupi Protokol
v platnost prvni den mésice nasledujiciho po uplynuti tfi mésicti od data ulozeni ratifikaéni listiny,

dokladu o pfijeti nebo o schvaleni.

Clanek 38

PFistup

1. Po vstupu tohoto Protokolu v platnost mize kazdy stat, ktery pfistoupil k Umluvé, pistoupit téz

k tomuto Protokolu.
2. Piistup se uskuteéni ulozenim listiny o pfistupu u generdlniho tajemnika Rady Evropy a nabude

uéinnosti prvni den mésice nasledujiciho po uplynuti tfi mésict od data jejiho ulozeni.

Clanek 39

Vypovéd’

1. Kazda strana Protokolu muze kdykoliv vypovédét tento Protokol prostiednictvim oznameni
adresovaného generalnimu tajemnikovi Rady Evropy.

2. Vypovéd’ nabude u&innosti prvni den mésice nasledujiciho po uplynuti obdobi tfi mésict od data
prevzeti takového oznameni generdlnim tajemnikem.

Clanek 40

Oznameni

1. Generalni tajemnik Rady Evropy oznami ¢lenskym statim Rady Evropy, Evropskému spolecenstvi,
viem signataiim, viem stranam Umluvy a viem ostatnim statim, které byly vyzvany, aby pfistoupily
k tomuto Protokolu:

a. jakykoli podpis;

b. uloZeni kazdé ratifikaéni listiny, dokladu o pfijeti, schvaleni nebo pristupu;
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c. jakékoli datum vstupu tohoto Protokolu v platnost podle ¢lanki 37 a 38:

d. jakvkoli jiny ukon. sdéleni nebo oznameni souvisejici s timto Protokolem.

Na diikaz toho nize podepsani. fadné k tomu zmocnéni, podepsali tento Protokol.

Ve Strasburku. dne 25. ledna 2005. v anglickém a francouzském jazyce. piicemz obé znéni maji
stejnou platnost, v jednom vyvhotoveni. které bude ulozeno v archivu Rady Evropy. Generalni tajemnik
Rady Evropy predé ovéfené kopie kazdému ¢lenskému statu Rady Evropy. neClenskym statom. které
se zucastnily piipravy tohoto Protokolu. a kazdému statu pfizvanému k piistupu k Umluve

a Evropskému spolecenstvi.
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Priloha k Dodatkovému Protokolu o biomedicinském vyzkamu

Informace poskytnuté Etické komisi
Etické komisi musi byt poskvtnuty informace o nasledyjicich skute¢nostech. pokud jsou pro vyzkumny
projekt dilezité:
Popis projektu
i.  jméno vedouciho vvzkumu, kvalifikace a zku$enosti vyzkumnikii a kde je to vhodné, klinicky

odpovédna osoba, finanéni zajisténi:

ii.  cil a odivodnéni vyzkumu, které je zalozeno na nejnovéjsim védeckém poznani;

iii.  zamyS$lené metody a postupy. v¢etné statistickych a jinych analytickych technik:
iv.  ucelené shrnuti vyzkumného projektu v laickém jazyce;
v.  prohladeni o piedchozich a soucasnych navrzich vyzkumnych projekti predlozenych ke

zhodnoceni a schvaleni a o vysledeich téchto fizeni;

Ucastnici, souhlas a informace

vi.  odivodnéni, pro¢ jsou do vyzkumného projektu zahruty lidské bytosti;
vii.  kritéria pro zaclenéni nebo vyloudeni kategorii osob z tcasti na vyzkumném projektu a zpisob
vybirani a rekrutovani téchto osob;
viii.  ddvody vyuziti nebo nepfitomnosti kontrolnich skupin;
ix.  popis povahy a stupné piedvidatelnych rizik, které mohou pfi vyzkumu nastat;
X. povaha, rozsah a délka trvani zakrokd provadénych na ucastnicich vyzkumu, podrobnosti o
zatézich vyvolanych vyzkumnym projektem;
xi.  opatfeni pro monitorovéani, hodnoceni a reagovani na nepredvidatelné skutecnosti, které mohou
mit disledky pro sou¢asné nebo budouci zdravi u€astnikii vyzkumu;
xii.  nacasovani a podrobnosti o informacich pro osoby, které by se u¢astnily vyzkumného projektu, a
navrhovany zplisob poskytovani informaci;
xiii.  dokumentace uréena k vyhledavani souhlasu nebo, v piipadé osob neschopnych vyslovit souhlas,
zmocnéného souhlasu s Gi¢asti ve vyzkumném projektu;
xiv.  opatfeni k zajisténi Gcty k osobnimu Zivotu osob, které se i¢astni vyzkumu, a zajisténi divérnosti
osobnich dat;
xv.  opatieni pro predvidani informaci, které mohou byt ziskvany a vztahovat se k soucasnému nebo

budoucimu zdravi osob, které se ugastni vyzkumu, a jejich rodinnych pfislu$nik(;

Jiné informace

xvi.  podrobnosti o viech platbach a odménach vyplacenych v kontextu vyzkumného projektu;
xvii.  podrobnosti o viech okolnostech, které by mohly vést ke stfetu zajmii a které by mohly ovlivnit

nezavislé rozhodovani vyzkumnik;
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xviii.  podrobnosti o jakémkoli predvidatelném mozném budoucim vyuziti vysledkd vyzkumu, dat nebo
biologickych materialii, véetné komeréniho vyuziti:
xix.  podrobnosti o viech ostatnich etickvch otazkach, jakkoliv vnimanych vyzkumnikem:

xx.  podrobnosti o pojisténi nebo nahradach k pokrvti $kod plynoucich zkontextu vyzkumného

projektu.

Eticka komise miize pozadat o dophiujici informace nezbytné pro zhodnoceni vyzkumného projektu.
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31

SDELENI

Ministerstva zahraniénich véci

Ministerstvo zahrani¢nich véci sdéluje, Ze dne 3. Cervna 2010 byla v Podgorici podepsina Dohoda mezi
vlidou Ceské republiky a vlidou Cerné Hory o zméné Dohody mezi vlidou Ceské republiky a federalni vlidou
Svazové republiky Jugoslivie o vzdjemné podpore a ochrané investic, podepsané dne 13. ffjna 1997").

S Dohodou vyslovil souhlas Parlament Ceské republiky a prezident republiky Dohodu ratifikoval.
Dohoda vstoupila v platnost na zékladé svého ¢linku 9 dne 4. kvétna 2011.

Ceské znéni Dohody a anglické znéni, jez je pro jeji vyklad rozhodné, se vyhlasuji soucasné.

! Dohoda mezi vlidou Ceské republiky a federdlni vlidou Svazové republiky Jugoslivie o vzdjemné podpofe a ochrang investic,
podepsand v Bélehradé dne 13. fijna 1997, byla vyhldSena pod & 23/2001 Sb. m. s.
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DOHODA

MEZI VLADOU CESKE REPUBLIKY A VLADOU CERNE HORY O ZMENE
DOHODY MEZI VLADOU CESKE REPUBLIKY A FEDERALNI VLADOU
SVAZOVE REPUBLIKY JUGOSLAVIE O VZAJEMNE PODPORE A
OCHRANE INVESTIC ( DALE JEN ,,POUVODNI DOHODA*), PODEPSANE
DNE 13. RIJNA 1997

Smluvni strany se dohodly na nésledujicim:

CLANEK 1
V ¢lanku 2 piivodni Dohody se za odstavec 2 vklada novy odstavec 3, ktery zni:

,»3. Kazda smluvni strana bude v souladu se svymi pravnimi pfedpisy, upravujicimi
vstup, pobyt a praci fyzickych osob, a v dobré vife posuzovat Zadosti investorii druhé
smluvni strany ohledné vstupu a pfechodného pobytu na jejim tizemi za ucelem jejich
udasti na ¢innostech tykajicich se uskute¢fiovani, rozvijeni, fizeni, udrZovani, uzivani,
vyuziti nebo nakladani s jejich investicemi.®.

CLANEK 2

V €lanku 3 plivodni Dohody se vypousti odstavec 3 a nahrazuje se novym odstavcem 3
nasledujiciho znéni:

,,3. Ustanoveni o narodnim zachézeni a doloZce nejvys$sich vyhod podle tohoto ¢lanku
se nebude vztahovat na vyhody, které poskytuje smluvni strana na zékladé svych
zavazkl jako ¢lena celni, hospodaiské nebo ménové unie, spolecného trhu nebo zény
volného obchodu.*.

CLANEK 3
V ¢lanku 3 ptivodni Dohody se za odstavec 3 vkladaji nové odstavce 4 a 5, které zni:

»4. Smluvni strana uzndva, Ze zévazky druhé smluvni strany jako ¢lena celni,
hospodatské nebo ménové unie, spole¢ného trhu nebo zény volného obchodu zahrnuji
zavazky vyplyvajici z mezinarodni smlouvy nebo dvoustranné smlouvy na zakladé
vzajemnosti tykajici se této celni, hospodafské nebo ménové unie, spole¢ného trhu
nebo zony volného obchodu.*
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5. Ustanoveni této dohody nelze vykladat tak, Ze zavazuji jednu smluvni stranu
poskytnout investortim druhé smluvni strany nebo jejich investicim ¢i vynostim takové
vyhody, uptednostnéni nebo vysady, které miZe prvni smluvni strana poskytovat na
zékladé mezindrodni smlouvy tykajici se zcela nebo pfevainé zdanéni..

CLANEK 4
V ¢lanku 6 plivodni Dohody se na tivod prvni véty odstavee 1 vklada nésledujici text:

,»Aniz jsou dotena opatfeni pijata Evropskou unii,*.

CLANEK 5

V clanku 9 odstavel 2 ptivodni Dohody je za slova ,,nemiiZe byt vyfeSen jednanimi®
vloZen nasledujici text: ,,ve lhiité Sesti mésich od data, kdy investor predlozil zadost o
feSeni sporu™.

CLANEK 6

Do plvodni Dohody se vkladd novy ¢lanek 11 ,,Zékladni bezpelnostni zajmy“
nésledujiciho znéni:
»Clanek 11
Zakladni bezpecnostni zajmy

1. Z4dné ustanovené této dohody nelze vykladat tak, Ze je branéno kterékoli ze
smiuvnich stran pfijmout kroky, které povaZuje za nezbyiné na ochranu svych
zékladnich bezpetnostnich zajmi,

(1) tykajici se trestnych €intl;

(2) tykajici se obchodu se zbranémi, stielivem a vojenskymi prostedky a

transakcim s jinym zboZim, materidlem, sluzbami a technologiemi, které byli

provedeny s cilem zasobovat vojenské nebo jiné bezpednostni sily;

(3) uCinéné v dobé vélky nebo v dob& mimotadnych udalosti v mezinarodnich

vztazich, nebo

(4) vztahujici se k provadéni narodni politiky nebo mezinarodnich dohod

tykajicich se zakazu rozsifovani atomovych zbrani nebo jinych atomovych

vybusnych zafizeni nebo

(5) v souladu se svymi zévazky podle Charty OSN k zachovéani mezinarodniho

miru a bezpetnosti.

2. Zakladni bezpefnostni zdjmy smluvni strany mohou zahrnovat zijmy
vyplyvajici z jejiho ¢lenstvi v celni, hospodatské nebo ménové unii, volném trhu nebo
z6né volného obchodu.“.
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CLANEK 7

Clanky 11, 12 a 13 puivodni Dohody jsou pre¢islovany na ¢lanky 12, 13 a 14.

CLANEK 8
V ¢lanku 13 odstavel 3 puvodni Dohody se slova ,ustanoveni Clanku 1 az 12
zustanou™ meni a znéji nasledovné: ,.ustanoveni ¢lankd 1 az 13 zastanou® .

CLANEK ¢

Kazda smluvni strana oznadmi druhe smluvni stran€ splnéni postupti vyzadovanych
jejim pravnim radem pro vstup této dohody v platnost. Tato dohoda vstoupi v platnost
dnem druhé notifikace.

Déano v Podgorice dne....3.. ¢ervna 2010 ve dvojim pivodnim vyhotoveni v jazyce
¢eském, cernohorském a anglickém, pficemz vSechny texty jsou stejné€ autentické.
V pripadé rozporu ve vykladu je rozhodujici anglické znéni.

Za vladu _Zavladu
Ceské republiky Cerné Hory
Eduard Janota v.r. Branko Vujovi¢ v.r.

ministr financi ministr hospodaistvi
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AGREEMENT

BETWEEN THE GOVERNMENT OF THE CZECH REPUBLIC AND
THE GOVERNMENT OF MONTENEGRO
ON THE AMENDMENTS TO THE AGREEMENT BETWEEN
THE GOVERNMENT OF THE CZECH REPUBLIC AND
THE FEDERAL GOVERNMENT OF THE FEDERAL
REPUBLIC OF YUGOSLAVIA ON THE RECIPROCAL PROMOTION
AND PROTECTION OF INVESTMENTS
(HEREINAFTER REFERRED TO AS “THE ORIGINAL AGREEMENT?”),
SIGNED ON OCTOBER 13, 1997

The Contracting Parties have agreed as follows:

ARTICLE 1

In Article 2 of the original Agreement after paragraph 2 a new paragraph 3 is
added and it reads as follows:

“3. Each Contracting Party shall, pursuant to its respective laws and regulations
pertinent to entry, residence and work of physical persons, consider in good faith
requests of investors of the other Contracting Party for entry and temporary
residence on its territory for the purpose of their engagement in operations relating
to implementation or development, management, maintenance, use, enjoyment or
disposal of their respective investments.”.

ARTICLE 2

In Article 3 of the original Agreement paragraph 3 is modified and it reads as
follows:

3. The National Treatment and Most-Favoured-Nation Treatment provisions of
this Article shall not apply to advantages accorded by a Contracting Party pursuant
to its obligation as a member of a customs, economic, or monetary union, a
common market or a free trade area.”.
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ARTICLE 3

In Article 3 of the original Agreement the new paragraphs 4 and 5 are added and
they read as follows:

4. The Contracting Party respects the obligations of the other Contracting Party
as a member of a customs, economic, or monetary union, a common market or a
free trade area to include obligations arising out of an international agreement or
reciprocity agreement of that customs, economic, or monetary union, common
market or free trade area.

5. The provisions of this Agreement shall not be construed so as to oblige one
Contracting Party to extend to the investors of the other Contracting Party, or to
the investments or returns of such investors, the benefit of any treatment,
preference or privilege which may be extended by the Contracting Party by virtue
of any international agreement or arrangement relating wholly or mainly to
taxation.”,

ARTICLE 4
In Article 6 of the original Agreement, at the beginning of paragraph 1, the
following words are added: “Without prejudice to measures adopted by the
European Union”.

ARTICLE 5
In Article 9 of the original Agreement in paragraph 2 after the words “cannot be

settled by negotiations” the following words are added: “within six months of the
date when the request for the settlement has been submitted”.
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ARTICLE 6

A new Article 11 is added to the original Agreement and it reads as follows:

“ARTICLE 11
Essential Security Interests

1. Nothing in this Agreement shall be construed to prevent any Contracting Party
from taking any actions that it considers necessary for the protection of its
essential security interests,

(1)  relating to criminal or penal offences;

(2)  relating to traffic in arms, ammunition and implements of war and
transactions in other goods, materials, services and technology
undertaken directly or indirectly for the purpose of supplying a military
or other security establishment;

(3)  taken in time of war or other emergency in international relations, or

(4) relating to the implementation of national policies or international
agreements respecting the non-proliferation of nuclear weapons or other
nuclear explosive devices or

(5)  in pursuance of its obligations under the United Nations Charter for the
maintenance of international peace and security.

2. A Contracting Party’s essential security interests may include interests deriving
from its membership in a customs, economic, or monetary union, a common
market or a free trade area.”.

ARTICLE 7

The Articles in the original Agreement that have been marked with numbers 11,
12, and 13 so far, are now numbered with 12,13, and 14.

ARTICLE 8
In Article 13 of the original Agreement, paragraph 3, words “ the provisions of
Articles ] to 12 shall remain” are modified and read as follows: “the provisions of
Articles 1 to 13 shall remain”.
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ARTICLE ¢

Each of the Contracting Parties shall notify the other of the completion of the
procedures required by its laws for bringing this Agreement into force. This
Agreement shall enter into force on the date of the second notification.

Done in Podgorica on June...03 .., 2010 in two originals in the Czech,
Montenegrin and English languages, each text being equally authentic. In case of
any divergence in interpretation, the English text shall prevail.

For the Government For the Government
of the Czech Republic of Montenegro

Eduard Janota Branko Vujovi¢
Minister of Finance Minister of Economy
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3392/37 - vazby sbirek tel. a fax: 475501773, e-mail: kartoon@kartoon. cz; Zabich: Mgr. Ivana Patkova Zizkova 45. Distribuéni podmmky pred-
platneho ednothve castky j jsou expedoviny neprodlené PO ¢ dodam z tlskarny Ob]ednavky noveho predplatneho jsou vyrlzovany do 15 dnu a prav1—
platného do jeho Ghrady jsou doposiliny jednorizové. Zmény adres a poctu odebiranych vytiskd jsou provadcny do 15 dnt. Reklamace: informace na
tel. &sle 516 205 175. Pod4véni novinovych zasilek povoleno Ceskou postou, s. p., Odstépny zdvod Jizni Morava Reditelstvi v Brné &. j. P/2-4463/95
ze dne 8. 11. 1995.



