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ARGENTINA Biotech Soybean
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Agriculure < | BRAZIL Biotech Soybean
Area under | 119
Crop ARE
BIO
16.
Cotton
.
Crop National Biotech
Hectarage Hectarage
‘000 ha ‘000 ha
Soybean 14,750 14,500
Maize 3,000 1,700
Cotton 100-125 ha 25

Population : 175m
% employed in agriculture : 21%
Agriculture as % of GDP  : 9%

Area under biotech crops  : 5 million hectares

Crop National Biotech Biotech % of
Hectarage Hectarage Total Area
‘000 ha ‘000 ha Planted
Soybean 23,000 5,000 22
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HANS LOMBARD, PUBLIC RELATIONS
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Crop National |
Hectarage H
‘000 ha |
Maize 2,600
Soybean 140
Cotton 35-40

Population

% employed in agriculture
Agricullure as % of GDP
Area under biotech crops
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: 1,000m (1 billion)
2 67%

2 23%

: 500,000 heclares

Crop National
Hectarage
‘000 ha
Cotton 9,000

Biotech Biotech % of
Hectarage Total Area
‘000 ha Planted
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ﬁﬂ Dioxin & BSE....
2000 # #-pP 6% v g 2
C

2002 = = -gH § 5% > H(EFSA) — %~ b %4377

2 A BSE & Food Fraud....

2003 & |2 -8 %X >4 &2

2003 &+ -4 5% 24 f ¢ (FSC) — % » b %3=5
-% ﬁ] 911 Terrorism —

2002« -Bioterrorism Act
2011=#-5 5% >3 ;2 (FSMA) — &~ b %% FE



8 &% > & * ;% (Food Safety Basic Law)
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Food Safety Commission

I §  crokcommunicaion
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Food Sanitation Law
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Food Safety Commission of Japan
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P Ficid 2 K(GMO)2 # 24 )

Japan GM regulatory system
Competent agencies

Food Feed Environ.
Safety Safety Safety
[ Sanitation Feed Safety Cartagena
Law Law Law
S MHLW MAFF s
Management MOE
Risk r Bio-diversity
Risk Assmt
sl @ Committees

MHLW: Ministry of Health, Labor and Welfare
MAFF: Ministry of Agriculture, Forestry and Fisheries
MOE: Ministry of the Environment

' FSC: Food Safety Commission
AMC: Agricultural Material Council




P &-7 Fiz

§ 52 %4

(Feed) Tg

MAFF(E#f kEé)

!

GM subcommittee

4

Response to public
comments

Subm|t of Dossier

Biotech company
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MHLW(E £ 5 EH)

Assessment @

GM subcomm|ttee

Response to public @

comments

Authorities report

MAFF(EMKES)

MHLW(E4&HEE)




PA-AFHBEEFE-FTRAP

Procedure for safety assessment of GMOs as
food/food additives in Japan

Goverment Cabinet

[Request of assessmenﬂ

MHLW or MAFF >
<

Minister

[ Notification )

! Public Consultation

Submission

Y
Public | Special subcommittee
comment (GM food/food
additives)

MHLW : foods/food additives
_ ] @ - information open for public
MAFF : meat, milk and eggs from GM-fed animals




Constituent member

Food expert panel

Majors of 10 members

Allergology

Microbiology

Botany

(Plant) Molecular biology
Plant pathology

Food science

Metabolic biochemistry
Biochemical dynamics
Microbiology and biotechnology
Toxicology and Veterinary medicine
Phamacology

Feed expert panel

Majors of 6 members

Molecular biology (grass)
Microbiology

(Plant) Molecular biology
Fisheries science
Toxicology

Veterinary science
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% 23w (Safety Assessment)
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R & 3% (RIsk Assessment)
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A& 2 2 HYRdJr 5 5 ° %2 b%
05%p T E L ADI 05%¢p THEEE | 95 %E 2
(ng/kg bw/day) |(ng/kg bw/day) it 9% ADI itk (HI)
0-6 523 0.002 0.2 % 0.002
7-12f% 7 14 0.002 0.2 % 0.002
7-12fk 4 44 0.001 0.1 9% 0.001
13-187% ¥ 4 0.004 0.4 % 0.004
13-18fk & 12 0.002 1 0.29% 0.002
19-645% 7 14 0.005 0.59% 0.005
19-64 % & 12 0.004 0.4 9% 0.004
65k 11+ § 0.002 0.2 9% 0.002
65k 11 + & {2 0.000 0.0 9% 0.000
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Stepl: f 3 &R
E&Bﬁi‘?fﬁ Hazard Identification

Step2: # £ 33 =%

Dose-Response Assessment Exposure Assessment

Step3: & g%

Stepd: b *& $F Ak iF
Risk Characterization

& A3 FE L
Cost Benefit Analysis

Risk Communication

Policy Making

R
ik § 5T R
PT
CERB R |

A

|

| .
] FOR IR T

o‘gg‘_??\?}’i I

USNAS (1983, 1994)
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for your attention!
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