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Abstract

I . Background and Purpose

[] On 19 October 2005 the 33rd General Conference of UNESCO
unanimously adopted ‘the Universal Declaration on Bioethics
and Human Rights. This was the first international normative

standards on Bioethics.

[ ] Bioethics legislation in Korea has been largely organized according
to this universal declaration. However, it is necessary and
timely to assess the implementation of the declaration on Korean
laws and to provide the possible improvement in the current

situation after 11 years passed since the declaration.

[] The purpose of this study is to re-assess the ethical/normative
implication of the Universal Declaration on Bioethics and
Human Rights, to assess the current institution of Korea, and

to propose the ways of improving.

[] This study is 'prescriptive' in its nature, as it conducts com-
prehensive and systematic research on current Bioethics-related
laws in Korea and finally providing a road map on compre-

hensive legislation on Bioethics.



II. Main Contents

[ ] Assessment on <the Universal Declaration of Bioethics and

Human Rights>

O Assessment on 'the Universal Declaration of Bioethics and Human
Rights' on its ethical/normative implications. These includes historical
background of the Declaration, the detail how the declaration was

developed, and its international impact.

O For each articles in declaration, the authors conducted normative
assessment respectively and shedded a light on the principle's
meaning considering the biomedical/institutional changes during 11

years.

O Among the articles, article 1 and 2 are scope and aim respectively
and following 15 articles are basic principles in bioethics(human
dignity and human rights; benefit and harm; autonomy and individual
responsibility; consent; persons without the capacity to consent;
respect for human vulnerability and personal integrity; privacy and
confidentiality; equality, justice and equity; non-discrimination and
non-stigmatization; respect for cultural diversity and pluralism;
solidarity and cooperation; social responsibility and health; sharing
benefits; protecting future generations; protecting of the environ-
ment, the biosphere and biodiversity). The author analyse the
implication of these principles as a international standard and its

required adaptation to our society.



O Last of the articles are application of the principles(decision-making
and addressing bioethical issues; ethics committees; risk assessment
and management; transnational practices; role of states; bioethics
education, training and information; international cooperation; follow-up
action by unesco; interrelation and complementarity of the principles;
limitations on the application of principles; denial of acts contrary
to human rights, fundamental freedoms and human dignity). Since
these articles largely deal with governmental role in implementation,
the research concentrates on the prescriptive function of the articles

and assesses the current level of adaptation.

[ ] Discussion on Korean Bioethics, and bioethics-related law

O The study choses 11 acts in Korean legislation which can be
categorized as “Bioethics-related law” and assess whether the 15

basic principles on the declaration are adequately adapted.

O 11 acts are Bioethics and Safety Act, Medical Service Act, Phar-
maceutical Affairs Act, Internal organs, etc. Transplant Act, Safety,
Management, etc. of Human Tissue Act, Hospice, Palliative, Life
Sustaining Medicine Act, Framework Act on Health and Medical
Services, Public Health and Medical Service Act, Mental Health
Act, Mother and Child Health Act, and Personal Information

Protection Act.

[ ] Ways of Improvement in the Future Bioethics Legislation

O This study propose basic framework of future enactment and amendment

of the future bioethics legislation. Paying attention to the pitfalls



that this study has discovered on the current situation, the author
proposes the concept of “Bio-Human Rights.” This study also proposes
the enactment of basic law, “Act on Bioethics and Human Rights”
and categorization on each bioethics-related act in order to reflect

the concept of Bio-Human Rights.

Ill. Expected Effect

[] Academic Effect

O This research proposes the general directions and contents of Bioethics

so that it will facilitate the basic researches in Bioethics.

O This research will improve the level of ethical analysis on Korean
medicine, biomedical science, and the related technologies, and
therefore, will make these disciplines trustworthy and meet the

global standards

[ ] Policy Effect

O This study propose basic framework of future enactment and amend-

ment of the future bioethics legislation.

O In particular, the study will propose the enactment of basic law,
“Act on Bioethics and Human Rights” and categorization on each
bioethics-related act in order to reflect the concept of Bio-Human

Rights.



O This is a novel approach of organizing the legislation on relatively
new discipline(Bioethics). But at the same time, it can be the
model for other future legislation and legal framework on other

arcas.

» Key Words : Bioehtics, Bioethics Law, Human Rights Law, Bio-
Human Rights, Bio-Constitution, Protecting Subjects,
Protecting Donors, Protecting Patients, Reproductive
Health Rights of Women, Health Rights for Vulner-
able Populations, Risk Management and Protecting

Genetic Information.



35
40
40
41
43
43
47
64

29
29
30
32
35

50
54
.. 58

At
6% %q

68
72

ou

ﬁo

o
7}
o

249
3 °l

] I

S

=
A

o
1019] AIA TFA oo
o] oe]
SES
|
o 29

o
Rin
X
LN
A
A
o
2l

e} .._m_.o

o
o

Hol] §l&= Al
7N

S|
o]
o]
2|

3}

1l oF

7N

J
A

|
A3AE Ao HF
E rx
Q =
Al 14 UNESCO X

=]

=

=
7} &
d 2}
=

2

&
Z]
S|
s
sy
'—__]‘
]
=
7% 59
°]

—_—_ —_— — — — — @ — —

A
A]
A]
A]
A]
A]
A]
A]

1A A o)

g
o

1
2
3
4
5.
6
7
8

A 1A AATEY] BT oo
_‘?_

Al 2 4 UNESCO H.
A

Al 34 UNESCO K.
=Z=
P
=
4% o
=

Al T A Al B



9. A9Z ZFFOIHAIL} Z] AL oo 78
10. A10Z2 BE, ALY BT o Y)
11. A11Z FEHEH] D GOIR 7] R e, 36
12. Al12% %354 thakAgo] et £2 7 PFo] v 01
13. A13Z AT} B oo 97
14. A|147 AF3] A WO T} HZ oo 100
15. A|15F 0] Q1] B U] cooererimiie 105
16. A1672 T T AT H D oo 110
17. AN72 374, AEE D BT BE 113
18. A18=x <A AA E A& TAE g HE - 117
19. A192 ST YYB] oo 121
20. A20% 3] I} L THE] e 125
21. A212 TFEA AR o 128
22, A22F TETFY] ST e 132
23, A232 AHET] WL, T, A E s 134
24, A|2AZ TR BB e 136
25. A|25% UNESCOO9!| &3F AFE Al 8Y oo 139
26. A26% YHE 7Fo] A5 FA AHA o 141
27. A277% A2 ALl ThF A Bh 144
28. A28% Q1A, 71&A Ay, QIZF Edol whel= ol tig
T EL 147

Al 474 UNESCO HuAA 52 g A AE 149

Al 37 UNESCO "Amg ] B ldol w3k B, ol

e 2 AESa A4 B4 D A 153
A1A TAESE 2 okA T3 HE | BA] 153



A 2

A5

el

k>

el

k>

nal

Mz 1o

o2

2

Mr lo

o2,

k>

i)

M lo

o2,

k>

e o

o2,

54 .............................................................................................. 153
S N 156
735 179
75 .............................................................................................. 182
role H T,‘Z_L{q ....................................................................... 183
94 .............................................................................................. 183
S S S 184
-

bz I S 194
=

75 .............................................................................................. 196
FO]:/R].]:@]J T,‘Z_L{\j ....................................................................... 196
_04 .............................................................................................. 196
S S S 198
b7 I N 211
=

7‘% .............................................................................................. 214
FaF7)s o] 2ol B3l HE, BA 215
‘04 .............................................................................................. 215
D I 216
73 I 237
=

75 .............................................................................................. 240
"AEA b B el ARk WE, B e 241
_04 .............................................................................................. 241
S I P 242
|

73 I 254



Rl

2
3.
4

A102

1.

q

|=]

2. o
3.
4

A
e

rgx]_izjtg | vE_Z\j' ...............................................................

q

S|
ax



(@) (e} Ue) \O ~ on on o o0 — wn w o0 — on on <t
[a) — o o (@ o cn on on <t <t <t <t ) Vg Vg )
on on on on on on on on on on o on on on on on on
AL T T I O TR O
= s
of wﬂ_ s
- T A
o R A R
: P o= 2
SR N o
WS SO O
W P o= RN N
N o o o E W = oo+
e ;T ooy T Rom PR o T
PERT T = BT N EKX
= 0y R W g R W 4% s
1 )
ot of B o R zn T MM b W
My T .~y — B EF W g o of
o L b oy EW T
. . : : o) X 1_|1_ ﬂ-L ‘a ‘a 0 ™N ,mn_-_._ Ow E O IO
oo oo o Yool ooy B gomm AKX
o <K =0 TR m omom R oo mod = om om
TR m T pgd @R 5 TRRN g ==
= & o« <+ Qo ¥ — = A i N = oA e =
3 <+ X 3 3

... 359
377

Universal Declaration on Bioethics and Human Rights -



A1 A Ao v

A1 A =
M 1& edzr2] Hj¥

A AgEe] 24 7]¢] UNESCOZF 20055 102 199 #|33%F 53
oA 19171 Bd=E5o] LA Z AT rAgF e ol I
R 3H 4  (Universal Declaration on Bioethics and Human Rights, 2005.
10. 19, ©]3} ‘UNESCO XA olgf shoh Felo ¥k Hx9 A
AA, B2 133 FejdF o] Aot

UNESCO HHAM AL TA| A IQ1H A (Universal Declaration of Human
Rights, 1948) ©]5-= = A L7} AHeish & Agae] 3 <l #
o 2= TS, JAFT7F AAYUIoR & AW EY Y VR dH=
A Aem A AAL B =77 ol wmEVE v Aol
A, ada Aaert AggFstelor & VRS 7R & AYsidlve
del A oo s AYes Aew F7kEa A

o] WA= 714 ofg &AM EEo A ARk S
AAA3=E), A& H LY AYAs5x), Fol(Alex), Q13te] H kY
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71 A 723 MEY AREs vhdste] =dskal Atk
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Universal Declaration on Bioethics and Human Rights

Universal Declaration on Bioethics and Human Rights

General provisions

Article 1 - Scope

1. This Declaration addresses ethical issues related to medicine, life sci-
ences and associated technologies as applied to human beings, taking into

account their social, legal and environmental dimensions.

2. This Declaration is addressed to States. As appropriate and relevant,
it also provides guidance to decisions or practices of individuals, groups,

communities, institutions and corporations, public and private.
Article 2 - Aims
The aims of this Declaration are:

(a) to provide a universal framework of principles and procedures to
guide States in the formulation of their legislation, policies or other in-

struments in the field of bioethics;

(b) to guide the actions of individuals, groups, communities, institutions

and corporations, public and private;

(c) to promote respect for human dignity and protect human rights, by
ensuring respect for the life of human beings, and fundamental freedoms,

consistent with international human rights law;

(d) to recognize the importance of freedom of scientific research and

the benefits derived from scientific and technological developments, while

377



stressing the need for such research and developments to occur within
the framework of ethical principles set out in this Declaration and to re-

spect human dignity, human rights and fundamental freedoms;

(e) to foster multidisciplinary and pluralistic dialogue about bioethical

issues between all stakeholders and within society as a whole;

(f) to promote equitable access to medical, scientific and technological
developments as well as the greatest possible flow and the rapid sharing
of knowledge concerning those developments and the sharing of benefits,

with particular attention to the needs of developing countries;

(g) to safeguard and promote the interests of the present and future

generations;

(h) to underline the importance of biodiversity and its conservation as

a common concern of humankind.

Principles

Within the scope of this Declaration, in decisions or practices taken or
carried out by those to whom it is addressed, the following principles are

to be respected.
Article 3 - Human dignity and human rights

1. Human dignity, human rights and fundamental freedoms are to be

fully respected.

2. The interests and welfare of the individual should have priority over

the sole interest of science or society.
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Article 4 - Benefit and harm

In applying and advancing scientific knowledge, medical practice and
associated technologies, direct and indirect benefits to patients, research
participants and other affected individuals should be maximized and any

possible harm to such individuals should be minimized.
Article 5 - Autonomy and individual responsibility

The autonomy of persons to make decisions, while taking responsibility
for those decisions and respecting the autonomy of others, is to be
respected. For persons who are not capable of exercising autonomy, spe-

cial measures are to be taken to protect their rights and interests.
Article 6 - Consent

I. Any preventive, diagnostic and therapeutic medical intervention is
only to be carried out with the prior, free and informed consent of the
person concerned, based on adequate information. The consent should,
where appropriate, be express and may be withdrawn by the person con-

cerned at any time and for any reason without disadvantage or prejudice.

2. Scientific research should only be carried out with the prior, free,
express and informed consent of the person concerned. The information
should be adequate, provided in a comprehensible form and should in-
clude modalities for withdrawal of consent. Consent may be withdrawn
by the person concerned at any time and for any reason without any dis-
advantage or prejudice. Exceptions to this principle should be made only
in accordance with ethical and legal standards adopted by States, con-
sistent with the principles and provisions set out in this Declaration, in

particular in Article 27, and international human rights law.
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3. In appropriate cases of research carried out on a group of persons
or a community, additional agreement of the legal representatives of the
group or community concerned may be sought. In no case should a col-
lective community agreement or the consent of a community leader or

other authority substitute for an individual’s informed consent.
Article 7 - Persons without the capacity to consent

In accordance with domestic law, special protection is to be given to

persons who do not have the capacity to consent:

(a) authorization for research and medical practice should be obtained
in accordance with the best interest of the person concerned and in ac-
cordance with domestic law. However, the person concerned should be
involved to the greatest extent possible in the decision-making process of

consent, as well as that of withdrawing consent;

(b) research should only be carried out for his or her direct health
benefit, subject to the authorization and the protective conditions pre-
scribed by law, and if there is no research alternative of comparable ef-
fectiveness with research participants able to consent. Research which
does not have potential direct health benefit should only be undertaken
by way of exception, with the utmost restraint, exposing the person only
to a minimal risk and minimal burden and, if the research is expected to
contribute to the health benefit of other persons in the same category,
subject to the conditions prescribed by law and compatible with the pro-
tection of the individual’s human rights. Refusal of such persons to take

part in research should be respected.
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Article 8 - Respect for human vulnerability and personal integrity

In applying and advancing scientific knowledge, medical practice and
associated technologies, human vulnerability should be taken into account.
Individuals and groups of special vulnerability should be protected and

the personal integrity of such individuals respected.
Article 9 - Privacy and confidentiality

The privacy of the persons concerned and the confidentiality of their
personal information should be respected. To the greatest extent possible,
such information should not be used or disclosed for purposes other than
those for which it was collected or consented to, consistent with interna-

tional law, in particular international human rights law.
Article 10 - Equality, justice and equity

The fundamental equality of all human beings in dignity and rights is
to be respected so that they are treated justly and equitably.

Article 11 - Non-discrimination and non-stigmatization

No individual or group should be discriminated against or stigmatized
on any grounds, in violation of human dignity, human rights and funda-

mental freedoms.
Article 12 - Respect for cultural diversity and pluralism

The importance of cultural diversity and pluralism should be given due
regard. However, such considerations are not to be invoked to infringe
upon human dignity, human rights and fundamental freedoms, nor upon

the principles set out in this Declaration, nor to limit their scope.
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Article 13 - Solidarity and cooperation

Solidarity among human beings and international cooperation towards

that end are to be encouraged.
Article 14 - Social responsibility and health

1. The promotion of health and social development for their people is

a central purpose of governments that all sectors of society share.

2. Taking into account that the enjoyment of the highest attainable
standard of health is one of the fundamental rights of every human being
without distinction of race, religion, political belief, economic or social

condition, progress in science and technology should advance:

(a) access to quality health care and essential medicines, especially for
the health of women and children, because health is essential to life it-

self and must be considered to be a social and human good;
(b) access to adequate nutrition and water;
(¢) improvement of living conditions and the environment;

(d) elimination of the marginalization and the exclusion of persons on

the basis of any grounds;
(e) reduction of poverty and illiteracy.
Article 15 - Sharing of benefits

1. Benefits resulting from any scientific research and its applications

should be shared with society as a whole and within the international
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community, in particular with developing countries. In giving effect to

this principle, benefits may take any of the following forms:

(a) special and sustainable assistance to, and acknowledgement of, the

persons and groups that have taken part in the research;
(b) access to quality health care;

(c) provision of new diagnostic and therapeutic modalities or products

stemming from research;
(d) support for health services;
(e) access to scientific and technological knowledge;
(f) capacity-building facilities for research purposes;

(g) other forms of benefit consistent with the principles set out in this

Declaration.

2. Benefits should not constitute improper inducements to participate in

research.
Article 16 - Protecting future generations

The impact of life sciences on future generations, including on their

genetic constitution, should be given due regard.
Article 17 - Protection of the environment, the biosphere and biodiversity

Due regard is to be given to the interconnection between human beings
and other forms of life, to the importance of appropriate access and uti-

lization of biological and genetic resources, to respect for traditional
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knowledge and to the role of human beings in the protection of the en-

vironment, the biosphere and biodiversity.

Application of the principles

Article 18 - Decision-making and addressing bioethical issues

1. Professionalism, honesty, integrity and transparency in decision-mak-
ing should be promoted, in particular declarations of all conflicts of inter-
est and appropriate sharing of knowledge. Every endeavour should be
made to use the best available scientific knowledge and methodology in

addressing and periodically reviewing bioethical issues.

2. Persons and professionals concerned and society as a whole should

be engaged in dialogue on a regular basis.

3. Opportunities for informed pluralistic public debate, seeking the ex-

pression of all relevant opinions, should be promoted.
Article 19 - Ethics committees

Independent, multidisciplinary and pluralist ethics committees should be

established, promoted and supported at the appropriate level in order to:

(a) assess the relevant ethical, legal, scientific and social issues related

to research projects involving human beings;
(b) provide advice on ethical problems in clinical settings;

(c) assess scientific and technological developments, formulate recom-
mendations and contribute to the preparation of guidelines on issues with-

in the scope of this Declaration;
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(d) foster debate, education and public awareness of, and engagement

in, bioethics.
Article 20 - Risk assessment and management

Appropriate assessment and adequate management of risk related to

medicine, life sciences and associated technologies should be promoted.
Article 21 - Transnational practices

1. States, public and private institutions, and professionals associated
with transnational activities should endeavour to ensure that any activity
within the scope of this Declaration, undertaken, funded or otherwise pur-
sued in whole or in part in different States, is consistent with the princi-

ples set out in this Declaration.

2. When research is undertaken or otherwise pursued in one or more
States (the host State(s)) and funded by a source in another State, such
research should be the object of an appropriate level of ethical review in
the host State(s) and the State in which the funder is located. This re-
view should be based on ethical and legal standards that are consistent

with the principles set out in this Declaration.

3. Transnational health research should be responsive to the needs of
host countries, and the importance of research contributing to the allevia-

tion of urgent global health problems should be recognized.

4. When negotiating a research agreement, terms for collaboration and
agreement on the benefits of research should be established with equal

participation by those party to the negotiation.
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5. States should take appropriate measures, both at the national and in-
ternational levels, to combat bioterrorism and illicit traffic in organs, tis-

sues, samples, genetic resources and genetic-related materials.
Promotion of the Declaration
Article 22 - Role of States

1. States should take all appropriate measures, whether of a legislative,
administrative or other character, to give effect to the principles set out
in this Declaration in accordance with international human rights law.
Such measures should be supported by action in the spheres of education,

training and public information.

2. States should encourage the establishment of independent, multi-

disciplinary and pluralist ethics committees, as set out in Article 19.
Article 23 - Bioethics education, training and information

1. In order to promote the principles set out in this Declaration and to
achieve a better understanding of the ethical implications of scientific and
technological developments, in particular for young people, States should
endeavour to foster bioethics education and training at all levels as well
as to encourage information and knowledge dissemination programmes

about bioethics.

2. States should encourage the participation of international and regional
intergovernmental organizations and international, regional and national

non governmental organizations in this endeavour.
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Article 24 - International cooperation

1. States should foster international dissemination of scientific information
and encourage the free flow and sharing of scientific and technological

knowledge.

2. Within the framework of international cooperation, States should pro-
mote cultural and scientific cooperation and enter into bilateral and multi-
lateral agreements enabling developing countries to build up their capacity
to participate in generating and sharing scientific knowledge, the related

know-how and the benefits thereof.

3. States should respect and promote solidarity between and among
States, as well as individuals, families, groups and communities, with spe-
cial regard for those rendered vulnerable by disease or disability or other
personal, societal or environmental conditions and those with the most

limited resources.
Article 25 - Follow-up action by UNESCO

I. UNESCO shall promote and disseminate the principles set out in
this Declaration. In doing so, UNESCO should seek the help and assis-
tance of the Intergovernmental Bioethics Committee (IGBC) and the

International Bioethics Committee (IBC).

2. UNESCO shall reaffirm its commitment to dealing with bioethics

and to promoting collaboration between IGBC and IBC.

Final provisions
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Article 26 - Interrelation and complementarity of the principles

This Declaration is to be understood as a whole and the principles are
to be understood as complementary and interrelated. Each principle is to
be considered in the context of the other principles, as appropriate and

relevant in the circumstances.
Article 27 - Limitations on the application of the principles

If the application of the principles of this Declaration is to be limited,
it should be by law, including laws in the interests of public safety, for
the investigation, detection and prosecution of criminal offences, for the
protection of public health or for the protection of the rights and free-
doms of others. Any such law needs to be consistent with international

human rights law.

Article 28 - Denial of acts contrary to human rights, fundamental free-

doms and human dignity

Nothing in this Declaration may be interpreted as implying for any
State, group or person any claim to engage in any activity or to perform

any act contrary to human rights, fundamental freedoms and human dignity.
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