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Abstract

I . Background and objectives

O Human material means “a component of the human body, such as
a tissue, a cell, blood, or body fluid collected or extracted from
the human body, or serum, plasma, chromosomes, DNA (deoxyribonucleic
acid), RNA (ribonucleic acid), protein, etc. isolated from such
components.” Because of recent advancements in biotechnology,
biomedical and genetic research, using human materials and genetic
information obtained from human materials, has been actively

conducted.

O In Korea, researchers intending to conduct research on human
materials, according to the Bioethics and Safety Act, should submit
the research plan to the Institutional Bioethics Committee and
obtain its approval before commencing the proposed research.
Researchers also should provide the following information to
human participants and obtain their written consent: objectives of
the research, protection and management of personal information,
preservation and discarding of human materials, withdrawal of

consent, and so on.

O The Bioethics and Safety Act assumes that a substantial level of
protection of research participants is guaranteed when individuals

consent to participate in the research voluntarily and their data are



O

reported anonymously in relevant materials. However, even in this
situation, if collected human materials are classified according to
family, race, gender, age, nationality, or ethnic group, possible risk
of discrimination or stigmatization toward the entire group that

includes the research participants could occur.

To date, in Korea, no such event has arose which violated an
entire group’s dignity or autonomy because of research conducted
on human materials and genetic information collected from
members of that group. Recently, however, the possibility of such
events occurring has become a viable reality considering the large
number of clinical trials conducted in Korea, as well as the
participants in those trials not being limited to Koreans but

extended to foreigners residing in Korea.

International society as a whole has had an opportunity to
recognize such a risk to a certain group of people since the early
and mid-1990s due to a spotlight put on research conducted on
indigenous peoples. In these studies, the existing international
standard of ethics that claimed to focus on the protection of
individual research participants failed to protect the entire group
that included those participants. This present study reviews this
international discussion and debate to lay the groundwork for
considering the risks within the Korean legal system to groups of

people whose human materials are used in research.



II. Main Contents

O The international ethical standard on human subject research was
established based on the Nuremberg Code (1947), the Declaration
of Helsinki (1964), and the Belmont Report (1979). The basic
principle of these international guidelines is respect for research
participants’ voluntary intent to participate in research, which is
protected by institutional review boards’ examination of research

plans and research participants’ informed consent.

O However, these international guidelines do not recommend implementing
procedures to confirm or respect a certain group of people, a
community, or a third party within the bounds of possible influence
of the research process or result. This defect was exposed in the
mid-1990s, when the U.S. government’s patent applications on cell
lines of a Guaymi female from Panama and a Hagahai male from

Papua New Guinea were revealed internationally.

O At the same time, groups of indigenous peoples expressed their
strong opposition to the international research project, the purpose
of which was to discover the cause of some genetic disease by
collecting and analyzing indigenous peoples’ DNA. Their opposition
was not only based on their concerns about economic loss from
patent applications but also related to their awareness of the risks
of discrimination by others, stigmatization of themselves, and

damage to their collective self-esteem.



O Consequently, a discussion began concerning ethical standard for
research on indigenous peoples, which should differ from the
ethical standard for general human subject research. Three remedies
for protecting groups of indigenous peoples have been suggested.
The first is to reinforce the right of individual members of
indigenous peoples, and the second is related to confer a
considerable power on the government by allowing it to conduct
studies on indigenous peoples directly or to represent the interests
of indigenous peoples in their negotiations with other private or
nonprofit organizations. The third remedy is to establish a formal
procedure of investigating a community’s intent to participate in
research after acknowledging the community right of groups of

indigenous people.

O Of the three remedies, the third—admitting the community right of
the indigenous people—has been highly supported by many
researchers and indigenous peoples. Although difficulties in defining
community have been noted as a major problem in this remedy,
several international organizations and some countries followed this
remedy and pronounced their policies and guidelines regarding

research on indigenous peoples based on it.

O The United Nations Educational, Scientific and Cultural Organi-
zation (UNESCO) and the Council for International Organization of
Medical Sciences (CIOMS) moderated the consideration of groups
in their relevant biomedical or genetic research guidelines. The
World Health Organization (WHO) announced separate guidelines

for research on indigenous peoples and specified steps for this type



of research and issues that a researcher should discuss with a

group of indigenous peoples in each step.

Furthermore, committees of international research projects on
indigenous peoples, such as the Human Genome Diversity Project,
proposed a model ethical protocol for collecting, analyzing, and
providing DNA samples from indigenous peoples and for publishing
results of such research. The U.S., Canadian, and Australian
governments presented their policies concerning respecting the autonomy

and dignity of indigenous peoples’ communities during research.

In addition, several groups of indigenous peoples did not stop at
announcing their opposition to biomedical or genetic research on
their people but legislated their own code to impose an additional
procedure of reviewing research plans and research results analyzing
their human materials or genetic information. One of such codes is
the Navajo Nation Human Research Code, enacted by the Navajo

people in the United States.

In these international guidelines, countries’ policies, and indigenous
peoples’ codes, the focus on regulation and the degree of requirements
vary to some extent. However, all require the entire community’s
informed consent or a community consultation procedure before a
researcher obtains informed consent from an individual research
participant. In addition, all emphasize close communication between
a researcher and a group of indigenous people throughout the

process, from designing a study to disclosing the research results.



O The international discourse on conferring the community right to a
group of indigenous peoples is no longer limited to protection of
indigenous peoples during biomedical and genetic research. Inter-
nationally, efforts are underway to apply the proposed procedures
for protecting indigenous peoples in general human subject research
when, during the process of conducting research or as the result
of research, negative physical, psychological, cultural, social, or

economic outcomes are predicted for a certain group.

III. Expected Effect

O The Korean discussions of biomedical law and ethics have not yet
examined the risks posed to a certain group of people when
individual members’ human materials are used in research. Recently,
however, as the number of clinical trials has increased, the
possibility of exposing a certain group to the risks of discrimination
or stigmatization is becoming realized. This present study addresses
the need to prepare a procedure for reflecting a group’s intent, in
addition to individuals’ consent, in the Korean legal system by
investigating international cases on human materials and genetic

information of indigenous peoples.

O Of the suggested remedies for protecting groups of indigenous
peoples, the one concerning recognizing the community right of
groups of indigenous people has been generally accepted in many
international organizations and countries and among indigenous

peoples. Thus, by reviewing the international guidelines, countries’



policies, and indigenous peoples’ codes addressing the different
facets and levels of admitting community right, this study provides
the basis for discussing the direction and plan for regulating
research on human materials of a certain group of people in

Korea.

» Key Words : indigenous people, human materials, genetic infor-

mation, genetic research, biomedical ethics
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ol-gato] Qo] ofFol ¥E ATt IAFHAT. 1 dEA ] Ao= v= A7
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105) L. L. Cavalli-Sforza, A. C. Wilson, C. R. Cantor, R. M. Cook-Deegan & M. C.
King, Call for a Worldwide Survey of Human Genetic Diversity: A Vanishing
Opportunity for the Human Genome Project, 11 Genomics 490 (1991); Kenneth M.
Weiss, Biological Diversity Is Inherent in Humanity, 20.2 Cultural Survival Quarterly
(1996), http://www.culturalsurvival.org/publications/cultural-survival-quarterly/none/biological-
diversity-inherent-humanity (20133 49 129} 74,

106) Weiss, 1] ZAA}w=(F 105).

107) Ching, $]2] =1(F 5), 6921H.

108) McGregor, 919 +=3i-(F 9), 359'H.

109) Singeo, 19| =(F 82), 1224,
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110) Richard A. Grounds, The Yuchi Community and the Human Genome Diversity Project:
Historic and  Contemporary Ironies, 20.2 Cultural Survival Quarterly (1996),
http://www.culturalsurvival.org/publications/cultural-survival-quarterly/united-states/yuchi-co
mmunity-and-human-genome-diversity-pr (2013 49 12¢ 2 7 A); Aroha Te Pareake
Mead, Genealogy, Sacredness, and the Commodities Market, 20.2 Cultural Survival
Quarterly (1996), http://www.culturalsurvival.org/ourpublications/csg/article/genealogy-sacredness-
and-commodities-market (2013%d 4 1242 AM). A A TS ZZ A E o gt
ZHE #d =92 Joanne Barker, The Human Genome Diversity Project: ‘Peoples’,
‘Populations’ and the Cultural Politics of Identification, 18(4) Cultural Studies 571
(2004); John H. Moore, Native Americans, Scientists, and the HGDP, 20.2 Cultural
Survival Quarterly (1996), http://www.culturalsurvival.org/ourpublications/csq/article/ native-
americans-scientists-and-hgdp (20131 4€ 1292} A M) Zh=x=.

111) McGregor, 912 =(5 9), 3574,

112) McGregor, 12| =i(F 9), 357-358%. Harry, $1¢] =%(5 84); Mead, $19] #
A= 110) FHE

113) Harry, 912 &=i(F 84), 189-190%; Mead, $19] HA=3(F 110).

114) Grounds, $1¢] AA=F(F 110); McGregor, $1¢] =%(5 9), 3584,

115) Grounds, 919 HAF=(F 110); McGregor, 912 =1-(5 9), 358'H.
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116) Mead, 91 HAR=(F 110).

117) Grounds, 9]¢ AA=F(F 110); Mead, $1¢] HAAR=F(F 110).

118) Proposed Model Ethical Protocol for Collecting DNA Samples, 33 Hous. L. Rev.
1431, 1433 (1997).

119) Proposed Model Ethical Protocol for Collecting DNA Samples, 912 A}=.(F 118),
1433,

120) Singeo, 912] =F(F 82), 122-1234.
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121) The International HapMap Consortium, The International HapMap Project, 426 Nature
789 (2003).

122) The International HapMap Consortium, 92| =&(7 121), 789'H.

123) Jennifer A. Hamilton, Revitalizing Difference in the HapMap: Race and Contemporary
Human Genetic Variation Research, 36 J.L. Med. & Ethics 471, 474 (2008).

124) Hamilton, 919 &=i-(5 123), 474,

125) The International HapMap Consortium, ?12] =&(5 121), 791-792™H.
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At zHdeke= YF S =, Michael J. Malinowski, Dealing with the Realities of Race
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Kim Bassett & Charles H. Evans, Jr., Bridging the Divide Between Genomic Science
and Indigenous Peoples, 38 J.L. Med. & Ethics 684, 687-690 (2010).
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B A-(Indigenous Peoples and Participatory
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213) Proposed Model Ethical Protocol for Collecting DNA Samples, 912 A}=.(F 118),
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216) Proposed Model Ethical Protocol for Collecting DNA Samples, 912 A}=.(F 118),
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Medical Sciences)®] ‘= drtelgrglo] <17t
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3+ A A (Policy for the Responsible Collection,
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Population for the NIGMS Human Genetic Cell
Repository)’220)

v o A wko) k9] (National Institute of General Medical Sciences,
‘NIGMS’)<= 200410l s dnke]grele] Iz 4 MxE AFALE
s, W JFERY Y de AEY FFH, B, A9 o
g #3s A A (Policy for the Responsible Collection, Storage, and
Research use of Samples from Named Populations for the NIGMS
Human Genetic Cell Repository)’= 238} th22) o] A& =4 A5}
w3 22 A E (International HapMap Project)®] 3 23} 1 H ME9
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218) Proposed Model Ethical Protocol for Collecting DNA Samples, 912 A=.(F 118),
1466-14674.

219) Proposed Model Ethical Protocol for Collecting DNA Samples, 912 AF5.(5 118),
146874,

220) National Institute of General Medical Sciences, Policy for the Responsible Collection,
Storage, and Research Use of Samples from Named Populations for the NIGMS Human
Genetic Cell Repository (2004), http://ccr.coriell.org/Sections/Support/NIGMS/CollPolicy.
aspx?Pgld=220 (2013} 5¥ 34} 74 A),

221) NIGMS, 9]¢ HAAFE(F 220).

222) Policy for Use of Biomaterials from the International HapMap Project; NIGMS, %]
o] ARALE(F 220).
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223) Elements of Community Consultation; NIGMS, $12] Z A&} 5(F= 220).

224) Elements of Community Consultation; NIGMS, $12] Z A&} 5 (5= 220).
225) Elements of Community Consultation; NIGMS, $12] AR} &(F= 220).
226) Elements of Community Consultation; NIGMS, 9]¢ HAA}5(F 220).
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‘AMZof 73t oAl A=) AAMS A5t
L5} H gk A WA= ]?:](IHS
Guidelines for Implementing and Complying
with IHS Policy on Specimens)’228)

v A 2291 Y] B A= (Indian Health Service, ‘IHS’)< U|=r

o] AFEAQIFS old g7} <1t (America Indian)¥} <Ej~7F 5
Y (Alaska Native)s TS & 3= 98 = F23 A7 &ibs)
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g Algstal Fstr] A Iud B A= A ZIHS Guidelines for
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227) Frequently Asked Questions; NIGMS, ?]¢] HAA}FE(F 220).

228) Indian Health Service, IHS Guidelines for Implementing and Complying with IHS
Policy of Specimens (2001), http://www.aatchb.org/epi/docs/ResearchEthics/T3-Specimen.
pdf (20131 5¢¥ 3=} A,

229) THS, 919 AAAE(F 228), 1.

230) The THS Guideline [1]; THS, 12 HAAFE(F 228), 14,
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231) The THS Guideline [5]; THS, 912 HAFAFHE(F 228), 21,
232) The IHS Guideline [4]; THS, $1¢] AAAFE(F 228), 2.
233) The IHS Guideline [6], [7], [9]; THS, $12] AXFAFE(F 228), 2.
234) The THS Guideline [11]; IHS, 919 HAAALE(F 228), 34.
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2. Nyt B2 A= (Canadian Institutes of Health
Research)®] ‘=2t Q14-¢} A¥E B A4 =
gk Myt R A9 A F(CIHR Guidelines
for Health Research Involving Aboriginal People)’238)

AUt ® A A 5-=1(Canadian Institutes of Health Research, ‘CIHR’)-
200710 ‘EZ QIFhe} A¥dE B AFE sk Aun BiadAT
] A|Z(CIHR Guidelines for Health Research Involving Aboriginal
People)’= T3Eslldl, o] A AFEAJTS AHAEH o4 71HA
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235) The IHS Guideline [14]; THS, 912 AAALE(F 228), 4.

236) The IHS Guideline [16]; THS, 912 AAAL T (F 228), 41,

237) The IHS Guideline [17]; THS, 912 AAALTE(F 228), 41,

238) Canadian Institutes of Health Research, CIHR Guidelines for Health Research
Involving Aboriginal People (2007), http://www.cihr-irsc.gc.ca/e/29134.html (201311 5¢
3AAE A A,

239) Jacobs et al., 919 T=-(F 181), 687-688™H.
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240) Purpose and Application; CIHR, 92| HA}AF=(F 238).
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242) Article 3; CIHR, 919 AR} (5 238).
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246) Article 8: CIHR, 99| AAFAFE(F 238).

247) Atticle 12.3, 12.4; CIHR, 9]¢ HAAF=(F 238).

248) Article 13; CIHR, $19] AR5 (5 238).

249) 2.15 Memoranda of Understanding and Research Agreements; CIHR, ¥]¢] HA[x} =
(5= 238).

250) 2.15 Memoranda of Understanding and Research Agreements; CIHR, $]2] HAA}5(F= 238).
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3. 5% AFNHE 2N WY AFNA TS
(Australian Institute of Aboriginal and Torres Strait
Islander Studies)®] ‘T EZF Q- d7-of A]
284 A5 93 % % (Guidelines for Ethical
Research in Australian Indigenous Studies)’251)

ST AR AT EH A PJA YT A T2 (Australian  Institute
of Aboriginal and Torres Strait Islander Studies, ‘AIATSIS’)< 2000% ]
‘TF B QI AFdA &84 AFE A A% (Guidelines  for
Ethical Research in Australian Indigenous Studies)’ = S ¥ A, 2011
Jol| MAES Wil 53 EXF ol oA Sald o
T A% A2 A7) AREE TR AFEAJITY 498 EF
i, AEE e E ot AT BEe @Al AFEARITY
G = 2 A A JTE2s3) Tk o] A A
‘B QT due B AT E A e AT =] 3P
I w7 R, ARpel AFEARIT Hwk Aloleo] ARe] hA| A ]

| 5

o] X (formal agreement)E A|H oz ZAJS F

Aol gk A C’J(Declaratlon on the Rights of Indigenous
Peoples)®] we} AfEAQITe Aejg FASA, 53] 2FE
Aole] A A AT FaHAl ABH A2 S Y] fale]

3 A 25 AL Axeta ks aEjal AFEA T HE

251) Australian Institute of Aboriginal and Torres Strait Islander Studies, Guidelines for
Ethical Research in Australian Indigenous Studies (2011), http://www.aiatsis.gov.au/
research/docs/ethics.pdf (20131 5 3=} 7AW,

252) Introduction; AIATSIS, 9] HARFZ(F 251).

253) Introduction; AIATSIS, 9] HARFZ(F 251).

254) Principle 9; AIATSIS, 99| HAAFE(F 251).

255) Principle 2, Principle 3; AIATSIS, $1¢] HAAZ(F 251).
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256) Principle 4, Principle 5; AIATSIS, 919 AAA=(F 251).

257) Principle 6; AIATSIS, 99| HAAE(F 251).

258) Principle 6, Principle 7, Principle 8; AIATSIS, $12] AR5 (T 251).

259) Principle 11; AIATSIS, $12] AAALE(F 251).
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Amehedty, ArERelT AUe oleld §del ot wi s @
Tl W U s S ek AEE gdes dhe
278 ADAE Amabi, A} AIEE dden 278 a9
= 4 ojo} & Hxajd] #3t FAHES AATI|E sHgirhen
v 4 UHl S = X 5F(Navajo Nation) o] 23t o33 71 Al4:61A
3 A F shE 262 of7jolA = cynls S x| re] Q1ZE o

Sl *H(Navajo Nation Human Research Code)’263)-8- 4Hi H == S}t
199639l m=re] UYna < AFx] =42 v Q1] X 7 5 (Indian Health
Service) & ZH-E| AN ES o R dlo] o]Fojx = o] T
ARl ARE AASI= Wl JoAA 7] a2 91 3 (Institutional Review
Board, ‘IRB)?] F24< A HQried g1 utsE 2=
QA3 Atel #3499 93] (Navajo Nation Human Research Review

260) Principle 12; AIATSIS, 919 AAALE(F 251).

261) Ching, 912 =%(F 5), 721-722%; Jacobs et al, $12] F=%(5 181), 690,

262) Lane Fischer & Beverly Becenti-Pigman, Indigenous IRBs: Navajo Nation as a
Case Study, PRIM&R 2010 Advancing Ethical Research Conference: Uniting People,
Principles, and Practices, https://www.google.co.kr/url?sa=t&rct=j&q=&esrc=s&frm=1&source=
web&cd=1&ved=0CCYQFjAA&url=https%3A%2F%2Fwww.primr.org%2FWorkArea%?2Fli
nkit.aspx%?3FLinkIdentifier%3Did%26ItemID%3D9745&¢ei=hYUoUvyQJaaXiAfDt4DwCA&
usg=AFQjCNH2BI21xiBJjCIQ_YweAEozIEamkQ&bvm=bv.51773540,d.aGc&cad=rjt (2013
d6d 6t A,

263) Navajo Nation Human Research Code, 13 N.N.C. §§ 3251-3271, http://www.nptao.
arizona.edu/research/docs/Navajo Nation Human_SubjectsCode.pdf (20131 5% 3=} 74,

264) Jacobs et al., ?19] +=T(F 181), 690H.
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265) Jacobs et al., 919 ¥=(5 181), 6909,

266) Jacobs et al., 919 =(5 181), 690H.

267) Jacobs et al., ?19] =(5 181), 690'H.

268) Jacobs et al., ?19] =(5 181), 685'H.

269) Fischer & Becenti-Pigman, 9]2] ZZA}=(F 262).

270) 13 N.N.C. §3252. Purpose; Navajo Nation Human Research Code, 9]¢ HA[A} =

(5 263).
271) 13 N.N.C. §3253. Policy; Navajo Nation Human Research Code, ¥ HA}Al=5 (5
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263).

272) 13 N.N.C. §3256. Creation of the Navajo Nation Human Research Review Board;
Navajo Nation Human Research Code, 92| AR5 (T 263).

273) 13 N.N.C. §3256. Creation of the Navajo Nation Human Research Review Board;
Navajo Nation Human Research Code, $19] AR (T 263).

274) 13 N.N.C. §3257. Composition and Term of the Navajo Nation Human Research
Review Board, 13 N.N.C. §3258. Meetings, Quorum; Navajo Nation Human Research
Code, 919 HAAE(F 263).

275) 13 N.N.C. §3259. Purposes of the Navajo Nation Human Research Review Board;
Navajo Nation Human Research Code, 912 HAA}5(F 263).

276) 13 N.N.C. §3260. Powers of the Navajo Nation Human Research Review Board;
Navajo Nation Human Research Code, 919 AR (F 263).
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277) 13 N.N.C. §3264. Research Application; Navajo Nation Human Research Code, ¢
o] HAAAZ(F 263).

278) 13 N.N.C. §3265. Confidentiality and Security; Navajo Nation Human Research Code,
o] AAAE(F 263).

279) 13 N.N.C. § 3266. Informed Consent; Navajo Nation Human Research Code, 1]
AR A B (F 263).
280) 13 N.N.C. §3267. Progress Reports on Research, 13 N.N.C. §3268. Continuing Review
of Research Activities; Navajo Nation Human Research Code, 9]2] ZAAF= (5 263).
281) 13 N.N.C. §3267. Progress Reports on Research; Navajo Nation Human Research
Code, 919 HAAE(F 263).

282) 13 N.N.C. §3269 Publication Review Procedure; Navajo Nation Human Research
Code, 919 HAAFE(F 263).

283) 13 N.N.C. §3270. Permit and Appeal Procedures, 13 N.N.C. §3271. Enforcement;
Navajo Nation Human Research Code, 919 AR (F 263).

93



Me&E ~ &H

-

oA A7} FAAA A Z2AE, oY F7}, AFEZQ]
Jerol A Aegt AFEARITE Fom e A9 &84 FH
g 9 e a1 A %
FEAAT Je] FEA A

A AR FAO B2W, AFEFAT YU gPor ATE

e
~|
5
[ R TR

-
i
21_«1
r o
-4
N,
e
1o,
>,
=
o

oL
o
re

lo,
i
N
i
X
Jr
!
r2
-
i,
o iy
lo,

(ST -
=3
g T
X,

N,
i
:i
oj\
A
ol
lo
>,
B>
of
9#
lo

©

iu)
=
Dy
S
i
O
e
o
ox
o
f
ol

o = =
ol-JHUL:O

)
offt L
oo

=2
(o]
d
off
-1

rlr
Q,
o —H
i3
ko
—
HoH
iy 44 o 1o o Q9

e
X ¢
30,
rir
0,
s
Xl
e
i
ko
-
A,
rlr
o,
0%
ro

AC)
~

r2
>,

R
iR R < . =
‘ 2

__)fl_l{l

-

4o

AL

o,

N

flo

r2

-

lo
U S ]

Og{:,"
"o ow

=
AN
—|—I
N
{0
M
o
X
>
i
L
%0
i)
()
r T
2 o O% N
- It 3
= °
o?: [‘;
N =
e 2T
o
oW
T
ot
o
F'T: l{l:‘
2,

o
il
o
i

£

A\
o
L

it
2
e

r}

Qs A7 A7, A7
Aselgel ug 2D o go] g W
YA E o) QLA R A
Ad Folol wel FHHoR A
AR A FE A o
ool Aok F). AA, e A
29E A5G Foo W WA o] Fojo} 6}1:4, 214
o421 o] gol wlato A WEAl ATT A} el stolof B

gl
o
ol

o rlBi
g
o

19
of,
oy
9 rZ
1z
K-
=
oL
rlo ri —(‘)‘
o

e
=2
=2
ot
2

284) Sharp & Foster, 919 =%(F 131), 174-180 Al A|AJ" 12 O = Brief,
Mackie & Illes, ?19] =F(5 174), 548; Jacobs et al., 91| =<-(F 181), 686l
A& o] oAl 7HA] dF o] AFEar T

94



Aed 2~ 4

o] of

MEEEE

A

Ao 4 A7}

;oT

ol

3'4

FeES A
ek v,

A

T
T

L=

gtk oA, A

el of

Aoke] ortrEs Td

T

| N

so1 4

S

.
55

T
a-

o

95

°
hEs

bt

718 Fofof



A6 A &

—

o

ok
-

7K

ol

o Ab3)E, w5},
AFRIA el

al

3 F4e FAe] 27

]

P
f=d
-

By ol Al
A}

ArzAe] Age <l

=

[

=S

k= Al A

o]
ey
, AT A

o
<}

5 v
],

ol
o} ol

8]

S

A A -

1L
S|

ke

2
of ¥

T

T

<

o]

<

ol 1

=

[3

N, 71z Ardga Adel &
Ae) A7) e FAAA AT

TR B
?_

, Aol A Aol A

B

1 7iR1e] AE Smdhs Aol oE
97

S
fint

o

sto] ojwi FEAE Ao Ao, oBA T4 o

o

of o

}_

o
1l

ek et 4



AFEAAT FAd] FEAZAY VLS A= W] of
s} i §A8 AT aFEE

of FesA i, AT Qdste] WA, HelA,
) = A3, FEA, AT A
H3 ek g Eol, 00 UH 7HAe)
oAz} BA o

IS
1>«fﬂ“

o M
L !
o TS
2 oo s
HJEOE—?L%
oE—loﬁ'f
P

rJ
2
re
ﬂi
-
o

rlo olﬂ
B
1o
l"

40 oy
>
o
o
iy
1o
2

e to,
offl
o
9
s
[N
riet
X
i

N o
i
il
4
A
1o
_>|\1_1/
e
s
L o
v
(0]
<y
1o

Ll oy
ok
=2

¢
::1

>
()
4
20
)
o

gt
r 1

r
Mo
o
X
~
>,
I <
2
o2,
—_>‘4-"4
oX
d
B

=
4

K o
o
=
oy
o
=
A7) -
gl
o

)
N

offt T M

2
o
Hl
ML
v
i
__>“|1_'9
0%,
m U
filo
ol
ol

__)g_:{{

fru

o,

ol

"

rir

>

s

4

o

N

N

M

i

O.

off

ol

)

I

v

T K

R 32
B

S

i o

> £

o,

2 ol

2

o
o
N
§e)
e

o] 2] 2~(Human Immunodeficiency Virus, ‘HIV*)ll 73 %H A}
Aow Q4 ATE FAT 0 Eosolor T 2 Aol A
SA4% Jds o= ot A Jde ortE &
= o= AR At dasithe <l4lo] de gty

pilf

<
oo
rr
<y

;
K
o
}C())tll

T 9l T} .286)

1A el A oY@ A PUe dHoR st o
To w24 S odoe] g = T A gAY AU
ggom s AT WA F U= P Y A% o
2 oaE ATE W4T £ 9k 493 M 0 ke a4

285) C. Levine, N.N. Dubler & R.. Levine, Building a New Consensus: Ethical
Principles and Policies for Clinical Research on HIV/AIDS, IRB: A Review of Human
Subjects Research 13, 1-17 (1991); Weijer, Goldsand & Emanuel, $12] =3(F 6),
279TH A A A} Q1 E-

286) ¥ =S = Vence L. Bonham, Toby Citrin, Stephen M. Modell, Tene Hamilton
Franklin, Esther W. B. Bleicher & Leonard M. Fleck, Community-Based Dialogue:
Engaging Communities of Color in the United States’ Genetics Policy Conversation, 34
J. Health Pol. Pol’y & L. 325 (2009) Z+%.

98



xﬂ 6 ?g- A

rt

_Q_
=
9082 Qe A%, AL B 29T SR o
L
=

T5, AEHY FEEFEEAG

>
ol
1o
i,
riet
o
Y
r
o
X

(Attention Deficit/Hyperactive Disorder, ‘ADH
=2 WEoRE e A= Uy Folvh webs oAl § o] ek
S Ogow sl 1 FAY AAFAR B o8 AT &

g S kel i#i%‘ﬂ%ﬂ Boolwt 248& Fal vlen A,

v

287) v = Z 5| o] X (http://www.alba.co.kr/), ZHFQI &3] o] X (http://www.albain.co.
kr/) oA F=d3 A8 A AE Bt s e 7 Ak

99



e
=l
Sl
)

oY
=
N
r

A5t - 4D, rAP &k W (ol sl AW E R, 2009).
e, T Est Ao H3t &l (ol stel A s E 3R, 2000).

dlE], "AAFAE AT =] oAl s AR
A AR A LTS8 A AT AE, 2010).

oZ
of
o
ACh
o
1=
F o
-

v

FHIE71 &4, TR fAA AT ELSI 7S W S eAE
H

(ELSI Project of Human Genome Research), (4&7] =5, 2003).

Ak £ AW &gl BELSI Z2ae] A rAme) 97
214171 A 2o A CFEVHT, 2001).
"8‘%‘:8%_, “ﬂ]%EilﬂEﬂ iﬂ_ﬂoﬁﬂr ﬁ‘jo]"’ FZJD]-JJrﬁl-ﬂ o] L A 315_51?;]:]”
Al54 (2001).
g7, <A AT FAD o5 A - WA - A8A ol =
87> "Global Legal Issues 2012 [I],(3F=" A A7, 2012).

AR QI A FEZ 2 AEQL o] =3 A227F (2000).

101



= A 2] g}7] -3 3] (Council for International Organization of Medical Science)
/AR Sy, <17 O A est At sk oAl R F”
7

Ares B e A9 QA HdA Bes #3 w7191 3] (National
Commission for the Protection of Research Subjects of Biomedical
and Behavioral Research)/7- X - H&4f - o] o, «HEZE
H3A: 27t 98z RsE 93 &2 97 1 rAHE,
A1H A1Z (2000).

=
%
El
0%
of
o
nl
L
r o
4

M| Al 2] 23] (World Medical Association)/©] 3}o] z} A
o, Al o418 WAT] AA—AE MR A3 g oetd T
2] 4 T ALY 3 A, AI53E A9E (2010).

Frul=smbeg o, <Az Als A wek B A A(1997), B
oA, T Fe Aldhe] Est feel, (ol Bhel Ao s E TR, 2000,

Fllzmflam B A8 o, gk ARt Qe wE nAEA
A7(1997), ¥+l “?lﬁﬂl%Ei?ﬂlEﬂ A@AA” reddst,
A6 Al - 235 (2000).

TUlASAUlaE deeds] o, «AzF FAA dlolgel wEk A
121”(2003), http://unesco.or.kr/about/side 03 view.asp?Cate=&Gubun=
&Searchltem=&articleid=77&page=1&searchStr= (201311 3¢ 29%
A 7).

=43t 2HE/ - ISEAIT] o, relt Al ZRAE (WUSAL 1994).

4. AAA =

TR} <QITHAlEZ 2 A E http://terms.naver.com/entry.nhn?docld=1261830

102



25

&cid=200000000&categoryld=200000926 (2013 39 29U} 7 A).

2 5387 | S AR, “QIZHAIE 2 A E>  http://terms.naver.com/entry.nhn?

docld=296141&cid=577&categoryld=577 (20131 39 20U} 7 AH).

A2, “o =l 1507 E AT vl 2419 Ak vl (2013 6

109)), http://news.naver.com/main/read.nhn?mode=LSD&mid=sec&sid1=
102&0id=001&aid=0006305570 (20133 69 114} 7 A).

, AT fl=l 150t A Eak vEs) - HelE st Tk

(20131 69 10%), http://news.naver.com/main/read.nhn?mode=LSD

&mid=sec&sid1=102&0id=001&aid=0006305568 (20131 6¥ 11LA}

HA.

II. *H=A

1. =

4

Alpers, Michael P., Perspectives from Papua New Guinea, 20.2 Cultural
Survival Quarterly (1996), http://www.culturalsurvival.org/publications/
cultural-survival-quarterly/papua-new-guinea/perspectives-papua-new-

guinea (2013 49 12Y=} 7 A,

Austin, Melissa A., Julia Crouch & Alyssa DiGiacomo, Applying International
Guidelines on Ethical, Legal, and Social Issues to New International

Genebanks, 45 Jurimetrics J. 115 (2005).

Barker, Joanne, The Human Genome Diversity Project: ‘Peoples,” ‘Popu-
lations’ and the Cultural Politics of Identification, 18(4) Cultural
Studies 571 (2004).

Bhat, Amar, The National Institutes of Health: and the Papua New
Guinea Cell Line, 20.2 Cultural Survival Quarterly (1996), http://

103



=Y
K
M
)

www.culturalsurvival.org/publications/cultural-survival-quarterly/pap-
ua-new-guinea/national-institutes-health-and-papua-new-g (201311 4%
129} A,

Bonham, Vence L., Toby Citrin, Stephen M. Modell, Tene Hamilton Frankin,
Esther W. B. Bleicher & Leonard M. Fleck, Community- Based
Dialogue: Engaging Communities of Color in the United States’
Genetics Policy Conversation, 34 J. Health Pol. Pol’y & L. 325
(2009).

Brief, Elana, Jennifer Mackie & Judy llles, Incidental Findings in Genetic
Research: A Vexing Challenge for Community Consent, 13 Minn.
J.L. Sci. & Tech. 541 (2012).

Cavalli-Sforza, L. L., A. C. Wilson, C. R. Cantor, R. M. Cook-Deegan
& M. C. King, Call for a Worldwide Survey of Human Genetic

Diversity: A Vanishing Opportunity for the Human Genome Project,
11 Genomics 490 (1991).

Ching, Kara H., Indigenous Self-Determination in an Age of Genetic Patenting:
Recognizing an Emerging Human Rights Norm, 66 Fordham L.
Rev. 687 (1997).

Damaine, Linda J., Reinventing the Double Helix: A Novel and Nonobvi-
ous Reconceptualization of the Biotechnology Patent, 55 Stan. L.
Rev. 303 (2002).

Daniel, Mary, Tribal DNA: Does It Exist, and Can It Be Protected?, 30
Okla. City U. L. Rev. 431 (2005).

EagleWoman, Angelique, The Eagle and the Condor of the Western
Hemisphere: Application of International Indigenous Principles to

Halt the United States Border Wall, 45 Idaho L. Rev. 555 (2009).
104



e
=l
Sl
)

Friedlaender, Jonathan, Genes, People, and Property: Furor Erupts over
Genetic Research on Indigenous Groups, 20.2 Cultural Survival
Quarterly (1996), http://www.culturalsurvival.org/ourpublications/csq/
article/genes-people-and-property-furor-erupts-over-genetic-research-

indigenous- (2013 4¥€ 1242} HA).

Greely, Henry T., Genes, Patents, and Indigenous Peoples: Biomedical
Research and Indigenous Peoples’ Rights, 20.2 Cultural Survival
Quarterly (1996), http://www.culturalsurvival.org/publications/cultural-
survival-quarterly/canada/genes-patents-and-indigenous-peoples-  bio-

medical-rese (2013 4¢ 1243 F A,

, Legal, Ethical, and Social issues in Human Genome

Research, 27 Annual Review of Anthropology 473 (1998).

Grounds, Richard A., The Yuchi Community and the Human Genome
Diversity Project: Historic and Contemporary Ironies, 20.2 Cultural
Survival Quarterly (1996), http://www.culturalsurvival.org/publications/
cultural-survival-quarterly/united-states/yuchi-community-and-human-

genome-diversity-pr (2013 4 1242} A A).

Hamilton, Jennifer A., Revitalizing Difference in the HapMap: Race and
Contemporary Human Genetic Variation Research, 36 J.L. Med.
& Ethics 471 (2008).

Harry, Debra, Indigenous Peoples and Gene Disputes, 84 Chi.-Kent L.
Rev. 147 (2009).

Hsieh, Alice, 4 Nation’s Genes for a Cure to Cancer: Evolving Ethical,
Social and Legal Issues Regarding Population Genetic Databases,
37 Colum. J.L. & Soc. Probs. 359 (2004).

105



=Y
K
M
)

Knoppers, Bartha Maria, Biobanking: International Norms, 33 J.L. Med.
& Ethics 7 (2005).

Koops, Bert-Jaap, Forensic DNA Phenotyping: Regulatory Issues, 9 Colum.
Sci. & Tech. L. Rev. 158 (2008).

Jacobs, Bette, Jason Roffenbender, Jeff Collmann, Kate Cherry, LeManuel
Lee Bitsoi, Kim Bassett & Charles H. Evans, Jr., Bridging the
Divide between Genomic Science and Indigenous Peoples, 38 J.L.
Med. & Ethics 684 (2010).

Juengst, Eric T., Groups as Gatekeepers to Genomic Research: Concep-
tually Confusing, Morally Hazardous, and Practically Useless, 8.2
Kennedy Institute of Ethics Journal 183 (1998).

Karjala, Dennis S., Biotech Patents and Indigenous Peoples, 7 Minn. J.L.
Sci. & Tech. 483 (2000).

Malinowski, Michael J., Technology Transfer in Biobanking: Credits,
Debits, and Population Health Futures, 33 J.L. Med. & Ethics 54
(2005).

, Dealing with the Realities of Race and

Ethnicity: A Bioethics-Centered Argument in favor of Race-Based
Genetics Research, 45 Hous. L. Rev. 1415 (2009).

Marchant, Gary E., Property Rights and Benefit-Sharing for DNA Donors?,
45 Jurimetrics J. 153 (2005).

McGregor, Joan L., Population Genomics and Research Ethics with

Socially Identifiable Groups, 35 J.L. Med. & Ethics 356 (2007).

Mead, Aroha Te Pareake, Genealogy, Sacredness, and the Commodities

106



Moore,

25

Market, 20.2 Cultural Survival Quarterly (1996), http:/www.
culturalsurvival.org/ourpublications/csq/article/genealogy-sacred-

ness-and-commodities-market (20133 49 122} 7 A,

John H., Native Americans, Scientists, and the HGDP, 20.2
Cultural Survival Quarterly (1996), http://www.culturalsurvival.org/

ourpublications/csq/article/native-americans-scientists-and-hgdp (2013

949 1292 HA.

Proposed Model Ethical Protocol for Collecting DNA Samples, 33 Hous.

L. Rev. 1431 (1997).

Roht-Arriaza, Naomi, Of Seeds and Shamans: The Appropriation of the

Scientific and Technical Knowledge of Indigenous and Local Com-
munities, 17 Mich. J. Int’l L. 919 (1996).

Rothenberg, Karen & Alice Wang, The Scarlet Gene: Behavioral Genetics,

Criminal Law, and Racial and Ethnic Stigma, 69-SPG Law &
Contemp. Probs. 343 (2006).

Ruth, Liloqula, Value of Life: Saving Genes versus Saving Indigenous

Sharp,

Peoples, 20.2 Cultural Survival Quarterly (1996),  http://www.
culturalsurvival.org/ourpublications/csq/article/value-life-saving-genes-

versus-saving-indigenous-peoples (201311 4 124} A,

Richard R. & Morris W. Foster, Involving Study Populations in
the Review of Genetic Research, 28 J.L. Med. & Ethics 41 (2000).

, An Analysis of Research Guidelines

on the Collection and Use of Human Biological Materials from

American Indian and Alaskan Native Communities, 42 Jurimetrics

J. 165 (2002).

107



=Y
K
M
)

Singeo, Lindsey, The Patentability of the Native Hawaiian Genome, 33
Am. JL. & Med. 119 (2007).

Sturges, Melissa L., Who Should Hold Property Rights to the Human
Genome? An Application of the Common Heritage of Humankind,
13 Am. U. Int’l L. Rev. 219 (1997).

The International HapMap Consortium, The International HapMap Project,
426 Nature 789 (2003).

Tsosie, Rebecca & Joan L. McGregor, Genome Justice: Genetics and

Group Rights, 35 J.L. Med. & Ethics 352 (2007).

Underkuffler, Laura S., Human Genetics Studies: The Case for Group
Rights, 35 J.L. Med. & Ethics 383 (2007).

Weijer, Charles, Gary Goldsand & Ezekiel J. Emanuel, Protecting Communities
in Research: Current Guidelines and Limits of Extrapolation, 23

Nature Genetics 275 (1999).

Weiss, Kenneth M., Biological Diversity is Inherent in Humanity, 20.2
Cultural Survival Quarterly (1996), http://www.culturalsurvival.org/
publications/cultural-survival-quarterly/none/biological-diversity-inherent-

humanity (20133 4¢ 12U =} 7340,

Whelan, Marina L., What, If Any, Are the Ethical Obligations of the U.S.
Patent offices?: A Closer Loot at the Biological Sampling of Indigenous
Groups, 2006 Duke L. & Tech. Rev. 14 (2006).

2. AAAL =

Australian Government, National Health and Medical Research Council,

Values and FEthics: Guidelines for Ethical Conduct in Aboriginal

108



25

and Torres Strait Islander Health Research (2003), http://www.
nhmrc.gov.au/_files nhmrc/publications/attachments/e52.pdf (2013

59 34z A,

Australian Institute of Aboriginal and Torres Strait Islander Studies,
Guidelines for Ethical Research in Australian Indigenous Studies
(2011), http://www.aiatsis.gov.au/research/docs/ethics.pdf (201311 5
o 32 A,

Canadian Institutes of Health Research, CIHR Guidelines for Health Research
Involving Aboriginal People (2007), http://www.cihr-irsc.gc.ca/e/29134.

html (2013 5¢ 3=} 744,

Fischer, Lane & Beverly Becenti-Pigman, Indigenous IRBs: Navajo Nation
as a Case Study, PRIM&R 2010 Advancing FEthical Research
Conference: Uniting Peoples, Principles, and Practices, https://
www.google.co.kr/url?sa=t&rct=j&q=&esrc=s&frm=1&source=web&c
d=1&ved=0CCY QFjAA&url=https%3A%2F%2Fwww.primr.org%2F
WorkArea%?2Flinkit.aspx%3FLinkIdentifier%3Di1d%26ItemID%3D974
5&ei=hYUoUvyQJaaXiAfDt4DwCA &usg=AFQjCNH2BI21xiBJjCIQ _
YweAEozIEamkQ&bvm=bv.51773540,d.aGc&cad=rjt (2013 6% 6

A} 7 A,

Human Genome Organisation, Ethical, Legal, and Social Issues Committee,
Statement on the Principled Conduct of Genetics Research (1996),
http://www1.umn.edu/humanrts/instree/geneticsresearch.html (2013
59 344 A,

Indian Health Service, IHS Guidelines for Implementing and Complying

with IHS Policy of Specimens (2001), http://www.aatchb.org/epi/
docs/ResearchEthics/T3-Specimen.pdf (20131 5€ 342} A,

109



=Y
K
M
)

International HapMap Project, http://hapmap.ncbi.nlm.nih.gov/index.html.en

(2013 3€ 29U} AN,

Morrison Institute for Population and Resource Studies, Human Genome
Diversity  Project,  http://hsblogs.stanford.edu/morrison/human-ge-

nome-diversity-project/ (2013%1 3¢ 29Uz} A,

National Institute of General Medical Sciences, Policy for the Responsible
Collection, Storage, and Research Use of Samples from Named
Populations for the NIGMS Human Genetic Cell Repository (2004),
http://ccr.coriell.org/Sections/Support/NIGMS/CollPolicy.aspx?
Pgld=220 (20133 5€ 3=} 7).

Navajo Nation Human Research Code, 13 N.N.C. §§ 3251-3271, http://
www.nptao.arizona.edu/research/docs/Navajo Nation Human_Subjects

Code.pdf (20130 5¢ 3U =} 74 A,

Rural Advancement Foundation International (RAFI), Indigenous Person
from Papua New Guinea Claimed in US Government Patent (1995),
http://www.spunk.org/texts/colon/sp001144.txt (201311 49 12U =}

A

United Nations, Declaration on the Rights of Indigenous Peoples (2007),
http://www.un.org/esa/socdev/unpfii/documents/DRIPS en.pdf (2013
d 59 3dA A,

World Health Organization, Indigenous Peoples and Participating Health
Research: Planning and Management ° Preparing Research Agreements

(2003), http://www.who.int/ethics/indigenous_peoples/en/print.html (2013

959y 32U} A,

110



