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of the European Union. Other occasions were related to

stories with ethical controversies published in the me-

dia, e. g. on human cloning, creation of human embryos

for research. embryonic stem cells, gene technology, and

end of life decisions, including euthanasia.

In ethics of biomedical research, Slovenia has had a long tra-

dition. Nevertheless, the protocol on biomedical research

was useful for the work of the Research Ethics Commit-

tee at sensitive points, such as dependent position of per-

sons invited to participate, the conditions for the use of

placebo, conflict of interest of the researchers, information

to be supplied and evaluated etc. A national legal instru-

ment based on the Protocol has so far not been elabora-

ted, but its provisions already apply. 

These issues remain open, in particular medical care of

the terminally ill and the dying. So, regarding the future

work in bioethics by the CDBI, Slovenia would support a

project of re-examining some end-of life issues. 

Council of Europe had addressed human rights related to

end of life situations before, for example by producing a

Recommendation of the Parliamentary Assembly on the

rights of the terminally ill and the dying (Rec 1418 of

1999), and a more recent Recommendation on palliative

care (Rec (2003) 24 of the Committee of Ministers). Ne-

vertheless, the issues of human rights near the end of life

remain a pressing and partly controversial topic. A recent

questionnaire on the relevance and added-value of the

Council of Europe’s activities in the field of bioethics has

shown that most delegations to the CDBI selected preci-

sely that topic as a preferred activity in the CDBI's future

work. For this reason, at its 34th Plenary Meeting of June

3-5 2008, the CDBI has decided to resume the debate on

this topic in the form of a seminar planned for 2010 (Se-
minar on decisions in relation to medical treatment at
the end of life).

The Slovenian delegation would like to propose that the de-

bate focuses on the question of terminal versus palliative se-

dation. Deep sedation is increasingly used as a valuable me-

dical treatment providing full relief even in cases of extre-

me suffering due to intractable pain and distress. On the

other hand, there is a serious concern that it could be

misused as a kind of euthanasia. A guideline or recom-

mendation proposing safeguards would be very useful.

There is also an initiative to elaborate an Additional Pro-

tocol on the protection of human rights and dignity of ter-

minally ill and the dying, to the Oviedo Convention. The

Protocol could be based on the already mentioned Recom-

mendation 1418 of the Parliamentary Assembly. Slovenia

is in favour of the initiative and would like to propose

that feasibility of such a project is carefully examined. 

Among other possible projects the Slovenian delegation

would support an instrument, at least a recommenda-

tion, but preferably a Protocol, on the protection of

embryo in vitro, a Protocol concerning the protection of

human rights and dignity of persons with mental disor-

der, and Guidelines concerning access to medical files.

In conclusion, medical doctors, biomedical scientists and

ethicists in Slovenia appreciate the Oviedo Convention

with its protocols and other bioethical projects of the Coun-

cil of Europe as an exceptionally important milestone in

the development of ethical standards in our country.
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11..    IInnttrroodduuccttiioonn,,  GGeenneerraall  FFrraammeewwoorrkk  

ooff  GGeeoorrggiiaann  LLeeggiissllaattiioonn  oonn  HHuummaann  RRiigghhttss  

aanndd  BBiioommeeddiicciinnee

The process of the development of health, biomedicine

and human rights legislation in Georgia was greatly ex-

posed to the influence of extensive movement for health

care reform in Europe (research, educational and legisla-

tive activities related to human rights in health and bio-

medicine) on the national as well as international/regio-

nal levels. Reform of Legislation of Georgia in this sphere

started in 1990s (1995-97), before Georgia became the

member of the Council of Europe in 1999. 

Principles and provisions of various binding as well as

soft legal instruments in the field of health and human

rights have been incorporated to national law. So, the legis-

lation of Georgia on human rights and biomedicine has

been significantly influenced by strategies and principles

presented in various international developments. The do-

cuments playing most important role in pushing and pro-

moting the process of drafting the health and human

rights legislation in Georgia were Convention on Human

Rights and Biomedicine and its additional protocols (the

Council of Europe) and "Declaration on the Promotion of

Patients' Rights in Europe" (WHO).

Legislation of Georgia in the field of Health and Human

Rights comprises the Constitution of Georgia, Interna-

tional agreements and treaties to which Georgia is a par-

ty (including Oviedo Convention and its protocols; see
below), National Laws and other legislative and regulato-

ry texts. 

Currently National Laws of Georgia related to human rights

in health care and biomedicine cover almost all aspects

of the problem and includes the following documents, as

given in the ttaabbllee  11 (p. 17).

From these laws the “Law of Georgia on Health Care” is
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considered to be the general, framework law, which con-

cerns all aspects of health and biomedicine, determines

the priorities and sets out fundamental principles of the

health care legislation of Georgia. 

The “Law on the Rights of Patients” is specific law defi-

ning all major principles of human rights protection in

the field of health care. 

The “Law on Doctor’s Professional Activity” defines res-

ponsibilities of doctors before patients as well as regula-

tes all major aspects of doctors’ training, professional de-

velopment and activity. 

The “Law on Public Health” has relation to human rights

as far as it defines rules of interrelation between citizens

and public health system and in a few, very specific,

cases restricts rights of individuals for the sake of public

interest. 

Other laws regulate human rights issues in the context of

various specific fields of medicine, such as psychiatry,

human organ transplantation, HIV/Aids etc. 

22..  RRaattiiffiiccaattiioonn  ooff  tthhee  CCoouunncciill  ooff  EEuurrooppee  

IInnssttrruummeennttss  oonn  HHuummaann  RRiigghhttss  

aanndd  BBiioommeeddiicciinnee  

Georgia has signed and ratified the CCoonnvveennttiioonn  oonn  HHuu--
mmaann  RRiigghhttss  aanndd  BBiioommeeddiicciinnee and its two Protocols – PPrroo--
ttooccooll  oonn  tthhee  PPrroohhiibbiittiioonn  ooff  CClloonniinngg  HHuummaann  BBeeiinnggss  aanndd
PPrroottooccooll  ccoonncceerrnniinngg  TTrraannssppllaannttaattiioonn  ooff  OOrrggaannss  aanndd
TTiissssuueess  ooff  HHuummaann  OOrriiggiinn..

The PPrroottooccooll  ccoonncceerrnniinngg  BBiioommeeddiiccaall  RReesseeaarrcchh was sig-

ned on 21 February, 2005, but still is not ratified by the

Parliament. The data about signing and ratification of the

instruments related to human rights and biomedicine of

the Council of Europe are given in the ttaabbllee  22.

Currently the Parliament of Georgia in cooperation with

the Ministry of Foreign Affairs and the President’s office

is working on ratification of PPrroottooccooll  ccoonncceerrnniinngg  BBiioommee--
ddiiccaall  RReesseeaarrcchh.. It is expected that the document will be

ratified before end of 2009.

Simultaneously the ddrraafftt  LLaaww  oonn  BBiioommeeddiiccaall  RReesseeaarrcchh
IInnvvoollvviinngg  HHuummaann  SSuubbjjeeccttss will be discussed at the Parlia-

ment as the instrument for implementation of the above

protocol on biomedical research (details on the develop-
ment of the draft law are given below).

33.. IImmppaacctt  ooff  tthhee  OOvviieeddoo  CCoonnvveennttiioonn  

oonn  GGeeoorrggiiaann  LLeeggiissllaattiioonn

The impact of the Council of Europe instruments in the

field of human rights and biomedicine, particularly the

Convention on Human Rights and Biomedicine and its

additional protocols on current legislation of Georgia are

substantial. Even before Georgia joined the Council of

Europe and the Oviedo Convention was ratified, consi-

derable part of Georgian legislation on health, biomedi-

cine and human rights was already harmonized with

main provisions of the Convention.

CCoonnvveennttiioonn  oonn  HHuummaann  RRiigghhttss  aanndd  BBiioommeeddiicciinnee  

Almost all conceptual statements of the Oviedo Conven-

tion are included in the laws being prepared after 1997 –

“Law on Health Care”, “Law on the Rights of Patients

Rights”, “Law on Human Organ Transplantation”, draft

“Law on Biomedical Research Involving Human Subject”,

AADDOOPPTTEEDD                            LLAASSTT  UUPPDDAATTEE

The Law on Health Care 11999977  ((1100..1122)) 22000088  ((2211..0033))

The Law on the Rights 

of Patient
22000000  ((0055..0055)) 22000077  ((0088..0055))

The Law on Doctor’s 

Professional Activity
22000011  ((0088..0066)) 22000088  ((2211..0033))

The Law on Public Health 22000077  ((2277..0066)) nnoo  uuppddaatteess

The law on HIV/AIDS 

Prevention
11999955  ((2211..0033)) 22000000  ((0088..1111))

The Law on Psychiatric 

Care
22000066  ((1144..0077))**  22000088  ((0011..1111))

The Law on Blood Donors 

and Blood Components
11999977  ((3300..0044)) 22000066  ((2299..1122))

The Law on Human Organ 

Transplantation
22000000  ((2233..0022)) 22000066  ((2233..0066))

The Law on Drug and 

Pharmaceutical Activity
11999966  ((2255..1122)) 22000088  ((1188..0066))

The Law on Narcotic Drugs, 

Psychotropic Substances, 

their Precursors 

and Narcologic Care

22000022  ((0055..1122)) 22000077  ((0088..0055))

The Law on Protection 

and Promotion of Infant 

Natural Feeding 

11999999  ((0099..0099)) 22000000  ((0099..0066))

The Law on Medical 

and Social Expertise
22000011  ((0077..1122)) 22000077  ((1166..0033))

The Law on Tobacco 

Control in Georgia
22000033  ((0066..0066)) ––

TTaabbllee  11 Georgia National Laws Related to Human Rights 

in Health Care and Biomedicine

TTaabbllee  22 Signature and Ratification of the Oviedo Convention and its Additional Protocols by Georgia

CCoonnvveennttiioonn  aanndd  iittss  PPrroottooccoollss
DDaattee  ooff DDaattee  ooff DDaattee  ooff  tthhee EEnnttrryy  iinnttoo

SSiiggnnaattuurree RRaattiiffiiccaattiioonn ddeeppoossiitt ffoorrccee

Convention on Human Rights 

and Biomedicine
1111..0055..22000000 2277..0099..22000000 2222..1111..22000000 0011..0033..22000011

Protocol on the Prohibition 

of Cloning Human Beings
1111..0055..22000000 2277..0099..22000000 2222..1111..22000000 0011..0033..22000011

Protocol concerning Transplantation 

of Organs and Tissues of Human Origin
2255..0033..22000022 2277..0099..22000022 1188..1122..22000022 0011..0055..22000066

Protocol concerning Biomedical 
2211..0022..22000055 2200..1100..22000099 – –

Research

Protocol concerning Genetic Testing 

for Health Purposes
– – – –

The Law on Biomedical 

Research Involving 

Human Subjects
BBeeffoorree  PPaarrlliiaammeenntt

The Law on Reproductive 

Health and Reproductive 

Rights

BBeeffoorree  GGoovveerrnnmmeenntt

* This Law replaced the previous Law on Psychiatric Care 

adopted in 1995 (21.03)
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“Law on Doctor’s Professional Activity” etc. The drafting

process of the above laws took place before the Conven-

tion was signed and ratified.

Taking into consideration the above-mentioned reality,

that the national legislation has been already harmonized

with the Convention, the ratification of the Convention

by the Parliament of Georgia went smoothly. Finally the

Convention on Human Rights and Biomedicine and the

Protocol on the Prohibition of Cloning Human Being we-

re ratified by the Parliament of Georgia without making

any reservation. 

PPrroottooccooll  oonn  tthhee  PPrroohhiibbiittiioonn  ooff  CClloonniinngg  HHuummaann  BBeeiinnggss

Actually the Law on Health Care (adopted in December

10, 1997) was influenced by the Protocol on the Prohibi-

tion of Cloning of Human Beings even before the Proto-

col was opened for signature (January 12, 1998). Geor-

gian Law prohibits human cloning based on the article

142 of the Law on Health Care. This article was influ-

enced by the debates within the Council of Europe

around the draft protocol in 1997. So, Georgia is, probab-

ly, the first country which prohibited human cloning by

law, although the text of the relevant article is not close

enough to the language of the protocol (see below): “Hu-

man cloning by use of the methods of genetic engineer-

ing is prohibited.” (Law on Health Care, Article 142.1).

The anti-cloning protocol itself entered into force in Geor-

gia in 01.03.2001, like 4 other countries, which ratified it

earlier. Georgia was the 5th country, which ratified the

Protocol on the Prohibition of Cloning of Human Beings.

PPrroottooccooll  ccoonncceerrnniinngg  TTrraannssppllaannttaattiioonn  ooff  OOrrggaannss  

aanndd  TTiissssuueess  ooff  HHuummaann  OOrriiggiinn

Georgian Law on Human Organ Transplantation was

adopted in 2000. i.e. before the protocol was opened for

signature (January 24, 2002). However, Georgian Law

was influenced by Convention itself (Chapter VI of the

Convention and other relevant articles). Georgian legisla-

tion on human organ transplantation incorporates all

precautionary provision of the Convention aiming at

protecting life, health and dignity of organ donors and

recipients, particularly vulnerable groups and minimi-

zing the possibility of organ trafficking. 

The law establishes so-called “opt-in” system for organ

removal from dead donors, which is thought to be better

system for Georgia, taking into consideration the country

context – attitude of the society, lack of resources and

experience. Convention does not specify which system is

preferable; however, it outlines general principles and

approaches, which are taken into consideration in Geor-

gian law.

According to Georgian legislation the circle of the living

donors is restricted to genetic relatives and spouse of the

recipient. Later, in November 2002 amendment was ma-

de to the Law on Human Organ Transplantation, which

partly widened the circle of living donors and so-called

“cross donorship” or “donor exchange” was allowed (or-

gans could be swapped between two pare of donor-re-

cipient if tissues are not compatible within pairs). How-

ever, while making this amendment, restrictions articu-

lated in the Protocol concerning Transplantation of Or-

gans and Tissues of Human Origin were taken into con-

sideration (particularly, Article 10 – Potential organ do-

nors). The letter states that donor shall have “a close per-

sonal relationship” with recipient (as defined by law) or

if such relationship does not exist, organ removal can

take place “only under the conditions defined by law and

with the approval of an appropriate independent body”.

PPrroottooccooll  ccoonncceerrnniinngg  BBiioommeeddiiccaall  RReesseeaarrcchh

As mentioned already Georgia is being prepared to ratify

the protocol on research. This process includes discus-

sion and adoption of the Law on Biomedical Research on

Human Beings. 

The first version of the draft law was prepared in 1999-

2000. Later, it was submitted to the Council of Europe

for comments. The draft law has been reviewed by the

expert appointed by the Council of Europe and updated

in 2001 according to the comments provided. However,

its adoption was delayed at the Parliament. This gave an

opportunity to review it in 2006-2007 again in the light

of the Additional Protocol concerning Biomedical Re-

search (the draft Law has been discussed during the

DEBRA meeting in Tbilisi in 2006).

The current version of the draft law is in line with the

protocol and the Parliament plans to discuss it and start

its adoption simultaneously with the Protocol concer-

ning Biomedical Research.

Currently biomedical research on human beings in Geor-

gia is regulated by the following three instruments:

CoE Convention on Human Rights and Biomedicine

(Signed by Georgia in May 2000; Ratified by the Par-

liament in September 2002; Entered into force on 1

March, 2001);

Law of Georgia on Health Care (Adopted by the Par-

liament of Georgia in December, 1997);

Law of Georgia on Drug and Pharmaceutical Activity

(Adopted by the Parliament of Georgia in 1995; Up-

dated in 2001).

The law on Health Care includes separate chapter –

Chapter XIX “Biomedical Research”, in which basic prin-

ciples regulating biomedical research are set out. Particu-

larly according to the above-mentioned law:

aims, objectives, methods and possible outcomes of

the research should be specified in the research pro-

tocol; research should be carried out only within the

frames of the research protocol;

research protocol should be reviewed by indepen-

dent body and ethics committee;

risks and benefits of the research should be assessed;

risk associated with the research should not be dis-

proportional to the expected benefits;

research subject should be fully informed about the

details of the research (objectives, methods, potential

benefits, risks, alternatives etc.);

research should not be started without informed con-

sent of the research subject;

research subject has the right to refuse to participate

in the research or withdraw from the research at any

time despite already given written informed consent.

The law also outlines general principles for the protec-

tion of incapable persons and minorities in the context

of biomedical research.

Although, it was important step forward when the above

provisions were incorporated in the Law on Health Care, it

lacks specificity and does not cover various aspects of bio-

medical research. Also, it does not give clear guidance

about the role and function of research ethics committees. 

The law on Drug and Pharmaceutical Activity (just one

article) sets out general rules for protecting human sub-

jects during clinical trials. It requires ethics committee to

be created at the institution where the trial is planned to

be carried out. The committee is created for each trial

during the whole process of research. 

–

–

–

–

–

–

–

–

–
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The Law on Drug and Pharmaceutical Activity prohibits

research on imprisoned individuals and military service-

men. This could be regarded as form of discrimination.

Also, such approach prevents to carry out specific re-

search projects which are relevant only to prison envi-

ronment. 

Interestingly, this law specifically mentions recommen-

dations set out in WMA Declaration of Helsinki as the

basis for conducting clinical trials on human beings. This

also creates problem, because there are various versions

of the Declaration and the provisions vary significantly

from version to version.

The new draft Law and the additional Protocol concer-

ning Biomedical Research are expected to fill this gap and

establish effective framework for carrying out biomedi-

cal research on human beings according to current ethi-

cal and legal standards. This will be particularly helpful

for research ethics committees.

PPrroottooccooll  CCoonncceerrnniinngg  GGeenneettiicc  TTeessttiinngg  

ffoorr  HHeeaalltthh  PPuurrppoosseess

There were no new developments in this sphere since

the protocol was opened for signatures. However, in the

Law on the Rights of Patients (adopted in 2000) there is

specific chapter “Rights in the Filed of Genetic Counsel-

ling and Gene Therapy”, which has been influenced by

the Convention. Also, the Law on Health Care includes

provisions on genetics.

The above legislation covers the issues related to gene-

tics and healthcare in general terms. Particularly it con-

cerns the following issues:

– non-discrimination;

– general conditions to perform gene therapy;

– general conditions to perform genetic testing;

– restrictions for the interventions seeking 

to modify the human genome;

– prohibition of sex selection.

44..  IImmppaacctt  ooff  tthhee  OOvviieeddoo  CCoonnvveennttiioonn  

aanndd  iittss  AAddddiittiioonnaall  PPrroottooccoollss  oonn  PPrraaccttiicceess

Although there are no official and well structured studies

on the impact of Oviedo Convention and its protocols on

practices in Georgia, certain influence on activities of

specific bodies/structures could be observed. Some examp-

les on such influence are given below.

The National Council of Bioethics regularly refers to the

Oviedo Convention and its Protocols in the process of

making decisions and recommendations on specific is-

sues. Such recommendations are related to human organ

transplantation, stem cells, end of life, palliative care and

euthanasia, psychiatry etc. 

Georgian Government based on the recommendation of

the National Council on Bioethics made its decision du-

ring international debates on UN level concerning prohi-

bition of human cloning (developing the text of the Uni-

ted Nations Declaration on Human Cloning). This deci-

sion was based on the fact that Georgia has ratified Ovie-

do Convention and its Additional Protocol on the Prohi-

bition of Cloning Human Beings. On the other hand the

Law of Georgia on Health Care specifically prohibits hu-

man cloning. 

The Oviedo Convention is used in the process of educa-

tion/training of health care professionals and lawyers.

Recently detailed comments to the Convention have

been developed for lawyers in Georgian language and

the Georgian text of the Convention has been dissemi-

nated among Georgian doctors (3000 copies).

Association of Transplantologists of Georgia considers

the Convention and additional Protocol concerning

Transplantation of Organs and Tissues of Human Origin

in decision-making process.

Additional Protocol concerning Biomedical Research as

well as Oviedo Convention are intensively used in the

process of ethical review of research projects, which

involve human beings. This is done by:

– National Council on Bioethics (usually does not 

review specific research projects, unless specifically 

requested; particularly when projects are multicenter 

and/or international and/or entailing high risk);

– Local research ethics committees. 

Some specific provisions of the Convention have been

reflected in the Code of Ethics of Georgian Physicians,

which has been developed and endorsed in 2003.

However, the Oviedo Convention and its additional Pro-

tocols are not widely known, referred and/or followed

by relevant professionals – health care providers, law-

yers, policy makers and even the members of research

ethics committees. More efforts are needed for their po-

pularization. Such efforts should include development

and implementation of specific modules to teach the

above instruments of the Council Europe on undergradua-

te as well as postgraduate level for health care profes-

sionals and lawyers. We expect that the “A Guide for Re-

search Ethics Committee Members”, which is currently

being prepared within the CDBI, will be particularly

helpful for research ethics committee members and

researchers in applying to practice the provisions of the

Convention and its protocol on biomedical research. Ha-

ving such practical guidance for other spheres as well,

which are covered by Convention and its protocols, could

considerably improve implementation of the above

instruments of the Council of Europe.
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