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Genetically Modified, GM '

GM Calgene
FLAVR SAVR GM
PG
GM
Golden Rice
2
GM
GM ISAAA
International Service for the Acquisition of Agri-Biotech Applications
oo GM
oo GM
oo
80 GM oo GM
1
2 GMO
oo o 29 00 o
11 GM http://gmo.agron.ntu.edu.tw/ (last

visited July 29, 2004)
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GM
4 GM
3 GM
GM
6 GM
from the farm to the fork GM
GMO GM
GM
GM GM
GM
GM
GM
GM
GM
GM

® http://www.isaaa.org/kc/CBTNews/press_release/briefs30/es_b30.pdf (last visited June 30, 2004).

* GM TACO BELL
STAR LINK

lectin

BT com
oo

oo o 13.

Convention on Biological Diversity
Cartagena Protocol On Biosafety To The Convention On Biological Diversity

GM
handling release

GM
WTO

oo 33-37 31-35
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GM

U.S. Department of Agriculture, USDA  GM

Environmental Protection Agency, EPO
microbial/plant pesticides

Food and Drug Administration, FDA  GM

GM
GM
USDA GM
EPO FDA GM
GM
1 FFDCA
FDA

U.S. National Academy of Science

U.S. National Research Council WHO FAO OECD

-

http://www.aphis.usda/gov/brs/usregs.html (last visited July 24, 2004); Sara J. MacLaughlin, Food
for the Twenty-First Century: An Analysis of Regulations for Genetically Engineered Food in the
United States, Canada, and the European Union, 14 Ind. Int’l & Comp.L.Rev.375, at 390, 391; Risk

Assessment of GMO Products in the European Union, Federal Ministry of Health and Women
(Austria), Vienna, July 2004, p.28-31.
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’ GM
GM
Federal Food, Drug, and Cosmetic Act
FFDCA’ Public Health Service Act PHSA'"
FFDCA  Sec.402(a) 1 ' Sec.409'"
additive B

FFDCA  Sec.402(a) 1
adulterated food
Sec.409
FFDCA substance
chemical additives GM

not generally recognized

as safe Sec.409
2
FDA GM
GM
FDA GM Statement of Policy: Foods
Derived from New Plant Varieties GM
voluntary consultation process GM

¥ Draft United States Comments to the Proposed Draft Recommendations on the Labelling of Food
obtained through Biotechnology (October, 1997), at 3-4.
° Pub. L No. 75-717, 52 Stat. 1040 1938 , codified at 21 U.S.C. Sec. 301 et seq. FFDCA
Chineme OK Anyadiegwu, 13 SANJALR 203 (2003), at 205, 206.
"% Codified at 42 U.S.C. Sec.262-263a.
21 U.S.C. Sec.342 (a) (1).
? 1d., Sec. 348.
" USDA FDA EPA
Federal Register. 51 Fed, Reg. 23336-23349 (June 26, 1986).
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FDA GM
Guidance on Consultation Procedures: Foods Derived from New Plant
Varieties GM 1 GMG
FDA GM
1 FDA
FDA GM Center
for Food Safety and Applied Nutrition, CFSAN Center for
Veterinary Medicine, CVM FDA
Biotechnology Evaluation Team, BET CFSAN CMV
15
FDA GM FDA
scientific review of data generated by the
developer FDA based on
agency scientists’ evaluation of the available information =~ FDA GM
unresolved issues FDA
significantly

increased levels of plant toxicants

new allergens GM
2
GM GM
FDA initial consultations GM
FDA
FDA

" http://www.cfsan.fda.gov/~Ird/consulpr.html (last visited July 21, 2004).
¥ GM CFSAN CVM BET
GM I11. Consultation Procedures.
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FFDCA GM
GM

Summary of the Safety and Nutritional Assessment

--GM GM
-- GM GM

- genetic materials

-- the identity and function of
expression products encoded by the introduced genetic material
GM
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GM
FDA FDA
4 FDA GM
FDA
BET BET
BET
FDA BET
FFDCA
FDA
GM FDA
FDA GM FDA
GM
GM
oo FDA GM 16
3 o o
GM oo
FDA GM Proposed Rule: Premarket Notice
Concerning Bioengineered Foods '’ FDA

!¢ Sara J. MacLaughlin, Food for the Twenty-First Century: An Analysis of Regulations for
Genetically Engineered Food in the United States, Canada, and the European Union, 14 Ind.Int’1
& Comp.L.Rev. 375, at 392.
17 http://www.ctsan.fda.gov/~Ird/fr010118.html (last visited July 22, 2004)
GMO's oo



GM 219

GM
GM

GM

FDA

FDA

-- FDA

--FDA GM

FDA

GM

1 FFDCA

GM

FDA

FDA

GM

FDA

FDA
FDA
GM
GM
FDA
FDA

FDA GM



220 -

FFDCA  Sec.403

GM
FFDCA material facts
FDA
FFDCA  Sec.403 misbranded
FDA GM GM

--GM

'8 21 C.FR. Sec.101.3.

19

FDA
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20

2 oo
GM
FDA
GM
FDA GM
GM
concern about the unknown
FDA GM

0 0 FDA GM
Draft Guidance: Guidance for Industry Voluntary
labeling Indicating Whether Foods Have or Have Not Benn Developed Using

Bioengineering ' GM
derived through
biotechnology bioengineered
GM free GMO
modified
FDA GM
GM GM
o O

2 peanut protein

texture FFDCA

GM
2 http://www.cfsan.fda.gov/~dms/biolabgu.html (last visited on July 23, 2004)
GMO's
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GM
FDA GM GM

22

GM
23 GM
o o Genetically Engineered
Foods Act, 82546 ** oo
Genetically Engineered Food Right to Know Act, H.R.2916
Genetically Engineered Food Safety Act, H.R.2917

25

26

Genetically Engineered Crop and Animal Farmer
Protection Act, H.R.2918 Genetically
Engineered Organism Liability Act, H.R.2919

Mendocino
GM 56%
GM 27 Mendocino Marin Humboldt San Luis Obispo

Butte
GM - GM

GM

2 Chineme OK Anyadiegwu, 13 SANJALR 203 (2003), at 213-217.
» Subcommittee on Oversight and Investigations: U.S. Ecologists and Evolutionary Biologists Look
at the Environmental Risks Associated with Biotechnology, 131 Cong. Rec. E.533 (1985)

(Statement of Hon. John D. Dingell of Michigan) Chineme OK Anyadiegwu, 13
SANJALR 203 (2003), at 201-212.

# oo0o0 S.3184.

¥ ooo S.2080.

* ooo S.2315.

http://www.agbios.com/main.php?action=ShowNewsltem&id=5313;
http://www.agbios.com/main.php?action=ShowNewsltem&id=5317 (last visited July 29, 2004).
% http://www.agbios.com/main.php?action=ShowNewsltem&id=5685 (last visited July 29, 2004).
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GM FDA oo
GM GM
GM
GM GM
GM FDA
GM
29
GMO GM GM
GMO GMO
90/219 2001/18 2004/35
|
GM GM GM
1829/2003 1830/2003 2309/93

¥ Chineme OK Anyadiegwu, 13 SANJALR 203 (2003), at 221-222.
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90/219 % GM
GM
safety assessment
90/219Art.8,911, 10 GM
emergency plan 90/219 Art.141 !
GMO
1 2001/18 GM
GM GM
90/219 2001/18 32 GMO containing GMO
GMO consisting of GM
2001/18 2001/18
2001/18
Getechnikrecht

* Directive 90/219/EEC on the contained use of genetically modified micro-organisms
2001/204/EC 2001/204/EC Council Decision supplementing
Directive 90/219/EEC are regards the criteria for establishing the safety, for human health and the
environment, of types of genetically modified micro-organisms
3 GMO
90/219 Art.6 IV Art91 GMO
GM 90/219 Art.12
GMO 90/219 Art.13
90/219 Art.14 11
90/219 Art.15, 16
GM

90/219 Art. 18

32 Directive 2001/18/EC on the deliberate release into the environment of genetically modified
organisms and repealing Council Directive 90/220/EEC 2001/18 GMO

57-62.
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GMO 2001/18
34
2 200118
GMO
Art.13 GMO
”case-by-case ” GMO
GMO
GMO
2001/18 Annex 11
GMO
2001/18 Art.4 1
GMO

measures for monitoring and inspection

Annex IV

GMO

2001/18 Art.15 1V, 17

33

on genetically modified food and feed.

)
r

1829/2003 32309/93
GMO
2001/18
2001/18 “step by step”
GMO
2001/18 Art.4 11
36

2001/18 Art.20 GMO
GMO
2001/18
2001/18 Art.4 VI 7
GMO
GMO

Regulation (EC) 1829/2003 of the European Parliament and of the Council of 22 September 2003

Regulation 2309/93 laying down Community procedures for the authorization and supervision of

medicinal products for human and veterinary use and establishing a European Agency for the

Evaluation of Medicinal Products.

w

5 2001/18/EC Recital 24.
36 GM

http://www.bmgf.gv.at/cms/site/attachments/6/8/7/CH0255/CMS 1090828056047 /risk _assessment
_of gmo_products-bmgf-layout.pdf (last visited July 27, 2004).

37 2001/18/EC Recital 42-44.
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2001/18 Art.4 V
GMO GMO 2001/18
38
2001/18
GMO
Art.191V Art24 GMO Art.20 IV
GM
GM
novel foods and novel food ingredients 258/97 3
GM GM GM
1139/98 40°49/2000 450/2000
42 GM
GM o o
1139/98 49/2000 50/2000 258/97
GM 1829/2003 GM
18302003 GM u“

¥ 2001/18/EC Recital 11.

5w
S ©

Regulation 258/97/EC concerning novel foods and novel food ingredients.
Regulation 1139/98/EC concerning the compulsory indication of the labelling of certain foodstuffs

produced from genetically modified organisms of particulars other than those provided for in

Directive 79/112/EEC GM

41

49/2000/EC

49/2000/EC amending Regulation (EC) No.1139/98 concerning the compulsory indication on the

labelling of certain foodstuffs produced from genetically modified organisms of particulars other

than those provided for in Directive 79/112/EEC.

Regulation 50/2000/EC on the labelling of foodstuffs and food ingredients containing additives and

flavourings that have been genetically modified or have been produced from genetically modified

organisms.

# Regulation 1829/2003 of the European Parliament and of the Council of 22 September 2003 on

genetically modified food and feed.

* Regulation 1830/2003 of the European Parliament and of the Council of 22 September 2003
concerning traceability and labeling of genetically modified organisms and the traceability of food
and feed products produced from genetically modified organisms and amending Directive

2001/18/EC.
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45

1892/2003
EFSA European Food Safety Authority * GM
EFSA
1
GMO produced from
GMO GMO
safety assessment authorisation supervision
1829/2003 1892/2003 Art.1, 3
GM GM
1892/2003 Art.2 (14)
2 GM
GM
EFSA
1892/2003 Art.5 11
GM 47
adequately and sufficiently demonstrate GM
1892/2003 Art.4
GM 1892/2003 Art.5 111, V
--GM GMO 2001/18

45

http://www.transgen.de/Aktuell/kennzeichnung_0404.html;
http://www.bioscinews.com/files/news-detail.asp?NewsID=7318 (last visited July 25, 2004).
* http://www.efsa.eu.int/ (last visited July 25, 2004).
M Art.4 VI
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--GMO 2001/18
--GM
--GM
-- GM 1892/2003
Art.4
-- GM characteristics
GM
-- GM
GM
- GM
--GM
--GM
3
GM EFSA

opinion EFSA
GM

1892/2003 Art.6, 7

GM
1892/2003 Art.11

--GM
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GM
1829/2003 Art.7 IV GMO GM
1829/2003 Art.29
GM 1829/2003
data protection GM
1829/2003 Art.31
GM
1829/2003 Art.7 VII
4 GM
GM
0.9 GM  ®
genetically
modified produced from genetically modified
contains genetically modified
GM footnote
1829/2003 Art.12 11, 13 I
GM GM
1829/2003 Art.13 11

--GM

- GM

--GM

*1829/2003 1 GM



230 -

adventitious or technically unavoidable GM GM
GM 1829/2003 Art.12 11~V
5 GM
GM
1829/2003 Art9  EFSA
GM 1829/2003 Art.10
GM
EFSA GM 1829/2003
Art.34
GM
1829/2003 Art.45
GM
1830/2003 GM traceability
GM
GM GM
GM GM

1830/2003 Art.4, 5

GM

2004/35

9 natural resource

¥ Directive 2004/35/EC of the European Parliament and of the Council of 21 April 2004 on
environmental liability with regard to the prevention and remedying of environmental damage
GMO
working paper
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occupational activities GMO
GMO GMO

polluter-pays principle

operator
GMO
GM
GM
O
o GM
GMO GM
Bt-11
GMO
GMO Bt-11
51
0 2004/35 Annex ITT
! Bt-11 (sweet maize)

http://biomedical.itri.org.tw/news/newsDetail.aspx?no=110 (last visited July 29, 2004).
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Bt-11

d-endotoxin ~ PAT phosphinothricin acetyltransferase  §-endotoxin

PAT Bt-11
Bt-11
Bt-11
Bt-11
EU Scientific Committee on Food, SCF
SCF
Gene stability
oo SCF Bt-11
d-endotoxin  PAT SCF
Bt-11
1829/2003 1830/2003
GMO GMO
GM
Bt-11
Syngenta
GM GM
WTO GM

WTO
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GM
GM
EFSA 2001/18 GMO
Entwurf eines Gesetzes zur Neuordnung des Gentechnikrechts GM
52 GM
GM GM
GM
Bundesministerium fuer
Verbraucherschutz, Ernachrung und Landwirtschaft, BVEL GM
Bundestag
Bundesrat

Grundgesetz, GG

Vermittlungsausschuss >

http://www3.verbraucherministerium.de/index-00060E28638810169E936521COA8D816.html
(last visited March 23, 2004).

33 Vgl. Heute im Bundestag Nr. 044, 058.

> http://www.biosicherheit.de/aktuell/298.doku.html;
http://www.biosicherheit.de/pdf/recht/gentg_bundesrat_beschluss48704.pdf
(last visited July 21, 2004)

GM GM
GM
http://www.biosicherheit.de/pdf/aktuel/ BMVEL _gentgbundesrat 090704.pdf
(last visited July 21, 2004).
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1
GM
1829/2003 GM GM §17b

GM GM schleichen

GM GM GM

GM GM
GM

2 GM

GM GM GMO GMO

GM §l6¢ GM

wesentliche Beeintraechtigungen

- GM
Freilandversuchen GM
--GM
GM
0.9 GM
--GM

aus oekologischem Landbau stammen
ohne Gentechnik

Neuartige-Lebensmittel- Verordnung
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GM
Vorsorgepflicht GM GM
Mindestabstaende
55 GM
GM
GM Produktinformation GM
GM
GM
GM GM §16b
Naturschutzgebiete
ockologisch sensible Gebiete GM
3
GM
GM
GM GM
GM
§36a Ausgleichsanspruch
4 GM Auskunftsanspruch
GM GM §4 §16
Umweltschutz
55 GM o O

Commission Recommendation of 23 July 2003 on guidelines for the

development of national strategies and best practices to ensure the co-existence of genetically
modified crops with conventional and organic farming, C(2003).
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GM §16a GM GMO
GMO
GM
GM
GM §16a GMO GM
GM
5 GM
Monsanto Co. v. McFarling Monsanto
Canada Inc. v. Schmeiser GM
GM
GM
GM Schmei ser
GM §36a
GM GM
56
GM
eine
gesamtschuldnerische Haftung GM
GM §36alV
% GMO GM

Ansprueche auf Schadenersatz
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GM
GM
GM GM
GM
GM
GM
GM GM
GM
The Food and Drug Act Section 30(1)
Minister of Health 948
Schedule No. 948, Novel Foods Regulations *’ GM
B.28.001
B.28.002
-- common name
3 http://www.hc-sc.gc.ca/food-aliment/mh-dm/ofb-bba/nfi-ani/e_sch948.html

http://www.hc-sc.gc.ca/food-aliment/mh-dm/ofb-bba/nfi-ani/e_qa_modification_e.html
(last visited July 29, 2004).



238 -

B.28.003
GM
GM
GM
GM Voluntary Labelling And Advertising
of Foods That Are and Are Not Products of Genetic Engineering
GM
5
GM
5 0.9
GM

% http://www.pwgsc.gc.ca/cgsb/032_025/standard-e.html;
http://www.pwgsc.gc.ca/cgsb/032_025/cover-cgsb-32-315E.pdf;
http://www.inspection.gc.ca/english/corpaffr/newcom/2004/200404 1 5e.shtml
(last visited July 29, 2004) GM

http://biomedical.itri.org.tw/news/newsDetail.aspx?no=175
(last visited July 29, 2004).
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GM GM
GM
GM

GM

59

GM

http://www.nsc.gov.tw/bio/news/acgenerulel.doc (last visited July 27,
2004)
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60
GM
GM
GM
GM
61
oo
62 GM oo
oo
GM GM
GM
63
GM
64 65 GM

60

61

62

http://www.doh.gov.tw/New Version/content.asp?class no=45&now_fod_list no=3&array fod_list
_no=45&level no=2&doc_no=861&show=show (last visited July 27, 2004).
63
http://food.doh.gov.tw/gmo/%BIW%A7i1%B0%F2%A6%5D%A7%EF%B3y%ADY%B9%AB%7E
%BF%EC%B22z%A5%FE%AD%B1%ACd%C5%E7%B5n%B00.doc (last visited July 27, 2004).
o4 http://www.doh.gov.tw/ufile/Doc/900611-3.doc (last visited July
27,2004).
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66
GM
GM
GM GM
GM GM
67 oo
68 GM oo
6 GM
5
GM 5
GM
65 oo
O O

66

67

68

http://food.doh.gov.tw/gmo/signstep.htm (last visited July 27, 2004).

http://food.doh.gov.tw/gmo/pop _cornsign.htm

(last visited July 27, 2004).

69
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GM
GM
5 GM GM
GM
o GMO
2001/18 1829/2003
1830/2003 GMO
GM GM
GM
GM
o
o
GM oo
GM WTO
GM WTO WTO
GM
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GM
GM
GM
81
GM 15 2
70 GM
GM GM
GM
GMO GM
GM GM
GM
WTO
GM
GM
GM GM GM

™ http://www.eubusiness.com/eupolls/gm-food/portal _form/PlonePopoll_results (last visited July 2,

2004) The Green Group
70

2100/18 1829/2003 Council

GMO

http://www.eubusiness.com/topics/Agri/EUNews.2004-07-27.4333 (last visited August 2, 2004).
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GM
GM
GM GM
GM
GM GM GM
GM
GM
GM
GM
71 GM
GM
GM
GM

GM

71

http://food.doh.gov.tw/gmo/manage job.htm#3 (last visited July 28, 2004).
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GM

GM

GM

72

GM
GM

GM
GM

GM

GM

72
73

20, 21.

GM

GM

GM

GM

GM

GM

GM

GM

GM

GM

GM

GM

73
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GM
GM
2 GM
GM GM

GM
GM

GM

GM GM
GM

74

75 76 GM
GM

74 oo
75 oo
76 oo

http://gmo.agron.ntu.edu.tw/ (last visited July 28, 2004).
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GM
GM
GM
GM
Kuenast
GM
GM
GM
GM
GM
Programme, UNEP Kuala Lumpur
GM
GM
o O
GM
GM 7
GM
77 GM
GM
scientific and commercial names of the GM ~ GM
ingredients GMO

The Greens Party
GM

GM

WTO

United Nations Environment

GM

the common,
characteristics of GM

http://biomedical.itri.org.tw/news/newsDetail.aspx?no=149 (last visited July 28, 2004).



